3apeructpupoBano B Muntocte Poccun 27 anpenst 2007 r. N 9364

MHUHUCTEPCTBO 3JPABOOXPAHEHHWS H COHUAJIBHOI'O
PA3ZBUTHUA POCCUUCKOU OENEPAIINHN

ITPUKA3
ot 12 ¢peBpans 2007 r. N 110

O INIOPAAKE HASHAYEHMUWSA U BBIIIMCBIBAHUA
JEKAPCTBEHHBIX IPEINAPATOB, U3JIEJIU
MEJIUIUHCKOI'O HASHAYEHUA U
CHEHUAIU3UPOBAHHBIX NIPOAYKTOB JIEYEBHOI'O
IINTAHUA

(B pen. ITpukazor Munsznpascorpazsutus PO ot 27.08.2007 N 560, ot 25.09.2009 N 794H, ot 20.01.2011 N
13H, Munzapasa PO ot 01.08.2012 N 54H, ot 26.02.2013 N 94H, ot 24.11.2021 N 1094H)

B cootBercTBHHE co cTaTheit 6.2 DenepanbHoro 3akoHa ot 17 mross 1999 r. N 178-®3 "O rocynapcTBeHHO#
conuanbHOU momontu" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepamnmu, 1999, N 29, cr. 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 1ensx odecrieyeHus
rpaXJaH, B TOM YHCJIE WUMEIOIIUX MPaBO Ha TMOJYYEHHE TOCYAApPCTBEHHOW COLMAIBbHOW MOMOIIH, I10
penienitaM Bpada (¢enpamepa) HeoOXOAMMBIME JICKAPCTBEHHBIMU IperapaTaMu, U3ACIUSIMH MEIUIIMHCKOTO
Ha3HAYCHHUS W CHEIUATH3UPOBAHHBIMH TPOAYKTAMH JICYEOHOTO TMHUTAHMUS Ui JIeTeH-UHBAIHUJIOB,
npukasbiBato: (B pen. [Ipukasa Munsapascorpaszsutist PO ot 20.01.2011 N 13H)

1. YTBepauTs:

1.1. ITyukt yrpatun cuiy. (B pea. [Mpukasa Munsapasa P® ot 01.08.2012 N 54H)

1.2. ITyukt yrpatun cuny. (B pea. [Ipukasa Munsapasa P® ot 01.08.2012 N 54H)
1.3. IynkT yrpatun cuiy. (B pea. [pukaza Munzapasa PO ot 26.02.2013 N 94H)

1.4. IlynkT yrpatun cuiy. (B pea. [lpukaza Munzapasa PO ot 26.02.2013 N 94H)

1.5. ITyukt yrpatun cuiy. (B pex. [Ipukasa Munsapasa P® ot 26.02.2013 N 94H)

1.6. ITyukt yrpatuin cuiy. (B pea. [Ipukasa Munsapasa P® ot 26.02.2013 N 94H)

1.7. ®opmy N 148-1/y-04 (;1) "Penent” cornmacuo npuiioxxenuto N 7,
1.8. ®opmy N 148-1/y-06 (;1) "Penrent” cornmacuo npuiioxxenuto N 8;

1.9. UuCcTpykmro 1o 3amonHernto Gopmbl N 148-1/y-06 (1) "Penent" n dopmer N 148-1/y-06 (1) "Penrent”
cornacHo npuioxeHuto N 9;

1.10. ®opmy N 305-1/y "XKypnan yueta B MeAMUMHCKUX opranuzamusx ¢opmsl N 148-1/y-88
"Penenrtypusbiii 01aHk", dopmer N 148-1/y-04 (i1) "Peuent", ¢opmbr N 148-1/y-06 (1) "Penent”, dhopmsr
"CrienuanbHbIid pelienTypHbI ONaHK Ha HApKOTHYECKOE CPEJICTBO M MCHUXOTPOIHOE BEIIECTBO' COIIacHO
npunoxeruto N 10; (B pex. [Tpukaza Munzapasconpaszputust PO ot 20.01.2011 N 13H)
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1.11. [TynkT yrparun cuiy. (B pea. [Ipukasa Munsnpasa PO ot 26.02.2013 N 94H)

1.12. ITynkT yrparun cuiy. (B pea. [Ipukasa Munsnpasconpassutus PO ot 20.01.2011 N 13H)

1.13. MHCTpYKIMIO O TIOPSIAKE BHIMUCHIBAHUS JICKAPCTBEHHBIX IpenapaToB W O(GOPMIICHHS PELENTOB U
TpeOoBaHM-HAKIAAHBIX coryacHo mpuioxkeHnto N 13; (B pen. Ilpukaza Munsapasconpassutusi PO ot
20.01.2011 N 13n)

1.14. WHCTpyKIMIO O MOpPSAKE HAa3HAYECHHMS W BBIIMCBIBAHUSA H3JCIMN MEAUIUHCKOIO Ha3HAYeHUs HU
CHETMATM3UPOBAHHBIX MMPOYKTOB JICUEOHOTO MUTAHUS IS ACTeH-UHBAINIOB coriacHo npuinoxeruio N 14,

1.15. MHCTpYKIMIO O MOPSIAKE XPaHEHUS PELENTYPHBIX OJTaHKOB coryiacHo npuiioxenuto N 15.

2. ®enepanbHOM cily)k0e MO HaA30py B cdepe 31paBOOXPAaHEHMs] M COLMAIbHOIO Pa3BUTUS OOECIEUUTH
KOHTpPOJIb 32 COOJIIOZICHHEM MOpsAKAa Ha3HAUEHUS, BBIIMCBIBAHUS JIEKAPCTBEHHBIX IPENaparoB, W3JEIHN
MEIULUHCKOTO Ha3HAUEHUs U CHEeLMaIM3UPOBAHHBIX IPOAYKTOB JIeYeOHOr0 MUTAHUS AJIs 1eTei-NHBAINIOB.
(B pen. [Tpukaza Munsapascoupaszpurust PO or 20.01.2011 N 13H)

3. Ilpu3HaTh yTpaTUBUIMMH CHITY:

[Ipukaz MuHnucrepcTBa 3apaBooxpanenust Poccuiickoit @enepaunun ot 23 arycra 1999 r. N 328 "O
palMoHATFHOM Ha3HAYEHUU JIEKAPCTBEHHBIX CPEJICTB, MPABUJIAX BHITUCHIBAHUS PEIENITOB HA HUX U MOPSJIKE
UX OTIyCKa alTEeYHBIMU YUPEKJACHUSIMH (OpraHu3zanusaMu)” (3aperucTpupoBaH MHUHHCTEPCTBOM IOCTHUIUH
Poccwuiickoit ®enepanmu 21 oktsaops 1999 r. N 1944);

[Ipuka3z MunucrepcrBa 3apaBooxpanenus Poccuiickoit @enepanun ot 9 suBaps 2001 r. N 3 "O BHeceHun
n3MeHeHui u gonoiaHeHuit B [Ipuka3z Munznpasa Poccun ot 23.08.99 N 328 "O parnmonaibHOM Ha3HAYCHUHN
JIEKapCTBEHHBIX CPEJICTB, MpaBUJIaX BBHIMHCHIBAHUS PELENITOB Ha HUX U MOPSAKE UX OTHYCKAa aNTEYHBIMHU
yupexaeHusMu (opranuszanusmu)" (3apeructpupoBad MunucrepcTBoM roctunuu Poccuiickoir @enepanumn
23 suBaps 2001 r. N 2543);

[Ipuka3z MunucrepctBa 3apaBooxpanenust Poccuiickoit @eaepaunn ot 16 mas 2003 r. N 206 "O BHeceHuun
u3MeHeHud u gomonHeHudt B Ilpukaz MunznpaBa Poccum ot 23.08.99 N 328" (3apeructpupoBaH
MunucrepcTBoM roctunmu Poccuiickoit ®eneparuu 5 urons 2003 r. N 4641);

[Ipuka3 MunuctepctBa 3apaBooxpaHeHust Poccuiickoit ®enepanuun ot 19 nexabps 2003 r. N 608 "O
BHeceHUH wu3MeHeHui B Ilpuka3 MunsngpaBa Poccum ot 23.08.99 N 328" (3apeructpupoBaH
MunucrepcTBoM rocturmu Poccuiickoit @enepariu 21 suBaps 2004 r. N 5441);

ITpuka3 MuHuCTEpCTBa 3ApaBOOXPAHEHUS U COLMANBbHOTO pa3BuTHs Poccuiickoit @enepanuu ot 22 HOSOps
2004 r. N 257 "O BHecennu aomnonHeHuit B [Ipukaz Munzapasa Poccun ot 23 aBrycra 1999 roga N 328 "O
palMoOHaIbHOM Ha3HAYEHUH JIEKAPCTBEHHBIX CPEJCTB, IIPAaBUJIaX BBITMCHIBAHMS PELENTOB HA HUX U MOPSAKE
UX OTIIyCKa alTEeYHbIMU YUPEXKICHUAMU (OpraHuzauusMu)" (3aperucTpupoBaH MHMHHUCTEPCTBOM FOCTHIIMU
Poccwuiickoit ®enepanuu 30 Hos0pst 2004 r. N 6148);

[Ipuka3z MuHucTepcTBa 3/[paBOOXpPAaHEHUs U COLMAIBHOTO pa3BuTHs Poccuiickoit @enepaunn ot 16 mapra
2005 r. N 216 "O BHecenun usmeHenus B Ilpuka3 MunucrepctBa 3apaBooxpaHeHust Poccuiickoii
@enepanuu ot 23 asrycta 1999 roma N 328 "O panuoHalbHOM Ha3HAYEHUH JICKAPCTBEHHBIX CPEJICTB,
MpaBUjiaX BBINTUCHIBAHUS PELENTOB HAa HUX W TOPSIAKE HMX OTIYCKAa AaNTeYHBIMU YUYPEKICHUSIMHU
(opranuzanusmu)" (3apeructpupoBan MunuctepcTBoM roctunmu Poccuiickoit @enepanuu § anpens 2005 r.
N 6490);

IIpuka3 MunHCcTEpCTBa 3paBOOXpAaHEHHS U coluanbHOrO pa3Butus Poccuiickoit denepanun or 29 anpens
2005 r. N 313 "O BHeceHnn u3MeHEeHMI B MHCTPYKIIMIO O MOPSIIKE HA3HAYEHUS JIEKAPCTBEHHBIX CPEJCTB U
BBINMCBIBAHUS PELENTOB Ha HUX, YTBepKAeHHYIO [Iprkazom MunucrtepcTBa 31paBooxpaneHus Poccuiickoit
@enepaunu ot 23 aBrycra 1999 r. N 328" (3apeructpupoBan MunucrepcTBoM rocTulnu Poccuiickoii
®eneparu 20 mast 2005 . N 6607);

nyHKT 2 Ilpukaza MuHuctepcTBa 34paBOOXpaHEHHS U COLUMAIBHOTO pa3BuTHs Pocculickoit denepaunn ot
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14 nekabps 2005 r. N 785 "O mopsiike OTIycKa JIEKapCTBEHHBIX CpencTB" (3aperucTpUpoOBaH
MunncrepcTBoM roctunmu Poccuiickoit ®eneparn 16 ssaBaps 2006 r. N 7353);

[Ipuka3z MuHHCTEpPCTBA 3IpaBOOXPAHEHUs U COLUAIBHOTO pa3Butus Poccuiickoin @eneparuu oT 13 vtoHs
2006 r. N 476 "O BHecenun wusmeHeHuii B Ilpuka3 MunucrepctBa 31paBooxpaHeHus Poccuiickoit
Oenepanun ot 23 aBrycra 1999 r. N 328 "O parmoHaIbHOM Ha3HAYEHWU JICKAPCTBEHHBIX CPEJICTB,
MpaBUjaX BBIIUCHIBAHUS PELENTOB Ha HUX U TMOPSJAKE HMX OTIYCKAa AamnTeUYHbIMU YUYPEKICHUSIMHU

(opraamzanusiMu)" (3apeructpupoBan MunuctepcTBoM roctuninu Poccuiickont @eneparuu 13 urons 2006 r.
N 8044);

[Ipuka3z MwuHucTepcTBa 3ApaBOOXpAHEHUs W cColMaibHOro pa3Butus Poccuiickoit ®enepaunu ot 17
despanst 2006 r. N 97 "O mnopsiake BBINMKMCBIBAHUS PEIENITOB Ha JIGKAPCTBEHHBIE CPEACTBA OTACIHHBIM
KaTeropusiM Ipax/aH, UMEIOUINX MPaBO Ha IMOJIyY€HHE TOCYIapCTBEHHON COIMAbHOM MOMOIIHU, B PaMKax
peanu3aly  JAONOJHUTEIBHOTO JIEKAPCTBEHHOro olecreyeHus" (3aperucTpupoBaH MUHHUCTEPCTBOM
roctuin Poccuiickoit ®eneparuu 6 mapra 2006 r. N 7561).

Bpuo Munucmpa
B.U.CTAPOAYBEOB

HNPUJIOKEHMUE 1. - YTpatuio cuay. (B pea. [lpukaza Munsapasa PO PP
ot 01.08.2012 N 54n)

HNPUJIOKEHMUE 2. - YTpaTtuio cuay. (B pea. Ilpukaza Munsapasa P® P®
ot 01.08.2012 N 54n)

MHNPUJIOXKEHMUA 3 - 6. - Yrpatuau cuay. (B pea. [lpukaza MunzapaBa P®
P® o1 26.02.2013 N 94H)

Ilpunosicenue 7 ne npumenaemcsa c 01.07.2013 k npagoomuowienuam, C6A3aHHbIM C HA3HAYEHUEM U
GbINUCHIGAHUEM JICKAPCMEEHHBIX npenapamos u meouyunckux uzoenuit (nynkm 2 Ilpuxaza Munszopaea
P® om 26.02.2013 N 94n).

Ipunoowcenue N 7
K IIpuxa3zy
Mun3zopascoypazeumus Poccuu

om 12 ¢pespana 2007 2. N 110

MUHMCTEPCTBO 3IOPaBOOXPAaHEHUI
M COLMAJIBHOI'O pPa3BUTUA
Poccurickon demepaluuu
YTBEPXIEHA

[ToukasoM MuMHMCTEpCTBAa
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ITami

SOPaBOOXPaHeHMAd M COLMaJIbBHOI'O

paseuTua Poccurckoy demepalmm

or 12 dempans 2007 r. N 110

(B pen. Ipukasa MuHzmpaecoupazButus PO or 20.01.2011 N 13H)
Kon MemMUMHCKOM oOpraHM3aluu
(B pen. llpukaszsa MmH3npascoupaszsutusa PO or 20.01.2011 N 13H)

Kon dopmer mo OKYI 3108805

dopma N 148-1/y-04 (i)
Kon Kon ICTOUHUK % OIJIaTHL: Kon
KAaTEeTOPUM [HOBOJIOTMUECKOM [DMHAHCUPOBAHMA (MOOUEepPKHYTh) UIEKaPCTBEHHOTI'O
TpaxiaH b OPMEL (MoOYepPKHYTh) npenapatTa
(o MKB-10) (BanojyiHdeTCHd
B anTeke)
1. depmepanbHEM 1. BecnjaTHO
2. CyowexkT PO 2. 50%
S S S L L |L L |3. MyHMLMIIAJbHBN
(B pen. llpukaszsa MumH3npascoupaszeuTusa PO or 20.01.2011 N 13H)
PELEIT Cepus N IaTa BHIMCKM: 200 .
®.MM.0. nmaumeHTa IJaTa poxIeHmAa

CHIJIC
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N cTpaxoBOI'O
MEeIULIMHCKOT'O
rnoymca OMC:

Agpec mau N MeIOMUMHCKOM KapTH aMOyJIaTOPHOTO MHalMeHTa
(McTOopMSa pPaszBUTUA pebDeHKAa)
®.M.0. Bpaua

Py6. | Kom. Rp:
e I T A [ oo e e e e . [ oo e e e e . |
B N N 1 = . .
(kom Bpaua, oenbnumepa)
[lognmce M JIMYHAas [edaTb Bpada (denpnuwepa) M.II.
Peuent OEeVCTBUTEJIEH B TeueHue 1 Mecsdaua, 3 MeCSsleB

(HEHYXHOE 3aUepKHYTh)
(B pen. llpukaszsa MumH3npascoupaszeutusa PO or 20.01.2011 N 13H)

(3anoJsiHgeTCcsda cHeuMasJMCTOM allTedHOM opIraHM3alumMy) —-——-—-

OTNyIWEHO I[I0 PeLenTy: ToproBoe HaMMEeHOBAaHMue
1 OO3UPOBKA :

ODaTa ornycka: " " 200 1. |KommuecTBO:

[[oUTOTOBUIL: [lporepuii: OTOYCTWUII:

Kopewok peuenTypHOTo ©OJiaHKa Crnoco® NpUMEHEHUI:
HavMeHOBaHUE [[POOOJIXUTEJIBHOCTD oHeM
JIeKapCTBEHHOT'O IIpernapara:

KonruecTBO NPMEMOB B HOEHb:  pas
o3MpoOBKa : Ha 1 npuewm: en.

(B pexn. Illpuxasa Muuznmparcoupazsutusg PO or 20.01.2011 N 13H)
Ilpunoscenue 8 ne npumensiemcs c 01.07.2013 k npasoomuouieHuAM, C6A3AHHBIM C HAZHAYEHUEM U

6LINUCHIGAHUEM JIEKAPCMEEHHBIX Npenapamos u meouyunckux uzoeaui (nynkm 2 Ilpuxaza Munzopaea
P® om 26.02.2013 N 94n).

Ipunooscenue N 8

K IIpuxa3sy
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MMHMCTepCTBO SIOIPaBOOXPaHEeHMA

M COLMAJIBHOI'O pPa3BUTUA

Poccurickon demepaumm

MenuumHCkasa opraHu3almsg
yupexneHme

MECTO IJIA
MNTPUX-KOIA

Mun3zopascoypazeumus Poccuu

om 12 ¢pespansa 2007 2. N 110

YTBEPXIEHA

[lpukazoM MMHMCTEpCTBAa
30PaBOOXPAaHEHMS UM COLMAJIbHOTO
pazsutusa Poccurckom demepaumu
or 12 despansa 2007 r.

N 110

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

MTamm
Komn OI'PH
Kon Kon VICTOUHUK
KaTeropumn HO30JIOTUYECKOM bMHAHCUPOBAHUSA :
rpaxnaH bopMEL 1) denepasbHBM
(mo MKB-10) onIxeT

Kon ¢dopmer mo OKYI 3108805

dopma N 148-1/y-06 (u)

2) OomxeT
cybmekTa
Poccumckon

o)

5 OIlJIaThl U3
MICTOYHMKAa

brHaHCHUPOBAHMUA :

1) 100%
2) 50%
(HyXHOE

[IONUYEPKHYTH)

Peuent
neicTBUTEJIeH
B TeueHUe 1
Mecdlla
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denepaumm
3) MYHMLMIIAJIbHBIM

OomxeT
(HyXHOE
[IOOUEPKHYTH)
PELEIIT Cepusa N oT
®.M.0. maumeHTa
HaTa poXoeHuda . . CHWJIC

N cTpaxoBOoI'o

MeIVMIVHCKOI'O
ImoJimca

(B pen. llpukaszsa MumH3npascoupaszeutusa PO or 20.01.2011 N 13H)

N MeOULIVMHCKOU KapTE aMOyJlaTOPHOT'O OOJIBHOTO (MCTOPHUA PasBUTUA
pebeHka)

®.1.0. Bpaua (denbmmepa)

Kon Bpaua (denbnumepa)

BrinmmcaHo : (BanoJyiHgeTCs ClIeuMraJMCTOM
AIITEedYHOTI' O yQpexnequ)

Rp: OTnymeHoO IO pelenTy:

JaTa oTnycka
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Kon JIEKAPCTBEHHOTI'O

D.t.d. npemnapara

JosupoBKa TOpTOBOE HaMMEHOBAHME

KommmuecTBO eOmMHMI]L

Signa

[lognuce Bpada (besapnuepa) KommuecTBO

¥ JIMYHAas IedYaThb Bpaua Ha ofbmyn cyMMy
(besipouwepa)

PelenT OeMCTBUTEJIEH B TeueHMe 1 Mecdua, 3 MecdleBR (HeHYXHOoe
33a4YEPKHYTh)

Kopemox PEIEIITA Cepusa N oT

Crnoco®b NpMMEeHEeHUd:

[IpOOOIIXUTEJIEHOCTD nHey HamvMeHOBaHHUE JIEKapCTBEHHOTIO
KonmmuecTBO MNPMEMOB B HOEHb: pas npenapara:

Ha 1 npuewm: en. JosuMpoBKa:

(B pen. llpukxaszsa MumH3npascoupas3euTtus PO or 20.01.2011 N 13H)

Ilpunoxcenue 9 ne npumensaemcs c 01.07.2013 k npaeoomuouwteHuaM, C6A3AHHBIM C HAZHAYEHUEM U
6LINUCHIBAHUEM JIEKAPCHBEHHBIX NPEnapamos u meouyunckux uzdenui (nynkm 2 Ilpuxasza Munzopasa
P® om 26.02.2013 N 94n).

Ipunoorcenue N 9
K Ilpuxasy
Mun3zopascoypazeumus Poccuu

om 12 ¢pespans 2007 2. N 110

NHCTPYKLIUA

MO 3ANNOJHEHMIO ®OPMBI N 148-1/Y-04 (JI) "PELEIIT" U
®OPMBI N 148-1/Y-06 (JT) "PELIEIIT"
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(B pex. [Ipukazos Munsnpasconpazsutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

1. B Bepxuem neBom yray dopmbl N 148-1/y-04 (1) "Peunent" u popmer N 148-1/y-06 (1) "Penent"” (manee -
pelenTypHbIi OJIaHK) MPOCTABISIETCS MITAMI MEAWIIMHCKOW OpPraHU3allid C yKa3aHWEM €€ HAaMMEHOBaHUS,
ampeca, TeneOHa, a TaKKe YKa3blBaeTCS KOJ MEIWIMHCKONW opraHumsanuu. (B pen. Ilpukasa
Munzapasconpazsutus PO ot 20.01.2011 N 13H)

B Bepxneii yactu ¢popmbl N 148-1/y-06 (1) "Penent" 06003Hau€HO MECTO JUIsl HAHECEHUS IITPUX -KOIa.
2. OdopmiteHHE perenTypHOro OJaHKa BKIIOYaeT B ce0s U poBOE KOTUPOBAHKE U 3aIIOIHEHUE OJIaHKA.
3. LludpoBoe koaupoBaHUE PELENTYPHOTO OJIaHKA OCYIIECTBISIETCS MO CIEAYIOLIEH cXeMe:

IIPU U3TOTOBIICHUH PELENTYPHBIX OJIAHKOB MEYaTaeTCsl KOJ MEIUIIMHCKON OpraHU3allid B COOTBETCTBUU C
OCHOBHBIM  TOCYJAapCTBEHHBIM  peructpanuoHHeiM  Homepom  (OI'PH); (B pem.  Ilpukaza
Munzapasconpazsutus PO ot 20.01.2011 N 13H)

Bpad ((¢enpamep) Ha aMOyJIaTOPHOM IPUEME BHOCUT KOJI KaTeropuu rpaxaan (SSS), MMEmuX MpaBo Ha
©KEMECSIYHYI0 JCHEXKHYIO BBIIJIATY M OOECIEYCHHE JICKAPCTBEHHBIMU TIperaparaMd B COOTBETCTBHH CO
ctatbsimu 6.1 u 6.7 @epepanbHoro 3akona ot 17 urong 1999 r. N 178-®3 "O rocynapcTBeHHON COIMANBHOM
nomotnu" (CoOpanue 3akonoaarenbctBa Poccuiickoit @eaepannn, 1999, N 29, ct. 3699; 2005, N 1, ct. 25;
2006, N 48, ct. 4945), u xox Hozomoruyeckoir ¢popmbl (LLLLL) mo MKB-10 nmyreM 3aHeceHHs] KaKIOi
muppbel B IYCTBIE SYEHKH, TOYKA TMPOCTABISETCS B OTAEIbHOM sueiike. (B pen. [lpukasza
Mumnzapasconpasutus PO or 20.01.2011 N 13#)

Hcrtounuk ¢unancupoBanus ((penepanbhblii 6romket [1], 6romker cydobekta Poccuiickoit @eneparnuu [2],
MYHHIMITATBHBI  Oropker [3]) w  mpoment omtarel  (Oecrutatio [1], 50% [2]) ykaseBarorcs
MOTYCPKUBAHHECM.

[Tpu oTmycke JIeKapCTBEHHBIX MpenapaToB, BeiucanHbIX Ha ¢popme N 148-1/y-04 (i1) "Peuent", B anteyHoi
OpraHu3allK MPOCTABISIETCS KO JIEKapCTBEHHOro npenapara. (B pen. IIpukasza Munsnpasconpa3putust PO
ot 20.01.2011 N 13H)

4. 3anoyiHeHUE pelenTypHoro OJaHKa.

PenentypHblii OaHK BBIMUCBIBAETCS B 3-X SK3EMIUIpax, MUMEIOMIMX eIuHyro ceputo U Homep. Cepus
perientypHoro OnaHka BKIItouaeT Koj cyobekTa Poccuiickoit denepanny, COOTBETCTBYIOMIMM IBYM MEPBBIM
mudppam OOmepoccuiickoro kiaccugukaropa 0OBEKTOB aJMHHUCTPATUBHO-TEPPUTOPHAIIBHOTO JIETECHUS
(OKATO). Homepa npucBauBaroTCsi 10 HOPSAIKY.

[Tpu odopmieHnn penenTypHOro OJlaHKa YKa3blBAalOTCS TMOJHOCTHIO (aMUIHS, UM, OTYECTBO OOJHHOTO,
naTa poKICHHS, CTPAXOBOM HOMEp MHAMBUAYAJIHLHOTO JIMIIEBOTO cueTa rpaxkaannHa B [lencuonnom donzae
Poccuiickoit @enepanuun (CHUJIC), Homep cTpaxoBoro memuimHckoro nomuca OMC, anpec uiam HOMep
MEIUIIMHCKOW KapThl aMOyJIaTOPHOTO MaIMEeHTa (MCTOPUH Pa3BUTHS PEOCHKA).

B rpade "®.1N.0. Bpaua (penpamepa)" ykaspiBaroTcs pamMuiing U MHULMAIBI Bpada (¢enbamepa).
B rpade "Rp:" yka3siBatorcs:

- Ha JJATUHCKOM sI3bIK€ HAaMMEHOBaHHE JIEKaPCTBEHHOIO Mpernapara (MexXa1yHapoJHOe HEMaTeHTOBAHHOE WU
XUMHUYECKOoe, JTMOO TOproBoe), 3apeructpupoBaHHoro B Poccuiickoit ®enepanuu, ero n03UpoOBKa U
Konm4aecTBo; (B pen. [Ipukaza Munzapascorpassutus PO ot 20.01.2011 N 13H)

- Ha PYCCKOM WJIM PYCCKOM M HallMOHAJIBHOM SI3bIKaxX CIOCOO MPUMEHEHHS JIEKapCTBEHHOTO Ipenapara. (B
pen. [Ipukaza Munzapascoupaszsutus PO or 20.01.2011 N 13H)

3ampenaercss OrpaHU4MBaTHCS 00IMMH yKka3aHusMU: "BryTtpennee", "M3BecTHo" u T.11.

PazpemaroTcsi TONMBKO TIPUHATHIE TIpaBUJIAMHU COKpAIleHWUsT OO0O3HAYEHWH; TBEPAbIE W  CHITYYHE
dapmaneBTHuecKkue cyOcTaHuu BeimuchiBatoTcs B rpamMmax (0,001; 0,5; 1,0), xxuakue - B MIJUTHIUATPAX,
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rpamMax ¥ Kamisx. (B pen. [Ipukaza Munsapascoupassutust PO or 20.01.2011 N 13H)

Penent moamnuceiBaeTcst BpauoM ((enpamiepoM) M 3aBepseTcs €ro JIMYHOM mnedaThio. J{OMOIHUTENBHO
pelenT 3aBepseTcs Tevarblo MeAMIMHCKONW opranm3anmuu  "Ilms  penentoB". (B pea. Ilpukaza
Munzapasconpazsutus PO ot 20.01.2011 N 13H)

Kon B rpade "Konm Bpaua (denpamepa)" yka3plBaeTcs B COOTBETCTBHU C YCTAHOBJICHHBIM OpPraHOM
yIpaBieHUsl 3/ApaBooXpaHeHHueM cyObekra Poccuiickoit ®exepauuu mepeyHeM KOJOB — Bpauei
(penpaniepoB), UMEIOMIMX MPAaBO Ha BBIMUCKY JIEKAPCTBEHHBIX IpENapaTroB B LEISAX IPEA0CTaBICHUS
rOCYJapCTBEHHOH COIMAIbHOM TMOMOIIM B Buae Habopa comuanbHbIX ycnyr. (B pea. Ilpukasa
Mumnzapascornpaszputus PO ot 20.01.2011 N 13#)

ITpu BbIIMCKE JIEKApPCTBEHHOI'O IpenapaTa 10 PeLIeHUI0 BpaueOHOM KOMUCCHM Ha 000pOTe PEeLenTypHOro
OnmaHkKa CTaBUTCS crenuanbHas oTMerka (mramm). (B pexa. Ilpukaza Munsnpasconpassutus PO ot
20.01.2011 N 13#n)

5. Ilpu oTmycke JEKapCTBEHHOrO TIperapara B AanTeYHOW OpraHM3ali Ha pElenTypHOM OJaHKe
YKa3bIBAIOTCA CBEICHUA O (PAKTUUECKH OTIYIIEHHBIX JIEKAPCTBEHHBIX IIpernaparax (MexXIyHapOoaHOe
HEMATCHTOBAaHHOEC WM XHMHYECKOe, JIM0O TOProBoe HAWMEHOBAHWE, JO3UPOBKA, KOJUYECTBO) H
npocTaBIsieTCs gata ormycka. (B pen. [Ipukaza Munsapascorpassutus P® ot 20.01.2011 N 13#)

6. Ha peuentypHoM Gi1aHKe BHH3Y UMEETCS JIMHUS OTPBIBA, Pa3AelisAioniasi pelenTypHbIH OJTaHK M KOPEIIOK.

Kopemok ot peuenrta Bbgaetrcst 60JbHOMY (JIUIy, €rO MPEICTABIAIONIEMY) B allTEUHON OpraHu3alyd, Ha
KOpEIIKEe JeJlaeTcsi OTMETKa O HaWMEHOBaHUM JIEKapCTBEHHOI'O IIperapara, JO3HpPOBKE, KOJIUYECTBE,
criocobe TPHMEHEHHUs, M OH OcCTaeTcs y OonmpHOro (mia, ero mpejacrapistomiero). (B pea. Ilpukasa
Mumnzapasconpasutus PO or 20.01.2011 N 13#)

7. PeuentypHblii OJaHK 3amojHSIETCS TMPU BHINHCHIBAHUU JICKAPCTBEHHBIX MPENaparoB, H3AEIUl
MEIUIIMHCKOTO HA3HAYEHUS U CIICHUATTM3UPOBAHHBIX MTPOYKTOB JICUEOHOTO MUTAHUS JJIS ICTCH-UHBAIHUIOB,
BKJIFOYCHHBIX B IIEPEYHHM JICKAPCTBEHHBIX TNIPEMaparoB, W3ACIMA MEAMIIMHCKOIO Ha3HAYCHUS W
CHEIUATU3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO0 MHUTAHUS IS JIETeH-WHBAIHUIIOB, YTBEPKIAEMBIX B
YCTaHOBJICHHOM MOpPSIKE, a TaKKe€ MHBIX JIEKAPCTBEHHBIX IMPENaparoB, OTIMYCKaeMbIX OECIUIATHO WA CO
ckuakoi. (B pea. [Ipukaza Munsapascorpazputist PO ot 20.01.2011 N 13H)

8. TpebGoBaHusi, TMpeAbSABIsEMblE K BBINUCHIBAHUIO M3ACTUNA  MEIUIIMHCKOTO Ha3HAYeHHUS U
CHEIUATU3UPOBAHHBIX TPOAYKTOB JIEUEOHOTO TWTAaHUSA [JJIsl JeTeH-WHBAJIUJOB B paMKaxX OKa3aHUs
rOCy/IapCTBEHHOW COLIMAJIbHOW TMOMOIIHM, aHAJIOTHYHBI TPEOOBAHUSM, MPEIbSBISIEMBIM K BBIMHCHIBAHUIO
JIEKApCTBEHHBIX TPEMapaToB (3a HCKIIOYEHHEM OTMETKH BpaueOHOW komuccuu). (B pea. Ilpukasza
Munszapagcorpassutus PO ot 20.01.2011 N 13H)

9. Opran ynpaBieHus 3apaBooxXpaHeHHEM cyOwbekTa Poccuiickoit ®enepanyii MOXKET pPa3peliuTh
W3TOTOBJICHHE PELENTYPHBIX OJaHKOB B MEAMIIMHCKUX OPTaHU3AlUAX C HCIOJIb30BAHHEM KOMIBIOTEPHBIX
texHosioruii. (B pea. [pukaza Munsapascorpaszpurus PO ot 20.01.2011 N 13H)

10. Jlomyckaetcst opopmIleHHE BCEX PEKBU3UTOB penenTypHbix 0iankoB ¢popmbr N 148-1/y-06 (1) "Penent”
C UCIIOJIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHH.

11. Ha oGopotHoif cTtopoHe penentypHoro Omanka ¢opmbl N 148-1/y-06(;1) medataercs Tadimuma
creaytorniero coaepxanus: (B pea. [Ipukaza Munznpascorpazputus PO ot 25.09.2009 N 794h)

IIpurorosui ITposepui OtnycTun

12. Ha penentypusix Omankax ¢opm N 148-1/y-04(;m) u N 148-1/y-06(;1) BbImMCHIBaeTCS OAHO
HAaMECHOBaHHME  JICKAPCTBEHHOTO  TMpermapara,  W3JeNus ~ MEAWIMHCKOTO  Ha3HAYeHHWs WU
CIELUAIM3UPOBAHHOTO MPOAYKTa JiedueOHoro nuranus. (B pen. IlpukazoB Munsnpasconpa3sutusi PO or
25.09.2009 N 794H, ot 20.01.2011 N 13H)
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HcnpasiieHus npy BBIMUCBIBAaHUM PELIENITOB HE Aomnyckatorcs. (B ped. [Ipukasa Munsapasconpassutus PO
ot 25.09.2009 N 794H)

13. Cpok geiictBus penenrta (1 mecsi, 3 Mecsia) yka3bIBaeTcs MyTeM 3adepkuBaHus. (B pea. Ilpukaza
Munzapasconpazsutus PO ot 20.01.2011 N 13H)

Ilpunoscenue 10 ne npumensemcs c 01.07.2013 k npasoomnouieHuAM, C6A3AHHBIM C HAZHAYUECHUEM U
6bINUCHIBAHUEM TIEKAPCMEEHHBIX npenapamos u meouyunckux uzoeanun (nyukm 2 Ilpuxaza Munszopasa
P® om 26.02.2013 N 94n).

Ipunoosicernue N 10

K IIpuxa3sy

Munzopascoypazsumus Poccuu

om 12 ghespana 2007 2. N 110

MUHUCTEPCTBO 3paBOOXPAHEHUS
11 COLIMATIbHOTO Pa3BUTHUS
Pocculickoit denepanuun

Kox ¢popmer mo OKV/I

Kon yupexnenus no OKITO
MenuuuHckas JOKyMEHTALMS
®opma N 305-1/y
YrBepxkaena [Ipukazom
MuHucTepcTBa 31paBoOXpaHEHUS
Y COLIMAJIBHOTO Pa3BUTHS

(HaMMEHOBaHUE MEIULIUHCKOMN

OpraHu3aIm)

Poccniickoit ®enepanuun
ot 12 despamns 2007 r. N 110

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

AKYPHAJ <*>

YUYETA B MEJULIMHCKHAX OPTAHU3ALIUSIX ®OPMBI N
148-1/Y-88 "PELENTYPHBINA BJIAHK", ®OPMBI N 148-1/y-04
(JI) "PELENT", ®OPMBI N 148-1/¥-06 (JT) "PELIEIIT",
®OPMBbI "CNELHUAJBbHBIN PELENTYPHBIN BJIAHK HA
HAPKOTUYECKOE CPEJCTBO U ICUXOTPONHOE
BEILIECTBO"

(B pen. [Ipukaza Munsapascoupaszsutust PO or 20.01.2011 N 13H)

[Ipuxon Pacxon
o01ee cepun 1 [konmuectBo| D.J.O.u JaTa BeIJaYH cepus U KOJHMYECTBO d.1.0. HOAT
1,| KOJIMYECTBO HOMepa |OJaHKOB IO|  TMOJNHUCH  [PEIENTYPHBIX] HOMED BBIJAHHBIX |0TBETCTBEHHOI'O{OTBETCTE
[MOCTYNMUBIINX[PELETITYPHBIX| CEpUSM [OTBETCTBEHHOTO| OJAHKOB [pelENTypHOTO[PEIENTYPHBIX| MEAUIIMHCKOTO | METUIIA
|peuenTypHBIX| OJIAHKOB MEIUIUHCKOTO OiaHka 0JIaHKOB paboTHHKA, paboTi
OJ1aHKOB paboTHUKA, MOJIYYUBIIETO | MOJIYYH
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MIOJTyYHBIIIETO peLenTypHbIE | perenT
perenTypHbIe OJIaHKHU Ouar

OJIaHKH
S) 6 7 8 9 10 11 1

<*> JypHan mokeH OBITh MPOHYMEPOBAH, MPOIIHYPOBAH M CKPEIUICH IMOIMHCHI0 PYKOBOIUTENS H
[eYaThi0 MEIUIIMHCKON opranu3anuu. (B pen. [Ipukasza Munzapascoupassutus PO or 20.01.2011 N 13n)

COIJIACOBAHO

Pykosooumens (3amecmumens

pyroeooumens) PCKH Poccuu

O.HXAPUYKHUH
12.02.2007

HPUJIOKEHMUA 11, 12. - YrpaTtuau cuay. (B pea. Ilpukaza Munsapasa

P® o1 26.02.2013 N 94H)

NHCTPYKLUA

O IHOPAAKE BBIIINCBIBAHUA JIEKAPCTBEHHBIX
IPEITAPATOB U O®OPMJIEHUA PELHEIITOB U

Ipunooicernue N 13

K IIpuxa3zy

Mumnzopascoypaszsumus Poccuu

om 12 ghespana 2007 2. N 110

TPEFOBAHUH-HAKJIAJTHBIX

(8B pen. [IpukazoB Munzapasconpazsutust PO ot 27.08.2007 N 560, ot 25.09.2009 N 794H, ot 20.01.2011 N
131, Munzapasa PO ot 24.11.2021 N 1094H)

|. O01ue TpeGoBaHNS BHINMUCHIBAHUS JIEKAPCTBEHHBIX NMpenapartos (B pe.
Ipuka3za Munsapasconpaspurus P® o1 20.01.2011 N 13H)

Ilynkmot 1.1 - 1.18 ne npumenatomca K npagoOmMHOMWEHUAM, C6A3AHHBIM C HAZHAYEHUEM U
GbINUCHIGAHUEM NIEKAPCMEEHHBIX npenapamos u meoununckux uzoeauii (nynkm 2 Ilpukaza Mun3zopaea

P® om 26.02.2013 N 94n)

1.1. IIpu HaMMUMK COOTBETCTBYIOIINX MOKa3aHUN TPak/1aHaM, OOPATUBIIMMCS 32 METUIIMHCKON TTOMOIIIBIO B
amMOyJIaTOPHO-TIOTUKIMHIYECKOE YUPEXKICHUE, a TAKXKE B CIy4asX HEOOXOAMMOCTH MPOIOJKEHHUS JICUeHUS
MOCJI€ BBIMUCKA OOJIBHOTO W3 CTallMOHapa HA3HAYAIOTCS JICKAPCTBEHHBIE MpemnapaTbl W BBITHUCHIBAIOTCS

peuentsl Ha HUX. (B pex. [Ipukasa Munsnpasconpassutus PO ot 20.01.2011 N 13H)

1.2. 3anpeniaeTcsi BHIMUCHIBATH PELIEITHI:

Ha JIEKapCTBEHHBIE IIPENapaThl,

npumeHenno; (B pen. [Ipukaza Munzapasconpaszsutus PO or 20.01.2011 N 13#)

HC pPa3spClICHHBIC B YCTAHOBJICHHOM IIOPAAKE K MCEAUIUHCKOMY
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Ipu OTCYTCTBUH MCIAUITUHCKUX HOKa3aHHI>'I;

Ha JIGKAPCTBEHHBIE IMPENapaThl, UCHOIb3yEMbIE TOJBKO B MEAMLIMHCKUX OpraHu3auusx (3pup HapKO3HBIH,
XJIOPATHI, (PeHTaHMIT (KpOME TpaHCIEPMaIbHOM JIEKapCTBEHHOM (OpMBI), COMOPEBUH, KAJIUIICOJ, (TOPOTaH,
KeTaMuH u jp.); (B pex. [Ipukaza Munzapasconpassutus PO ot 20.01.2011 N 13H)

Ha HAPKOTUYECKHE CPEJICTBA U IICUXOTPOIHBIE BenlecTBa, BHECeHHbIe B Cnucok Il Ilepeuyns HapkoTHYECKUX
CPEICTB, IICUXOTPOIHBIX BELIECTB U UX IPEKYPCOPOB, MOIEKAIUX KOHTPOJt0 B Poccuniickoit denepanuy,
yrBepxkaeHHoro IlocranoBnenuem I[lpaButenbctBa Poccutickoii ®eneparuu ot 30 urons 1998 r. N 681
(mayee - HAPKOTHYECKUE CPEIICTBA U ICMXOTpoIHbie BemecTBa Crincka Il) - 17151 iedeHns HapKOMaHUU;

Ha HAPKOTHUYCCKUC CPECACTBA U IICUXOTPOITHBIC BEIICCTBA CIIMCKOB u u m - YaCTHOIIPAKTUKYIOLIUM BpadaM.

1.3. 3yOnble Bpauu, (enpAmepsl, aKylUIEpKH BBIIUCHIBAIOT OOJBHBIM pEUEnThl Ha JIEKapCTBEHHBIC
IpernapaTsl 3a CBOEH IOANMCHI0 M C YKa3aHUEM CBOETO MEIMLMHCKOIO 3BaHUS TOJBKO B CiydasX,
yKazaHHbIX B M. 1. 3.3, 3.6, 3.7.2 HHCTpyKUMH O TOpSAKE Ha3HAYEHHUs JIEKApCTBEHHBIX IIpernapaToB
(mpunoxenue N 12). (B pen. [Ipukaza Munzapascoupaszsutusi PO or 20.01.2011 N 13H)

1.4. Peuentbl OONBHBIM JOJKHBI BBIMHMCHIBATHCS C YKa3aHMEM BO3pacTa Mal[MeHTa, MOPSAJKAa OIJIAThI
JIEKAPCTBEHHBIX MPENapaToB U C YYETOM JAEHCTBUS BXOISIIMX B UX COCTaB MHIPEIMEHTOB HA PELENTYPHBIX
OmaHkax, (OPMBI KOTOPBIX YTBEPXIACHBI MUHHUCTEPCTBOM 3JIPABOOXPAHEHUS W COIUAIBHOTO Pa3BHUTHUS
Poccutickoit ®enepanuu (npunoxkenus N 1, 3, 5, 7 u 8). (B pen. [Ipukaza Munsnpascorpasputus PO ot
20.01.2011 N 13n)

1.5. Peuentypubie 6manku ¢opmel N 148-1/y-88 (mpunoskenue N 3) mpegHazHavyeHbI 171 BBINUCHIBAaHUS U
OTITyCKa:

- ICUXOTPONHBIX BellecTB, BHeceHHBIX B Crnucok I IlepeyHss HapKOTUYECKUX CPEICTB, INCUXOTPOIHBIX
BELIECTB M HMX HPEKypCcoOpoB, MOJIEKAIUX KOHTpoio B Poccuiickoil ®enepauuu, yTBEpPKACHHOTO
[ToctanoBnenuem IlpaBurensctBa Poccuiickoit ®denepamum ot 30 wumrons 1998 r. N 681 (manee -
ncuxotpornueie BemiectBa Crnucka lll), 3apeructpupoBaHHBIX B YCTAaHOBIIEHHOM TMOPSAKE B KadecTBe
JICKapCTBEHHBIX Ipernapatos; (B pea. [Ipukaza Munsapascorpaszputus PO ot 20.01.2011 N 13#H)

- WHBIX JIEKapPCTBEHHBIX CPEJACTB, MOJUISKAIINX MPEAMETHO-KOIMYECTBEHHOMY ydery; (B pen. [Ipukasa
Munszapascornpassutus PO ot 20.01.2011 N 13H)

- aHA0OJIMYECKUX CTCPONIOB.

JUist BBIMUCBIBAHUS M OTITYCKa JIEKAPCTBEHHBIX MPENapaToB JUIsl aMOyIaTOPHOTO JIEUSHHsI TPpaX/iaH B paMKax
OKa3aHHWS TOCYJAPCTBEHHOW COIMAIBLHOW TIOMOUIM U TpaxJaH, HWMEIOIIUX NPaBO Ha IMOJIyYeHHE
JIEKapCTBEHHBIX MpenapaToB OECIUIATHO M CO CKUAKOH, MpeaHa3HaueHbl perentypHble O0gaHku (Gopmel N
148-1/y-04 (n) u peuentypusie Omanku dopmsl N 148-1/y-06 (i) (mpunoxxenust N 7 u 8). (B pen. [Ipukaza
Munszapascorpassutus PO ot 20.01.2011 N 13H)

Bce ocranbHbIE TeKapcTBEHHBIE TpenapaThl BHIMHCHIBAIOTCSA HA penenTypHbix Omankax ¢gopmber N 107-1/y
(mpunoxenue N 5). (B pen. [lpukaza Munsapascoupazsutus PO ot 20.01.2011 N 13#)

1.6. Hapkotuueckue cpeactsa U ncuxorponHsie BemectBa Cnmcka II, 3apeructpupoBaHHbIE B KaueCTBE
JIEKaPCTBEHHBIX CPEJICTB B YCTAHOBJIEHHOM 3aKOHOJIaTeNIbcTBOM Poccuiickoit denepanuu nopsiake, J0JKHBI
BBIMIMCHIBATHCSA Ha CIEHUATBHBIX PEIENTYPHBIX OJIaHKaX Ha HApKOTHYECKOE CPENICTBO M TCHUXOTPOITHOE
BertecTBo (punokenue N 1).

1.7. 1lpu BBINKMCHIBAHUM peEIENTa Ha JEKAPCTBEHHYIO MPONHUCh WHAMBUAYAIBHOTO HW3TOTOBJICHUS,
COZICPIKAIIYI0 HApKOTUYECKOE CpPEICTBO WM MCUXOTponHoe BemecTtBo Cnucka I, w  gpyrue
(hapmMaKoIOTHYECKNE aKTHUBHBIE BEIIECTBA B J103€, HE MPEBHIIIAIONICH BHICIIYIO Pa3oBYIO 03y, U TpHU
YCJIOBHH, YTO 3TO KOMOMHUPOBAHHOE JIEKAPCTBEHHOE CPEJCTBO HE SBIISICTCS HAPKOTUYECKHM CPEICTBOM

WM TCUXOTponHbiM BemiectBoM Crmcka |l, crnemyer ucmonb3oBarh penentypHsiii Omank ¢opmbr N
148-1/y-88.
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Ot PCUCITHI JOJIZKHBI OCTABATHCA B anTeuYHoOn opranu3anvu g NpeIMETHO-KOJINYCCTBCHHOI'O yUcTa. (B
pen. [Ipukasza Munsapascorpasputust P® ot 20.01.2011 N 13H)

1.8. IIpu BBINMCHIBAHUHN pELENTa Ha JIEKAPCTBEHHYIO NPOIMNHUCHh MHAWBUIAYAJIBHOIO M3TOTOBJIEHUS Ha3BaHUS
HapKOTUYECKUX CPEACTB M ICUXOTPONHBbIX BeniecTB cnuckoB |l m Ill, MHBIX JIeKapCTBEHHBIX CPEACTB,
MOJIEKAUTUX MPEIMETHO-KOJIMYECTBEHHOMY YYeTy, MUIIYTCS B Hadalle PerenTa, 3aTeM - BCE OCTAJIbHbIE
UHIPEIUEHTBHI.

1.9. BremucwiBas HAapKOTHYECKOC CPEACTBO MM IICUXOTPOIIHOC BCHIECTBO CIIMCKOB u u m, HUHBIC
JICKApCTBCHHBIC CPCACTBA, MOAJICIKAIMHNUEC MPCAMCTHO-KOJIMYCCTBCHHOMY YUCTY, [103a KOTOPLIX HNPCBLIIIACT
BBICIIHI OI[HOKp&THBIﬁ IIpueEM, Bpad AJOJIKCH HAIIKMCATh A03Y 3TOr'0 CpE€ACTBAa HMJIM BEIICCTBA IPOIHMCBIO U
IIOCTaBUTh BOCKJIMUIATCILHBIN 3HAK.

1.10. He pasperaercs BBIMTUCHIBATH ONPE/ICICHHBIC JIGKAPCTBEHHBIC MpErapaThl B OJHOM perente Oolee
TOrO KOJIHMYECTBa, KOTOpoe ykazaHo B npwioxkenun N 1 k Hacrosimedn Wucrpykuum. (B pexa. Ilpukasa
Munzapasconpazsutus PO ot 20.01.2011 N 13H)

1.11. Hopmbl BBIMUCHIBaHKS U OTITyCKa HapKoTHYeckux cpenctB Croucka I, mpou3BogHbIX 6apOUTYpOBOM
KHUCJIOThI, WHBIX JIEKAPCTBEHHBIX CPEJACTB, MOAJEKAIIMX MPEIMETHO-KOJIUYECTBEHHOMY YyUeTy, JUIst
MHKYpaOEIbHBIX OHKOJOTHYECKMX M TeMAaTOJIOTMYECKHUX OOJBHBIX MOTYT OBITH YBEIHYEHBI B 2 pa3za Mo
CPaBHEHUIO C KOJMYECTBOM, YKa3aHHbIM B nipwioxeHuu N 1 k Hacrosiieit Mactpykumm.

1.12. CocraB 1eKapCTBEHHOro mpemapara (B ciydae KOMOMHHPOBAHHOTO IIpemapara), 00O3HauYeHHE
JIeKapCTBEHHOM (popMBbI M oOpaleHne Bpaya K papMaleBTHYECKOMY paOOTHHUKY 00 M3rOTOBJICHHH U BblIade
JICKApPCTBCHHOT'O IpfCIiapaTa BbIIIHMCBIBAIOTCA HA JIATUHCKOM A3BIKC. (B pea. HpI/IKa3a MI/IH3I[paBCOIIpa3BI/ITI/I$I
P® ot 20.01.2011 N 13H)

He nomyckaercs cokpaiienne 0003Haue€HUN OMU3KUX 110 HAMMEHOBAHUSIM MHTPEIUEHTOB, HE TTO3BOJISIONINX
YCTaHOBUTh, KAKOW UMEHHO JIEKapCTBEHHBIN IIpenapat BhIIIUCAH.

Vcnonb3oBaHue JaTUHCKUX COKpALIEHWH 3TUX O0003HAueHWH pas3periaercss TOJbKO B COOTBETCTBUU C
COKpALICHUSIMH, NPUHATBIMM B MEIUIMHCKOW M (apMaleBTUYECKOM MNpPaKTUKE, NPEeAyCMOTPEHHBIMU
npunoxenueM N 2 k Hactosmeld MHcTpykuuu.

1.13. Cnoco6 mnpuMeHeHMsI JIEKapCTBEHHOIO Tpermapara 0003HAayaeTcs C YKa3aHUeM J03bI, YacTOTHI,
BPEMEHU IIPUEMa U €ro JUIUTENBbHOCTH, a JJIs JeKapCTBEHHBIX MPENnapaToB, B3aMMOCHCTBYIOINX C MUILEH,
- BpEMEHHM UX YHOTPEOJIEHUS] OTHOCHTEIBHO TpUeMa MHIIH (10 elbl, BO BpeMs €/bl, Tocie ebl). (B pe.
I[Tpukaza Munsnpasconpasputus PO ot 20.01.2011 N 13H)

1.14. IIpn HEOOXOAMMOCTH SKCTPEHHOI'O OTIYCKa JIEKApCTBEHHOT'O Mperapara 00JpHOMY B BEPXHEH 4acTu
pelLenTypHOro OJaHKa MPOCTaBISFOTCS 0003HavYeHus "Cito" (cpouHo) wmim “statim" (HememneHHo). (B pen.
[Mpukaza Munsapascoupazputust PO ot 20.01.2011 N 13H)

1.15. [lpu BBIMHUCHIBAaHUM pELENTAa KOJIUYECTBO KUIAKUX (papMalleBTUYECKUX CYOCTaHLMN yKa3bIBAaeTCs B
MWUIHIIUTPaX, IpaMMax WIHM KaljsiX, a OCTANbHBIX (hapMalleBTHUECKUX CyOCTaHIMU - B TpaMMax. (B pen.
[Mpukaza Munsapascoupazputust PO ot 20.01.2011 N 13H)

1.16. CnenuanbHble peliENTHl HA HAPKOTUYECKOE CPEACTBO M MCUXOTPOITHOE BELIECTBO JIEHCTBUTENBHBI B
Te4YeHHUe 5 JHEH CO JHS BHIIMUCKA; PELENTHI, BRIITICAHHBIC HAa pelenTypHbIX Onankax gopmer N 148-1/y-88, -
B TeueHue 10 nHen.

PenenTtel Ha neKapCTBEHHbIE Npemnaparhl (32 MCKIIOUYEHUEM MOJIEKAIIUX INPEAMETHO-KOJINYECTBEHHOMY
y4eTy), BEIHCAaHHBIE Ha penentypHbix Onankax gopmber N 148-1/y-04 (1) u dpopmer N 148-1/y-06 (1), ns
amMOyJaTOPHOTO JICYEHUS TPaKAaH B paMKax OKa3aHHs TOCYJIapCTBEHHOM COLMAIbHOW MOMOIIHM M TpaskIaH,
MMEIOIIUX MPaBO Ha MOJIyYE€HHE JIEKApCTBEHHBIX MpenapaToB OECIJIaTHO U CO CKUAKOM, NEHCTBUTEIbHBI B
TedeHHe | Mecsna co IHS BBIINCKH, a B CIIy4ae BBINUCKYU TAKUX PELENTOB YKa3aHHBIM KaTErOpHsIM IpakJaH,
JOCTUTIIIMM MEHCHOHHOT'O BO3pacTa, CPOK JAECWCTBUS pelenTa CoCTaBiseT 3 Mecsla co JHS BbIMUCKU. [lns
JIeueHHs! 3aTSDKHBIX M XPOHUYECKUX 3a00JI€BaHUM TpaskJjaHaM MIEHCHOHHOTO BO3pacTa MOT'YT BBIITHUCHIBATHCS
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pelenTsl Ha JIEKapCTBEHHbIE INIpernaparbl Ha Kypc JiedeHMs A0 3-X MecaueB. (B pen. llpukasa
Mumnzapascorpasputus PO ot 20.01.2011 N 13#)

PenenTbl Ha Bce OCTallbHBIE JIEKAPCTBEHHBIE NPENapaThl JEHCTBUTENbHBl B TEYEHUE 2-X MECSLEB CO JHSA
BoIUCKH. (B pen. [Ipukaza Munsapascoupassutus PO ot 20.01.2011 N 13H)

Penentel Ha mpou3BOIHBIE 0APOUTYPOBOM KUCIOTHI, 3(epHH, ceBaoddeAprUH B YUCTOM BUJIE U B CMECH C
JPYTUMHU JIEKAPCTBEHHBIMH CPEICTBAMH, aHA0OJIMYECKHE CTEPOUJIbI, KJIO3alUH, THAHENTHUH JUIS JICUCHUS
OOJBHBIX C 3aTSHDKHBIMU M XPOHUYECKUMU 3a00JI€BAaHUSIMU MOTYT BBIIUCHIBATHCS Ha Kypc JiedeHHUs a0 |
Mecsana. B aTtux caywasx Ha peuenrax JAobkHa ObITh Haanuch "[lo cnenuanbHOMY Ha3Ha4yeHHIO",
CKpeIUICHHAs MOIMUCHI0 Bpaua U MeYaThi0 MEAUIIMHCKOW opranu3anuu "Jis peuenrtos". (B pea. Ilpukasa
Munszapasconpazsutus PO ot 20.01.2011 N 13H)

1.17. Tlpu BBINMUCHIBAHUM XPOHUYECKHM OOJIBHBIM PEIENTOB HAa TOTOBBIC JICKAPCTBEHHBIC MpPENapaThl M
JIEKapCTBEHHbIE IIpenapaThl MHIMBHIYaJbHOTO M3IOTOBJICHHS BpadaM pPa3pellacTCsl yCTaHABIMBATh CPOK
NEMCTBUS pelenTa B Ipejienax 10 0OJHOIo roja, 3a uckioueHueM: (B pen. Ilpukaza Mun3npaBcoupa3BUTHs
P® ot 20.01.2011 N 13H)

- JIGKQPCTBEHHBIX CPEJICTB, MOICKAITUX MPEIMETHO-KOJIMUYECTBEHHOMY YUETY;
- IEKapCTBEHHBIX IPEnapaToB, 00JIaAa0MUX aHA00TNIEeCKOH aKTUBHOCTHIO;

- JICKAPCTBCHHLIX IIPCIapaToOB, OTIIYCKACMbIX U3 AlITCYHBIX OpFaHH3aHHﬁ 10 peucIiTaM IJIiAa aM6y.]'IaTOpHOl"O
JICHCHHA I'paKaaH B paMKax OKa3aHUA FOCyIIapCTBeHHOI\/JI COITMAJILHOM IIOMOIITH U TpaXxJaH, MMCIOII X IIPaBO
Ha MOJYYCHHUC JICKAPCTBCHHBIX CPEACTB OecIutaTHO U CO CKHﬂKOﬁ; (B pea. HpHKaaa MI/IHS,Z[paBCOI_[pa?»BI/ITI/IH
P® o1 20.01.2011 N 13H)

- CHOUPTOCOEPKAIIUX JICKAPCTBEHHBIX MPENapaToB HWHAMBUAYAIbHOTO H3TOTOBJIeHUS. (B pexn. Ilpukasa
Mumnzapasconpasputus PO or 20.01.2011 N 13#)

[Tpu BBIMCHIBAHUM TAKUX PELENTOB Bpad JOJDKEH CHENaTh MOMETKY "XpoHHUYECKOMY OOIBHOMY', yKa3aTh
CPOK JIEHCTBUS PELENTa U NEPUOJANYHOCTD OTIIYCKA JIEKAPCTBEHHBIX IPENAapaToB U3 allTeYHOW OpraHu3aluu
(e’xeHe1eNbHO, €XKEMECAYHO U T.II.), 3aBEPUTh ITO YKa3aHHE CBOEH MOJIMMUCHIO U JUYHOH e4aTbhlo, a TAKKe
nevaTbl0 MeAMUUHCKON opranmzanuu "Ins peuentoB". (B pen. Ilpuxaza Munsnpasconpassutust PO or
20.01.2011 N 13n)

1.18. Penent, He OTBeHaOmMUNA XOTS OBl OJHOMY M3 TMEPEUYHCIECHHBIX TPEOOBAHWUN WM COAEpKAIIUN
HECOBMECTUMBIC JIGKAPCTBEHHBIE CPEICTBA, CUYUTAETCS HEACUCTBUTENbHBIM. (B pen. [lpukaza
Munszapagcorpassutus PO ot 20.01.2011 N 13H)

B ciryyae BO3MOXXHOCTH yTOYHEHUS Y Bpada HIIH JPYroro MEAUIMHCKOTO paOOTHHKA, BBITHCABIIETO PELETIT,
HAaMMEHOBAHHMS JICKQPCTBEHHOTO IMpernapara, ero J03MPOBKU, COBMECTUMOCTH U T.II., PA0OTHHK amnTe4HON
OpPraHM3alli  MOXET  OTIYCTHTh JIEKapCTBEHHBIH mpemapar mamueHty. (B pen. Ilpukasza
Munszapascornpassutus PO ot 20.01.2011 N 13H)

|l. [lopsinok BHINUCHIBAHUSA PELIENTOB HA JIeKAPCTBEHHbIE NPenapaThl 1JIA
aMOyJIaTOPHOTO JICYEHHS TPAXKAAH B PAMKAaX OKa3aHMS IrOCYyAapCTBEHHOM
COIII/IaJIbHOﬁ IIOMOIIM U I'PaKJa1aH, MMCIOIIUX IIPpaBO HA IOJYYCHHUC
JIEKAPCTBEHHBIX CPeICTB 0eCIUIaTHO U €O CKUAKOM (B pea. Ilpukasa
Munsapasconpassutusa P® ot 20.01.2011 N 13H)
Iynkmut 2.1 - 2.10 ne npumensarwomcea K npagooOmHOMEeHUAM, C6A3AHHBIM C HA3HAYEHUEM U

6LINUCHIGAHUEM JIEKAPCMBEEHHDBIX NPenapamos u meouyunckux usoeaui (nynkm 2 Ilpuxaza Munzopaea
P® om 26.02.2013 N 94n)

2.1. CaMoCTOSTeIIbHO JieHyalmyM  BpadoM WK  BpadYOM-CIICHUATINCTOM J'IC‘-IC6HO-HpO(I)I/IHaKTI/I‘lCCKOFO
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VUPEXKIIEHUST BBIMHUCHIBAIOTCS PELENTH Ha JIGKAPCTBEHHBIC Mperaparsl s amMOyIaTOpPHOTO JICUCHHS
TpaXJIaH B paMKaxX OKa3aHHWsS TOCYJAapCTBEHHON COIMAIbHON IMOMOIIM W TpakJaH, UMEIONMIUX IPaBO Ha
MOJIy4eHUE JICKAPCTBEHHBIX CPEICTB OECIUIATHO W CO CKHUIKOH, B COOTBETCTBHU CO CTaHAApTaMHU
MEIHUIIMHCKON MOMOIIH, 33 UCKIIFOYEHUEM CIIy4aeB Ha3HAYCHHUSI, ONPECICHHBIX TYHKTOM 2.4.1 HacTosiei
Wucrpykuuu. (B pen. [Ipukaza Munzapasconpassutus PO ot 20.01.2011 N 13H)

2.2. TlpaBo CaMOCTOSITEJIbHO BBIMUCHIBATh PELENTH [JIsi TOJYyYEHUS B aNTEYHOM OpraHU3aIuu
JIEKapCTBEHHBIX CPEJCTB IpaKAaHaM B IMOPSIKE, YCTaHOBJIEHHOM . 2.1 Hactosimeit MHCTpyKUMH, UMEIOT
takxe: (B pex. [Ipukaza Munsapascoipassutus PO ot 20.01.2011 N 13H)

2.2.1. B mpenenax CBOCH KOMIIETCHIIMM Bpaud, padoTaroluMe B MEAMIIMHCKONW OpraHu3alid 110
COBMECTHTENBCTBY; (B pen. [Ipukaza Munzapascoupazsutust PO ot 20.01.2011 N 13n)

2.2.2. BpauM CTallMOHAPHBIX YUYPEXKICHUM COIMATBHOM 3alllUThl M HUCIPABUTEIBHBIX YUPEKICHUI
HE3aBUCHUMO OT BEIOMCTBEHHOW NMPUHAIICKHOCTH;

2.2.3. Bpaud BEIOMCTBEHHBIX NOJHKIMHUK (enepanpHoro (cyowsexta Poccuiickoit denepamyn)
HOTYMHEHUS:

- TpaxIaHaM, HUMEIOUIUM CTaTyCc MO0 Npo(decCHOHATbHOMY MpPH3HAKY, pacxolIsl Ha OecriaTHOe
JIEKApPCTBEHHOE O00ECIEUEeHHEe KOTOPBIX B COOTBETCTBHUU C 3aKOHOHATeNbCTBOM Poccuiickoit ®deneparuun
MOKPBIBAIOTCA 32 CUET CPEACTB (heepaabHOro OI0IKeTa;

- HMHBIM KaTEeTOPHSIM TPaXKAaH, pPacXoipl Ha OeCIulaTHOE JEKapCTBEHHOE O0ecreYeHne KOTOPHIX B
COOTBETCTBUM C 3aKOHO/ATeNIbCTBOM Poccuiickoii denepanuy MOKPHIBAIOTCA 3a CUET CPEICTB OOIKETOB
pa3IMyYHbIX YpPOBHEM M 0053aTE€IbHOTO0 MEAUIMHCKOIO CTPAaXxOBAaHMs IO COTJIACOBAHHUIO U B TOPSJIKE,
OIpeIesIIEMOM OpraHaMU HCIOJIHMUTENbHOM BiacTu cyObekTa Poccuiickoit denepanum, ecinu B OropKeTax
COOTBETCTBYIOIINX (peepanbHbIX OPraHOB MCIOJHUTEIBHOW BIIACTH HE BBIICICHBI (PMHAHCOBBIE CPEICTBA
Ha 3TH LIEJH;

2.2.4. 4acCTHONPAKTUKYIOIINE Bpauu, pabOTAIOIINE 10 JOTOBOPY C TEPPUTOPHUAIBHBIM OPTaHOM YIIPABJICHUS
3PAaBOOXPAaHEHUEM W/WIIH TEPPUTOPUATHHBIM (DOHIOM 00S3aTEIBPHOTO MEIUIIMHCKOTO CTPaXOBaHUS H
OKa3bIBAIOIIME MEIUIIMHCKYIO TMOMOINb TIpaKJIaHaM B paMKax IpOrpaMMbl OKa3aHHs TOCYAapCTBEHHOM
COLIMAJIbHOW TMOMOIIM M TpaKJaHaM, HMEIOIMM TIPaBO Ha TMOJyYeHHE JIEKapCTBEHHBIX MpernapaToB
OecrutatHO U co ckuakoi. (B pea. Ipukasa Munsapascorpasputus PO ot 20.01.2011 N 13H)

2.3. B 0co0pix ciydasx (MPOKMBAaHUE B CEIbCKOM MECTHOCTH, TJI€ HAXOIUTCS TOJBKO MEIUITMHCKAs
OpraHuzainys win ee 000coOJieHHOe MOoJpa3/eieHrue, HE MMEIoIlee Bpaya) peLenThl Ha JIEKapCTBEHHbIE
mpernapartsl Ui aMOyJIaTOPHOTO JICYCHHs TPaXIaH B paMKaxX OKa3aHUS TOCYAapCTBEHHOW COLMATBHOM
MTOMOIIN U TPaXKIaH, UMEIOIINX MPaBO Ha MOJyYEHHUE JIEKAPCTBEHHBIX MPEnapaToB OECIIaTHO U CO CKUIKOM,
MOTYT OBITh BBIMUCAHBI CAMOCTOSTENHHO BEAYIIUM TpueM (QENbIImepoM WM aKyIIepKOW TaKou
MEIMIIMHCKOW OpraHu3alud B COOTBeTCTBUUM ¢ M. 2.1 Hacrosmei WMuctpykumu. (B pea. [lpukasa
Munszapagcornpassutus PO ot 20.01.2011 N 13H)

[lepeyeHp MEOMIMHCKUX OpraHU3alMid U TMOPSAAOK JIEKAPCTBEHHOIO OOECHeueHMsl YKa3aHHBIX TpakJaH
OTIPENIEISIOTCS  OpraHOM HCIIOJIHUTENbHOM BlacTh cyobekta Poccuiickoit ®enepannu B cdepe
3apaBooxpanenust. (B pea. [Ipukasza Mun3zapascorpassutusi PO ot 20.01.2011 N 13H)

2.4. BpimuchiBaHME PELENTOB HA JIGKAPCTBEHHBIE MNpenapaThl A aMOyJaTOpHOTO JEYEHHs TIpaxkJIaH B
paMKax OKa3aHWs TOCYJapCTBEHHON COLMAIbHOM IMOMOIIM M TpaXkJaH, UMEIOIINX IPaBO Ha IOJIyYeHHUE
JIEKapCTBEHHBIX IpernapaTroB OeclylaTHO M €O CKUJAKOHM, ocymectsisercsa: (B pen. [lpuxasza
Munszapagcorpassutus PO ot 20.01.2011 N 13H)

2.4.1. BpauaMHU-CIIEIUATIUCTAMU:

- Ha HApPKOTUYECKHE CPEJICTBA M MPOTHUBOOMYXOJEBHIE Mpenaparbl (OHKOIOTHYECKUM/TeMAaTOIOTHYECKUM
OOJILHBIM) - OHKOJIOTOM H/HJIM T€MaTOJIOrOM, He(ppoIorom, peBMaToJI0OTOM H JIp.;

- Ha HWMMYHOMOAYJATOPBI - T'EMATOJIOTOM U/MJIH  OHKOJIOTOM (HOCHC IMPOBCACHU A J'Iy‘-ICBOﬁ W/
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XHUMHUOTEpAIuu, Nepecaki KOCTHOrO Mo3ra), UMMyHosoroMm (6onsaeiM CIT/{oM umu ApyrumMu TsHKEIBIMU
HapyLEeHUsIMA UMMYHUTETA), TPAHCIUIAHTOJIOrOM (II0C/IE Mepecajiku OpraHoB U TKaHEW), peBMaTOIOIOM U
WHBIMH CIIEUAINCTAMU;

- Ha MPOTUBOTYOEPKYJIe3HbIE IpenapaTsl - GTU3NATPOM;

- Ha nporuBoauaberuueckue (OONBHBIM CaxapHbBIM JUa0ETOM) M IMPOYHE JICKapCTBEHHBIC IpeHaparhl,
BIMSIONIME HAa SHAOKPUHHYIO CHCTEMY, - JHIOKPHUHOJIOTOM, B TIOPSJKE, ONPEICIICHHOM B IyHKTE 2.4
WHCTpyKIMK O MOpsIAKEe HAa3HAUCHUS JIEKApCTBEHHBIX npenaparoB (mpuwioxenue N 12). (B pen. Ipukasa
Munszapasconpazsutus PO ot 20.01.2011 N 13H)

HpI/I OTCYTCTBHMU YKa3aHHBIX CIICHUAJIMCTOB BbIIIUMCBIBAHUC JIBI'OTHBIX PCOCIITOB B JOTHUX CliydasaX
IIPOU3BOJUTCS JICHAIIUM BpadoM I10 PEIICHHUIO Bpaqe6H0171 KOMUCCHH ITOJIMKIINHUKHU,

2.4.2. nevamiuM BpayOM MM BpPAaYOM-CIIEHUAIUCTOM TOJIBKO IO PEIICHUI0 BpayeOHONW KOMHUCCHH
MEIUIMHCKON opranusamuu: (B pea. IIpukaza Munsapascorpassutus P® ot 20.01.2011 N 13#)

- Ha mncuxoTponHble BemecTtBa cnuckoB |l u |ll, uHBIE NekapcTBEHHBIE CpEACTBA, MOJJICKAIINE
MPEIMETHO-KOJIMYECTBEHHOMY yUeTy, aHAOOJIMYECKHEe CTCPOHIBI;

- Ha HapKoTHuYeckue cpeacTBa Crucka I 00NBHBIM, HE CTPaJaloliM OHKOJOTHYECKUM (TeMaTOJI0rHYECKIM )
3a00JIEBaHUEM;

- HA JICKAPCTBEHHBIC IIPENaparhl, HA3HA4aeMbIC JICHAllMM BPadoM M BpadaMH-CIECLUAIUCTAMHU, OJHOMY
O0JIbHOMY B KOJIMYECTBE IATH HAUMEHOBAaHMM M 0Oosee OJHOMOMEHTHO (B TE€UEHHE OIHMUX CYTOK) WU
CBBILLE JIECSITH HAUMEHOBAHUN B T€UEHUE OAHOro Mecaua; (B pel. [IpukazoB Munsnpascoupasputus PO ot
25.09.2009 N 794H, ot 20.01.2011 N 13H)

- Ha JICKaApCTBCHHBIC IIpCrapaTbl B ClIy4adX HCTHIIUMYHOI'O TCUCHUA 6OJI€3HI/I, IIpru HAJIN4YUU OCIIOXKHCHUM
OCHOBHOI'O 3a00JieBaHUA W/HUIM COYETAHHBIX 38.60J'I€B8.HPII>1, IIpu HA3HAYCHHUMU OIIaCHBIX KOM6I/IH8.I_II/II71
JICKApCTBCHHBIX CPCACTB, a TAKKC ITPpH HHI{HBI/IIIyaJII)HOf'I HCIICPCHOCUMOCTH.

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

2.6. He nmomyckaercsi BBIMHUCHIBAaHUE PEILIETITOB Ha JIEKAPCTBEHHBIC MpEnaparhl sl aMOYyJIaTOPHOTO JICUSHHS
TpaXJaH B paMKaxX OKa3aHHUs TOCYJapCTBEHHON COIMAIbHON MOMOIIM W TpakJaH, UMEIOIIUX IPaBO Ha
MOJIy4YeHHE JIEKAPCTBEHHBIX TpernaparoB OECIIaTHO U CO CKUIKOM, BpadaMd CaHATOPHO-KYPOPTHBIX
YUpEKIECHUN, BpayaMH CTAllMOHAPHBIX YUYPEXKICHHH, B T.4. JHEBHBIX (32 MCKIIOUEHHEM CTallMOHAPHBIX
YUPEKIECHUIN COIMATbHON 3alIUThI), a TAK)KE BpauaMu MEAMIIMHCKUX OpTaHH3aIlfil B MEPUO] HAXOXKIACHUS
OOJBHBIX Ha CTAIlMOHAPHOM JICUEHUH B COOTBETCTBUU C JICUCTBYIOIIMM mopsiakoM. (B pen. Ilpuxaza
Munszapagcorpassutus PO ot 20.01.2011 N 13H)

YacTHOMPAKTUKYIOIMM BpadyaM 3allpellaeTcs] BBIMMCHIBATh PELENThl Ha JEKAapCTBEHHbIE Ipernaparbl Uis
amMOyJaTOPHOTO JIEYEHHs TpaKIaH B paMKax OKa3aHUs rOCYJapCTBEHHOM COLMANbHOM MOMOIIM U TPaXKaaH,
MMEIOLIUX MPaBO Ha IMOJyuYeHHUE JIEKAPCTBEHHBIX MPEnapaTroB OECIIATHO W CO CKUAKOW, 3a UCKIIOYEHHEM
CllyyaeB, yKa3aHHBIX B MyHKTe 2.2.4 HacTosmed MHCTpyKIum.

2.7. Ha3HaueHMe JIEKapCTBEHHBIX MpENnapaToB Uil aMOYJIaTOPHOIO JICUEHUs TpakJaH B PAMKax OKa3aHMs
roCy/lapCTBEHHOM COLMAJIBbHON TOMOIIM M TPaXJIaH, MMEIOLIUX IPaBO HAa TOJy4YeHHE JEKapCTBEHHBIX
npernapaToB OECIUIATHO U CO CKUAKOW, OTpaskaeTcs B MEIUIIMHCKOM KapTe aMOynaTopHOro OOJBHOrO B
MOPAJIKE, IPETYCMOTPEHHOM MMYHKTOM 1.6 MHCTpyKIIMM 0 MOpsiiKe Ha3HAUYEHUS JIeKapCTBEHHBIX MpEnapaToB
(mpunokenne N 12), mynkramu 1.2 - 1.10 nacrosmeit MHCTpyKIuM, ¢ yKa3aHHeM HOMepa pelenta u B
TajoHEe aMOyJaTOPHOrO TMallMeHTa, YTBEP)KIEHHOM B YCTaHOBJIEHHOM mopsanake. (B pen. Ilpukasa
Mumnzapascorpaszputus PO ot 20.01.2011 N 13H)

[Ipy BBINUCBHIBAHUM DPELENTOB HA JIEKApPCTBEHHBbIE MperapaThl A aMOyJIaTOpPHOTO JIEYeHMs IpaXKJdaH B
pamMKax OKa3aHHs TOCYAapCTBEHHOM COLIMAIbHOW MOMOIIM M TpaXkJaH, MMEIOLIMX IPaBO HA MOJIY4YEHHE
JIEKapCTBEHHBIX IPENapaToB OECIUIATHO M CO CKUAKOHM, 00S3aTENbHO YKa3bIBaeTCsi HOMep TeiedoHa, 1o
KOTOpOMY  pabOTHMK  anTeyHOW  OpraHM3allid  MOXET  corjacoBarb C  JIeYalldM  BpauoM


https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l87
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l87
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l80
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l84
https://normativ.kontur.ru/document?moduleid=1&documentid=413849#l80
https://normativ.kontur.ru/document?moduleid=1&documentid=146038#l18
https://normativ.kontur.ru/document?moduleid=1&documentid=146038#l18
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l87
https://normativ.kontur.ru/document?moduleid=1&documentid=111263#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l87
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l87

(BpauoM-CIIeIMaINCTOM, BpayeOHOW KOMMCCHEH MEIUIIMHCKOW OpraHM3alii) CHHOHUMHYECKYIO 3aMEHY
JICKapCTBEHHOTO mpemnapara. (B pea. [Ipukaza Munsapascorpassutus PD ot 20.01.2011 N 13H)

2.8. Penenit Ha peuentypHoM Omanke hopmbr N 148-1/y-04 (;1) u N 148-1/y-06 (;1) BeITUCHIBA€TCS Bpauyom
(penpamepom) B 3-X 3K3EMIUIAPAxX, C ABYMs IK3EMIUIIpAMH KOTOPOro OOJIbHOM OOpalaeTcss B anTeyHYIO
opranuzanuio. [locnenHuil sk3emMIuIsp peLenTa MoAKIEHBAaeTCs B aMOyIaTOPHYIO KapTy OOJIBHOTO. (B pea.
[Tpukaza Munsapascoupazputust PO ot 20.01.2011 N 13H)

2.9. HapkoTtuyeckue cpeacTBa U ICUXOTponHbIe BemecTBa Crincka Il 11 aMmOynmaTopHOTo JIeUeHUS TpaXKaaH
B paMKax OKa3aHWs IoCyJapCTBEHHOW COLMAIbHOM MOMOIIM U TPakJaH, UMEIOLIUX IPaBO Ha MOJIy4YEHHUE
JIEKapCTBEHHBIX MpernapaToB OECIIaTHO M CO CKHUJKOMW, BBIITUCBHIBAIOTCS HAa CIIELHUAILHOM pPELENTypHOM
OnmaHKe Ha HAPKOTHYECKOE CpEACTBO U IICHXOTPOIHOE BEIIECTBO, K KOTOPOMY JIOTIOJIHUTEIHEHO
BBITIMCHIBAIOTCS perenThl Ha penentypHoM Osanke Gopmbl N 148-1/y-04 (1) wumm dhopmsr N 148-1/y-06 ().
(B pen. [Tpukaza Munsapascoupaszpurust PO or 20.01.2011 N 13H)

[Icuxotponubie  BemectBa  Crnucka I,  wuHBIE  JIEKAapCTBEHHBbIE  CPEACTBA,  IMOJIEKAIIUE
MPEeIMETHO-KOJIMYECTBEHHOMY Y4YeTy, aHaOOJIMYeCKUe CTEPOHbI, MpeJHa3HAYCHHbIE AJI aMOyJIaTOPHOTO
JICYEHUsl TpaX/JaH B PaMKaxX IOCYIapCTBEHHOW COLMAJIBHOM IMOMOILIM U Ipa)<AaH, UMEIOUIMX IPaBO Ha
MOJIy4EHHUE JICKAPCTBEHHBIX MPernapaToB OECIUIaTHO U CO CKUIKOM, BHITUCHIBAIOTCS Ha PELIEITYPHOM OJlaHKE
N 148-1/y-88, Kk KOTOPOMY JOTOJIHHUTEIBHO BBITUCBHIBAIOTCS PELENTH Ha perentypHoM Oxanke ¢opmsr N
148-1/y-04 (;1) unu dopmer N 148-1/y-06 (;1). (B pen. [Ipukaza Munzapascoupasputus PO ot 20.01.2011 N
13n)

2.10. [Jns oOecriedeHus HApPKOTUYECKUMHU CPEICTBAMU M TICUXOTPOMHBIMU BEIIECTBAMHU OOJbHBIC
MPUKPCIIIAOTCA K KOHKpCTHOfI MCIII/IIII/IHCKOfI U allTeYHOU OopraHu3aluvsaM 10 MECTY KUTCIILCTBA B ITOPAAKE,
ONpe/eNsieMOM OpraHOM HCIOJHUTENbHOW BiacTu cyOwekTta Poccuiickoit ®Pexepamuun B cdepe
3apaBooxpaneHus. (B pea. [Ipukaza Munsapascorpaszputust PO ot 20.01.2011 N 13#)

I11. Ilopsinok opopMieHus TPeOOBAHMI-HAKJIATHBIX B AIITEYHYIO
OPraHU3ALMIO HA NMOJIyYeHHe JIeKAPCTBEHHBIX NPenapaToB AJs
MeIUUMHCKUX opranusauui (B pea. Ilpukasza Muunsapascoupassurus PP
ot 20.01.2011 N 13H)

3.1. Jlna oOecrneueHus j1e4eOHO-AMATHOCTHYECKOrO IIpollecca MEAMLUHCKUE OpPraHU3aluM IOJIYy4aroT

JIEKapCTBEHHbIE TpernapaThl M3 anTeYHOW OpraHu3allud MO TpeOOBaHUSM-HAKIAIHBIM, YTBEPKICHHBIM B
ycTaHOBIIECHHOM mopsiake. (B pea. [Ipukasa Munszapascorpazsutus PO or 20.01.2011 N 13n)

Tpe6OBaHI/I€-HaKJ'IaILHa$I Ha MOJYYCHUC M3 allTCUHBIX opraHmauHﬁ JICKAPCTBCHHBIX IIPEIIapaTOB AOJIKHA
MMETh IITaMIl, KPYIVIYIO T€4aTb MEAUIMHCKOW OpraHu3alud, MOANHNCh €€ PYKOBOJUTENS WU €ro
3aMeCTHTEN 110 JeueOHo yactu. (B pex. [Ipukaza Munsapasconpazsutus PO or 20.01.2011 N 13n)

B TpeGoBaHuM-HaKIaHON yKa3bIBaeTCs HOMEp, JaTa COCTAaBIEHHs JOKYMEHTA, OTIIPaBUTENb U MOTydaTeib
JIEKApCTBEHHOTO Tperapara, HaMMEHOBaHUE JICKApPCTBEHHOTO Tperapara (¢ yKa3aHHeM J03UPOBKH, (POPMBI
BbIlTycKa (TaOJEeTKH, aMITyJbl, Ma3u, CYNIO3UTOPUM U T.II.), BUJA YINAKOBKU (KOPOOKH, (piakoHbI, TyOBI U
T.11.), CIIOCOO MPUMEHEHUS (U MHBEKIUN, JJIST HAPYKHOTO IPUMEHEHHUS, IpUeMa BHYTPb, T1a3HbIe KaIuld U
T.I.), KOJIMYECTBO 3aTPEOOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, KOJIUYECTBO M CTOMMOCTb OTHYIIEHHBIX
JICKapCTBEHHBIX mpemnapatos. (B pea. [Ipukaza Munsapascorpasputus PO ot 20.01.2011 N 13#)

HaumeHoBaHusi JeKapCTBEHHBIX IpenapaToB NUIIYTCS Ha JaTHMHCKOM s3bike. (B pen. [lpukasa
Munzapasconpazsutus PO ot 20.01.2011 N 13H)

Tpe6OBaHI/I$I'HaKHaJIHI)Ie Ha JICKApCTBCHHBIC CPEACTBA, MOICKAINC NPEAMECTHO-KOJIIMYECTBCHHOMY YUCTY,
BBIIMUCBIBAKOTCA Ha OTACIBHBIX OJaHKax TpeGOBaHHﬁ-HaKHaﬂHBIX JIIA Ka)KI[Oﬁ TPYIIIIBI IPCIIapaToB.

MeaunuHcKue OopraHu3alvu IIpU COCTABJICHUH 3aj1BOK HaAa HAPKOTUYCCKUC CPCACTBA U ICUXOTPOIIHBIC
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BeniectBa crnuckoB |l n Il 1omKHBI pyKOBOACTBOBATHCS pACUETHBIMM HOPMATHBAMHU, YTBEPKICHHBIMH B
yCcTaHOBIICHHOM mopsiake. (B pex. [Ipukaza Munszapasconpaszsutus PO or 20.01.2011 N 13#)

3.2. TpeOoBaHUSA-HAKIAJAHBIE CTPYKTYPHOTO TOJApA3ACIeHNsS MEIUIMHCKON opraHu3anuu (kaOWHeTa,
OTJIEJICHUS U T.I1.) Ha JIEKAPCTBEHHBIE TIPETapaThl, HAMpaBIsieMble B aITCUHYIO OPTaHU3AIHI0, O(OPMIISIOTCS
B TOpsAKE, OMpelesieHHOM MyHKTOM 3.1 Hactosimedt WHCTpyKIMHM, MOJIMUCBHIBAIOTCS PYKOBOAHUTEIEM
COOTBETCTBYIOIIETO TMOApa3AeiCHUs] U O(QOPMISIOTCS IITAMIIOM MEIUIMHCKON opraHu3anuu. (B pen.
[Tpukaza Munsapascorpassutus PO ot 20.01.2011 N 13#)

IIpy BBINMCHIBAHMM JIEKAPCTBEHHOI'O IIpemnapaTta MJii WHJIMBHUIYaJbHOTO OOJBHOIO JIOMOJIHUTEIBHO
yKa3bIBaeTCs ero haMuiins U MHUIMAIBI, HOMep ucTtopuu 6ose3nu. (B pel. [Ipukasza MunzapaBcoipa3BuTHs
P® o1 20.01.2011 N 13H)

3.3. Cromaronoru, 3yOHbIE Bpadll MOTYT BBIUCHIBATH 32 CBOCH TOJITUCHIO0 TPEOOBAHUS-HAKIATHBIC TOIBKO
Ha JIEKapCTBEHHbIE Mpenaparbl, TPUMEHSIEMbIE B CTOMATOJIOTUYECKOM KaOuHeTe, 0e3 mpaBa BBIJAYM UX
narreHTam Ha pyku. (B pea. [lpukaza Munsapascoupazsutus PO ot 20.01.2011 N 13#H)

3.4. TpeGoBaHuUs Ha SJOBUTHIC JIEKAPCTBEHHBIC CPECTBA, KPOME MOAMKMCH CTOMATOJIOTa WK 3yOHOTO Bpaya,
JOJKHBI UMETh MOJIIMUCHh PYKOBOJIUTEINS YUpPEkKACHUS (OTACICHHS) WIK €TI0 3aMECTUTENS U KPYIIIYIO MeYaTh
MEIUIUHCKON opranusamui. (B pea. [Ipukaza Munsapasconpassutus PO or 20.01.2011 N 13H)

3.5. TpeboBaHMs-HAKIaIHble Ha OTIIYCK YaCTHOIPAKTUKYIOIIMM BpayaM JIEKapCTBEHHBIX IpernaparoB (3a
UCKJIIOYEHHEM HApKOTUYECKHX CpPEICTB M IICHXOTponHbIX BemectB cruckoB Il u [, a Taxke
JICKapCTBEHHbIX IIpenapaToB, COJEpXKallMX 3TH CpeACcTBa M BellecTBa) O(GOPMISIIOTCS B IOPSJIKE,
onpeaeneHHoM 1. 3.1 - 3.4 Hactosmed WHCTpyKUMH, Ha OCHOBaHMM JOIOBOPA KYIUIU-NIPOJAXKH MEXITY
YAaCTHOIPAKTUKYIOIIMM BpayoM U alTe4YHOM opraHu3anyei M JMLIEH3UM Ha MEIULUHCKYIO J1eATeNIbHOCTD,
BBIJJAHHOW B YCTAHOBJICHHOM mopsiike. (B pea. [Ipukaza Munsnpascoupaszputust PO ot 20.01.2011 N 13H)

3.6. B anreuHbIX opraHu3anuAx TpeOOBaHMs-HAKJIaIHbIe JeYEOHO-MPO(UIAKTUYECKUX YUPEXKIECHUN Ha
OTIIYCK HapKOTUYECKUX CPEICTB U NMCUXOTponHbIX BemecTB cnuckoB |l u Il xpansrcs B Teuenue 10 net, Ha
OTITYCK MHBIX JIEKAPCTBEHHBIX CPEACTB, MOUIEkKAIUX ITPEIMETHO-KOJNUYECTBEHHOMY YUEeTY, - B TeUEHHE 3-X
JIET, OCTAJbHBIX TPYNI JIEKAPCTBEHHBIX IMPENapaTroB - B TEUEHUE OJHOIO KaJEHJApHOIrO roja. (B pen.
[Tpukaza Munsnpasconpasputus PO ot 20.01.2011 N 13H)

3.7. TpeGoBaHUsI-HAKIAHBIE MEIUIIMHCKUX OpPTaHU3allUid JTOJDKHBI XPAHUTHCS B allTEUYHON OpraHU3aIii B
YCIOBUSIX, 00ECTIEUUBAIOIINX COXPAHHOCTh, B COPOIIIOPOBAHHOM M OTEYaTaHHOM BHUAE U O(OPMISTHCS B
TOMa C yKa3aHueM Mecsiia u roaa. (B pen. [Ipukasza Munzapascornpassutust P® ot 20.01.2011 N 13H)

3.8. ITynkr yrparun cuiy. (B pea. [Ipukaza Munsapasa PO or 24.11.2021 N 1094n)

V. KonTpoJib 32 BbINMCHIBAHMEM PelleNTOB U TPeOOBAHUII-HAKJIAAHBIX HA

JIeKapCcTBeHHbIE npenapathl (B pea. [lpukaza Munsapascoupa3putusa PO
ot 20.01.2011 N 13n)

4.1-4.4. ITynktel yrpatunu cuiy. (B pen. [Ipukasa Munsapasa PO ot 26.02.2013 N 94H)

COITIACOBAHO
Pykogooumens (3amecmuments
pykogooumens) PCKH Poccuu
O.HXAPUYKHUH

12.02.2007
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Ipunoowcenue N 1

K Uncmpykyuu o nopsoke

6blNUCLIBARUA JIEKAPCNIBEHHbIX

npenapamos u ogh)opmieHus peyenmos

U mpebo8aHUI-HAKIAOHDBIX,

ymeepacoennot Ilpuxkazom

Munzopascoypaszsumus Poccuu

om 12

¢espana 2007 2. N 110

(6 peo. Ilpuxaza Munzopascoypassumus P® om 20.01.2011 N 13nu)

MPEJAEJLHO JOMYCTUMOE KOJUYECTBO
JIEKAPCTBEHHBIX CPEJICTB JIJISI BLINUCHIBAHUS HA
OJUH PELIENT

(8B pen. IIpukazoB Munzapascoupassutus P® ot 25.09.2009 N 794#, or 20.01.2011 N 13H)

N | HaumeHoBaHMe J€KapCTBEHHOI'O CPEJICTBA @®opMa BBIYCKA U KomnuectBo

n/m JIO3UPOBKA

1. |bynpenopdun TabneTku as 50 Tabm.
CyOJIMHIBaJIbHOT'O IIpuemMa
200 mkr u 400 Mkr

2. |bynpenopdun PacTBOp 111 MHBEKITUH,
AMITYJIbI
300 mxr/ma 1 mn 30 ammyn
300 MKr/Ma1 2 M 15 amnyn

3. |bynpenopdun TpanciepManbHas
TeparneBTHYecKas cucTemMa
35 MKr/4 20 macr.
52,5 MKI/4a 8 macr.
70 MKT/4 S macr.

4. |Turuapoxonenn-peraps (AI'K Kontunyc) TaOnerku 111 npuema
BHYTPb
60 mr 40 Tatur.
90 mr 30 Tabm.
120 mr 20 Talu1.

5. lununonop(nmuputpaMu) PactBop miia nabekui, (50 ammyn
amnyssl 0,75% 1o 2 M

6. [MopduHa THIPOXIOPHT PactBop miig nebekMi, 20 ammyn
amnyssl 10 mrB 1 M

7. |OMHOTIOH PactBop miisg uabekui, |10 ammyn
ammyssl 1% u 2% no 1 M

8. [[Ipomenon (TpuMenepuIuHa THIPOXIOPHN) TaOnerku 111 npuemMa 50 Tabu.
BHYTpPb 25 MI

0. [[Ipomenon (TpuMenepuInHa THIPOXIOPHNT) PacTBOp 111 HHBEKLUH,
amiryiel 1 2% mo 1 M |10 ammyn
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mnpui-Tioouku 1 u 2%
o 1 mu

10
[ITTPUI-TFOOMKOB

10.

Mopoduna cynasdpar (MCT KoHTHHYC WM
NpyTrHe aHaJIOTH MPOJOKUTEIbHOCTHIO
neficTBUs HE MeHee 12 yacoB)

TalneTku U Karcysl
[IPOAJICHHOTO JEHUCTBUS
IJ1s1 IprieMa BHYTPb

10 mr 160 Tabu.
30 mr 60 Tabm.
60 Mr 20 Tab.
100 mr 20 Tabm.
200 mr 20 Tad.

11. [[Ipocumon TaOieTkn oI 50 Talir.
OykkanpHOTO puema 10
Mr 1 20 mr

12. [[Tpocumon PactBop anisa unbekuit, (SO ammyn
amirysiel 10 mMr B 1 Mot

13. (@enTanmn TpancaepmanbHas

TEPaAIICBTUYCCKAA CUCTEMA

12,5 MKr/gac 32 miacr.
25 MKr/4ac 16 miacr.
50 MKr/gac 8 racr.
75 MKr/49ac S macr.
100 mkr/4gac 4 11acT.
(B pen. ITpukaza Munsapasconpassutus P® ot 25.09.2009 N 794w)
14. [Konewn (koneuna docdar) [Topormox 0,21
15. [KomOuHUpPOBaHHBIE JIEKAPCTBEHHBIC TabyieTKu, KarcyIibl, He Ooiiee 0,2 T

[IpCriapaTbl, COACPKAINNEC KOACHUH (KOI[GI/IHEI

docdar)

[PacTBOPHI U T.1I.

<*>

(B pen. ITpukasza Munsapascorpasputust PO or 20.01.2011 N 13#)

16. DTuimopduHa rugpoxsopua (IMOHNH) [Toporiok 0,2 p <#*>
17.|AmdenpamoH (henpaHoH) TaOnerku, apaxke 25 mr |50 taba.
18. [Xanb1moH (Tpuazonam) Tabnetku 250 MK 30 Tabm.
19. Harpust okcubytupar PacTBop /U1 IpremMa 2 ¢akoHa

BHYTpb 60,7%, cupor s

rpriemMa BHYTPb 5%
20. D¢denprHa ruApoXIIOpUA U IPYTUe COIH [Topomok 0,6 T
hdenpuHa
21.[Teopenpun, Teodpenpun-H, Heoreopenpun  [Tabnerku 30 Tabu.
22.|Conyran PacTBop 50 Mn 1 ¢pnakon
23. |(CrasmoBepanrus, CriazmoBepanrua-Heo TabneTku 50 Tab.
24. [lpyrue KOMOMHUPOBaHHbIE JIEKapCcTBeHHble  ([a0neTku, mopomku u T.7.|1 yrnakoBka

npernaparsl, coaepxaniue 3deapuna
CHJIPOXJIOPHT M TIOIJICIKAIINE
MPCAMCETHO-KOJIMYCCTBCHHOMY YUCTY

(B pen. Ilpukaza Munsapascoupazputust PO or 20.01.2011 N 13h)

25. [KomOMHUpOBaHHbIE JIEKAPCTBEHHbIE Karcysibsl, mopoIku, 1 ymakoBka
Mpenaparsl, CoJepKaIire rncepaoddpeapruHa CHPOII, TA0JIETKH,
TUAPOXJIOPUA U TOJJIEKAIIHE PKUJIKOCTB JUIS IpUeMa
[peIMETHO-KOJIHMYECTBEHHOMY YUETY BHYTPB U T.]I.

(B pen. Ilpukaza Munsapascoupazputust PO or 20.01.2011 N 13n)

26. [Kitopennn Tabnerkn 0,075 mr, 0,15 |1 ynakoBka

M
27. [TaxukapnuHa THAPOHOINT [lopomox 1,21
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28.|AnabomnyecKkre rOpMOHBI: TaGseTku, pactBop mist |l yrmakoBka
MeTanapocrenonon, Okcanaposion Perabonui, MHBEKINNA U T.1.
Hannponon, ®enobonmn, CunabonvH U Ipyrue
29. KomOMHUpOBaHHbIE JIEKAPCTBEHHbIE Karncysbl, TabneTk, 1 ynakoBka
[penaparsl, cofepxaiine GeHuInponaHoIaMUH|CUPOI, KarIeThl U T.1I.
U TTOJIC)KAIINE TIPEAMETHO - KOJTMUYECTBEHHOMY

yaery
(B pex. Ipukaza Munsapascoupaszputust PO or 20.01.2011 N 13H)
30. [DenobapOuTan Ta6merku 50 mr, 100 mr (10 - 12 TabneTok
31. |benzo6apouran (ben3onan, benzobammn) Tabnetku 50 mr, 100 Mmr |1 ynakoBka
32. [[Ipumuon (I'ekcamu iy, MucosmH) Tabnetku 125 mr, 250 mr |1 ynakoBka
33. [byropdanon (Cramos, Mopamon) PactBop miis uabekiuii 2 (10 ammyn

Mr/mor 1 it

<*> [lpu BBINMUCHIBAHUK M OTIYCKE JIEKAPCTBEHHOTO IMpemnapara MPOU3BOIUTCS IEpPEcUYeT Ha YHUCTOE
BeriectBo. (B pex. [lpukaza Munsapasconpassurus PO ot 20.01.2011 N 13H)

<**> B rma3HpIX KamsiX ¥ Ma3siX JUOHWH MOXET BBIITUCHIBATHCS B KOJMYECTBAX 10 | T MpU HATWYUHU
yka3aHus Bpada Ha peuente "[lo cnenuanbHOMYy Ha3HAYEHUIO", 3aBEPEHHOTO MOIMUCHIO U JTMYHOM MeYaThio
Bpaya, eyaThio MeAUIMHCKON opranu3auuu "/ penentos". (B pea. [lpukaza Munzapascoupazsutusi PO
or 20.01.2011 N 13H)

[Ipumeuanue:

[lpyn BBIMMCHIBAHMM HAPKOTHYECKUX JIEKAPCTBEHHBIX NPEMapaTroB, HE IPEIYCMOTPEHHBIX HACTOSALIMM
MPUIIOKECHUEM, MX MPEIEIIHHO JOYCTUMOE KOJIMYECTBO VIS BBHIIIMCHIBAHHUS B OJJHOM PEILENTE MOXKET B ISATh
pa3 TMpeBbIIATH Pa30BYIO 103y, YKa3aHHYI0 B HHCTPYKIHH 1O MEIUIMHCKOMY NPUMEHEHHIO
BBINMHICHIBAEMOT0 JISKApPCTBEHHOTO Ipenaparta. (B pen. [Ipukaza Munsapasconpaszputus PO ot 20.01.2011 N
13n)

Ipunoorcenue N 2

Kk Unempykyuu o nopsioxe

BbLINUCHIBANUSL IEKAPCTNEEHHBIX

npenapamos u oghopmienus peyenmos

U mpebo8aHUli-HAKIAOHDBIX,

ymeepoicoennotl Ilpuxazom

Mun3zopascoypazeumus Poccuu

om 12 ¢pespans 2007 2. N 110

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

BAKHEHIIUE PELENTYPHBIE COKPALLIEHUS

Cokpamenue| [lomHoe HancaHue ITepeBon
aa ana 110, MOPOBHY
ac.acid. acidum KUCI0Ta
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amp. ampulla amIrya

ag. agqua BOJA

aq. destill.  [aqua destillata TMCTUIUTUPOBAHHAS BOJIA

but. butyrum Macio (TBepoe)

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

D. Da (Detur, Dentur) Brinaii (mycTh BBIJIAHO, MYCTh OYI€T BBIJAHO)

D.S. Da, Signa Detur, Signetur[Bsizaii, 0003Haub [TycTh OyaeT BbIIaHoO,
0003HAYECHO

D.t.d. Da (Dentur) tales doses  [Boinaii (ITycts OyayT BbIIaHbI) TaKKHE 03B

Dil. dilutus [pa3BeICHHBIM

div.in p.aeq. [divide in partes aequales [pa3menu Ha paBHBIC YaCTH

extr. extractum DKCTPAKT, BBITSKKA

f. fiat (fiant) [Tycts 0Opasyercs (00pa3yroTcs)

qtt. qutta, guttae Karuisi, Karjiu

inf. infusum HacTOH

in amp. in ampullis B aMITyJIax

in tabl. in tab(u)lettis B TaOJIETKAX

lin. linimentum PKUIKAS Ma3b

lig. liquor PKHJIKOCTh

m. pil. massa pilularum MUTIONIbHAST Macca

M. Misce, Misceatur Cwmemaii (ITycts OyeT cMeIaHo)

N. nuMero YK CIOM

ol. oleum Macsio (KUIKOE)

past. pasta rmacra

Ppl. pilula MTVUTIOTIS

p.aeq. partes aequales aBHbIE YaCTH

ppt., praec. |praecipitatus OcaKICHHBIH

pulv. pulvis [Topomrok

qg.S. guantum satis CKOJIbKO IOTpeOyeTCsl, CKOJIBKO HAJ0

r., rad. radix KOPCHD

Rp. Recipe Bo3bmu

Rep. Repete, Repetatur [ToBTopu (IlycTh OyneT mOBTOPEHO)

rhiz. rhizoma KOPHEBUIIIE

S. Signa, Signetur 0O603Haub (ITycth Oyner 0003HaUEHO)

sem. semen ceMs

simpl. simplex POCTOM

Sir. Sirupus cupon

sol. solutio pacTBOp

supp. suppositorium CBeua

tabl. tab(u)letta rabyeTKa

t-ra, tinct.  [tinctura HacTolKa

undg. unguentum Ma3b

Vitr. vitrum CKJISTHKA

IMPUJIOXKEHMUS N 3 - 4 - YrpaTuau cuay. (B pea. [lpuxkaza Munszapasa
P® ot 24.11.2021 N 1094n)

Ilpunoscenue N 14 ne npumensemca K npagoOMHOUIEHUAM, C6AZAHHBIM C HAZHAYUEHUEM U
GbINUCHIGAHUEM NIEKAPCMEEHHBIX npenapamos u meoununckux uzoeauii (nynkm 2 Ilpukaza Mun3zopaea
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P® om 26.02.2013 N 94n)
Ipunoowcenue N 14
K Ilpuxasy

Munzopascoypaszsumus Poccuu

om 12 ¢espansa 2007 2. N 110

NHCTPYKLUA

O MOPSIIKE HABHAYEHMS M BBIMUCHIBAHUS U3JEJIUNI
MEJULUHCKOI'O HABHAYEHUS U
CHEIUAJU3UPOBAHHBIX MPOJIYKTOB JEYEBHOT'O
MUTAHUSA IS JETER-UHBAJIUJIOB

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

1. V3genusi MEIUIMHCKOTO HA3HAYCHUS M CICHHAIU3MPOBAHHBIC MPOJYKTHI JICYCOHOrO MHUTAHUS IS
JIeTeH-UHBAJIM/IOB HA3HAYAIOTCS WM BBINKMCHIBAIOTCS B paMKax IPEIOCTABICHHUS OTICIBHBIM KATErOpHUsIM
rpakIaH roCyJapCTBEHHOH COLMAIbHOW MOMOINM B BHIe Habopa couuanbHbIX yciyr. (B pen. Ilpukasa
Munszapasconpassutus PO ot 20.01.2011 N 13H)

2. M3pgenuss MeIMIIMHCKOTO HA3HAYCHMs HA3HAYAOTCS M BBIMKMCHIBAIOTCA Bpadamu ((enpamepamn)
MEIUIIMHCKUX OpPTaHM3aIMi, OKA3bIBAIOIIMX MEPBUYHYIO MEIUKO-CAaHUTAapHYIO momoilb. (B pen. [Ipukasza
Mumnzapasconpasutus PO or 20.01.2011 N 13#)

Creunanu3upoBaHHBIE MPOAYKTH JIEYEOHOrO MTHUTAHMS [UIs JIeTeH-MHBAIMIOB HA3HAYAIOTCS BpayaMu
MEIUIIMHCKUX OPTaHM3allMi, OKa3bIBAIOIIMX MEIUKO-TEHETUYECKYIO MOMOIIb, M BBIMHCHIBAIOTCS BpayamMu
MEIULHUHCKUX OPTaHU3alUi, OKa3bIBAIOIINX MEIMKO-TEHETUYECKYIO TOMOIIlb, UJIM BpadyaMU-CIIEUATNCTaMU
(B cimydae uX OTCYTCTBHS JieHAalllUM BpadyoM) MEAUIIMHCKUX OpraHW3alldid, OKa3bIBAIOIIMX IEPBUYHYIO
MEIMKO-CaHUTapHYI0 moMoliib. (B pen. [Ipukasza Munsapascomnpassutust PO ot 20.01.2011 N 13#)

3. PGHGHTBI BBITTMCBIBAOTCA Ha HU3ACIWA MCIAUIMHCKOIO HAa3SHAYCHUSA W CICHUATIU3UPOBAHHBIC NPOJYKTHI
JIe4eOHOTO TUTAHUS I ﬂeTeﬁ-HHBaﬂHﬂOB, BKJIFOUCHHBIC B IICPCUHHU PI3I[CJ'IPII>1 MCIUIIMHCKOT'O Ha3HAYCHUA U
CIICHUAJIM3UPOBAHHBIX IMPOAYKTOB JIEYCOHOrO0 ITUTAHMS JUTS I[GTGfI-PIHBEU'IHI[OB, YTBCPKIAACMBIC B
YCTAHOBJICHHOM ITIOPAJIKE.

4. PernienThl BBIMUCHIBAIOTCS Ha penentypHbix Omankax ¢gopmbl N 148-1/y-04 (1) u N 148-1/y-06 (i) B
COOTBETCTBUM C TpeOOBaHMUAMH, IperycMOoTpeHHbIMH pazaenamMu | u |l MHcrpykimum o mopsake
BBIIMCHIBAHUS JIEKAPCTBEHHBIX MpenaparoB M OQOPMIIEHHS pELENTOB U TpeOOBaHMM-HAKIIATHBIX
(mpunoxxenue N 13). (B pen. [Ipukaza Munsnpasconpassutus PO ot 20.01.2011 N 13H)

5. Ilpu BBIMUCHIBAHUHU XPOHUYECKHM OOJBHBIM PEIENTOB Ha CIEIUATH3UPOBAHHBIC MPOAYKTHI JEUeOHOTO
MATAHUS I I€TeW-UHBAINMIOB BpayaM pa3peliaeTcsi YCTaHABIMBATh CPOK JCHCTBHUS pelienTa B Mpeaenax
710 OJTHOTO TOAA.

[Ipu BeIMUCHIBAHUYU TaKWX PEIIETITOB Bpad JIOJDKEH ClenaTh MOMETKY "XpoHudeckoMy OOJbHOMY', yKa3aTh
CPOK JIeHiCTBHA pelenTa U MepUOANYHOCTh OTITYCKA CIELHUATU3UPOBAHHBIX MPOAYKTOB J€UYEOHOr0 MUTAHUS
U JIeTe-UHBAJUMOB U3 aNTEeYHOro YYpEexXJAeHUs (OpraHu3aluu) (€XKeHeIelbHO, €KEMECIYHO W T.IL.),
3aBEPUTH ITO YKa3aHUE CBOEH IMOAMMUCHIO U JIMYHOW I1€YaThI0, & TAK)KE I1€YaThI0 MEAUIIMHCKON OpraHu3alun
"Ilost peuenitoB". (B pen. [Ipuka3a Munsapascorpassutus PO ot 20.01.2011 N 13H)

Ilpunoscenue 15 ne npumensemcs c 01.07.2013 k npasoomnouwienusaM, C6A3AHHBIM C XPAHEHUEM
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peuenmypHvixX O11aHK06 Ha JIeKapcmeennble npenapameol U meouyunckue uzoenus (nynkm 3 Ilpukasza
Mumn3zopasa P® om 26.02.2013 N 94n).

Ipunooicenue N 15
K IIpuxa3zy
Munzopascoypazsumus Poccuu

om 12 ghespana 2007 2. N 110

HHCTPYKLUA

O ITIOPAJAKE XPAHEHMUS PEHEIITYPHBIX BJIAHKOB
(B pen. [IpukazoB Munszapascorpa3sutist P® ot 25.09.2009 N 7944, ot 20.01.2011 N 13H)

1. MemunuHCcKHe OpPraHU3alMH MOMYYar0T HEOOXOAWMBIE PEUENTYpHbIe OJIAHKK 4Yepe3 TEeppPUTOpUAIbHbIC
OpraHbl YIpPAaBJIECHUS 34pPABOOXPAHEHMEM WM OpraHu3alid, YIOJHOMOYECHHBIE HAa JTO OpraHaMu
UCTIOJTHUTENIBHON BiacTH cyonsekToB Poccuiickort @enepannu. (B pen. [lpukasa Munzapasconpa3sutusi PO
ot 20.01.2011 N 13H)

3amac pelnentypHbIX OJaHKOB B MEIUIMHCKHX OpPraHM3alMsIX HE JOJDKEH MPEBBINIATh IMOJYTOAO0BOH, a
CHEeIUaIbHBIX PEHENTYPHBIX OJAHKOB HA HAPKOTHUECKHE CPEACTBA U MCUXOTponHbIe BemecTBa Crucka II -
MecsiaHoM otpebHocTH. (B pea. Ilpukasa Munsapascorpassutus PO or 20.01.2011 N 13#)

YacTHONPAKTUKYIOIME Bpaud CaMOCTOSTENbHO 3aKa3blBalOT OJIAHKM pelenToB (32 HCKIIOYEHUEM
CHELUANBHBIX PELENTYpPHbIX OJaHKOB Ha HApPKOTUYECKOE CPEACTBO M ICUXOTPOIHOE BEILIECTBO) C
yKa3zaHHUEM THIOTPa(CKUM CIIOCOOOM B BEpXHEM JIEBOM YIIIy ajpeca Bpada, HOMepa, JaThl M CpOKa
NEeWCTBUS  JIMIEH3MM, HAaUMEHOBAaHUS OpraHa TIOCYJapCTBEHHOM BJIACTH, BBIJABIIErO JIOKYMEHT,
MIOITBEP>KIAIOIIUI HATMYKE JTULECH3UH.

2. B kaxJ0il MEAMIIMHCKON OpraHu3aluy MMPUKa30M PYKOBOAMTENS Ha3HAYAETCs JIMIO, OTBETCTBEHHOE 3a
MOJIyYeHHEe, XpaHEHHWe, Yy4eT U BblJauyy BCeX BHUJAOB pelenTypHbIX OnaHkoB. (B pen. Ilpukasa
Munszapagcorpassutus PO ot 20.01.2011 N 13H)

3. PenenntypHble OJ1aHKHU JOJKHBI XPAaHUTHCS OTBETCTBEHHBIM JIMIIOM T10J] 3aMKOM B METAJUTMYECKOM HIKady
(celipe) UM METAUIMYECKOM SIIUKE, a CHEeHabHbIE PELENTYpHbIE OJJAaHKM HAa HAPKOTHUUYECKOE CPENICTBO U
HICUXOTPOITHOE BEILIECTBO - B celide.

YacTHOMPAKTHKYIONIUH Bpad JOJHKCH XPAHHUTh PEICNITYPHBIE OJJAHKH ITOJ/T 3aMKOM B METAJUTHUECKOM IIKady
(celie) mnu Amuke.

4. YueT peuenTypHbIX OJIaHKOB MO BHUJAM BEJETCS B )KypHallaX, MPOHYMEPOBAHHBIX, MPOLUTHYPOBAHHBIX U
CKPCIUICHHBIX IOJANUCHI0 PYKOBOJIUTENS W TICUATHIO MEJIWIIMHCKOH OpTaHW3aIllid 10 YCTaHOBJICHHBIM
dopmam (mpunoskenus N 10 u N 11). (B pen. [Ipukazos Munzapascorpazsutusi PO ot 25.09.2009 N 794H,
or 20.01.2011 N 13n)

5. IlocTosAHHO nelcTByIOMIAasi KOMUCCHS, CO3/laBaeMasl B MEJULIMHCKOW OpraHU3alyu, IIPOBEPSIET COCTOSHUE
XpaHeHus, yueTa, (pakTH4eckoe HaIMYue U Pacxo]l CHEeIHAbHBIX PEIeNTYPHbIX OJaHKOB HA HAPKOTHYECKOE
CPEACTBO U NCHUXOTPOMHOE BEUIECTBO OJMH pa3 B MECAI| U JAPYIHMX pPELENTypHBbIX OJaHKOB - OJUH pa3 B
kBaprai. (B pex. [Ipukaza Munsnpascorpa3putist PO ot 20.01.2011 N 13H)

B CJIyda€ HCECOBIIAACHHUS KHIMIKHOI'O OCTaTKa PCHCITYPHBIX 0JIaHKOB C (baKTI/I‘—IeCKI/IM HaJIn4YueM JINno,
OTBETCTBEHHOE 3a MOJy4YeHHE, XpaHEHHEe, YUeT U BblJauy pPelenTypHbIX OJIAHKOB, HECET OTBETCTBEHHOCTb,
MIPEAYCMOTPEHHYIO 3aKOHOATENBCTBOM Poccuiickoit Penepannu.

6. Opranbl ymnpaBieHus 3/paBooXpaHeHHeM cyObekToB Poccuiickoit ®exepauuu npu oOCiIeI0BaHHH
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MEIULIMHCKUX OpraHU3aluil KOHTPOJHMPYIOT HCIOJIb30BaHWE U O00ECHEeUeHHE COXPAHHOCTU PELEeNTYpPHBIX
onankoB. (B pex. [Ipukaza Munsapascorpasputust PO or 20.01.2011 N 13#)

7. PenientypHble OJaHKM B KOJIMYECTBE 2-HENETLHON MOTPEOHOCTH BBIIAOTCS MEIUIIMHCKUM PaOOTHUKAM,
HNMCHOIIIUM HpaBO BBITIMCBIBAHU A peLIGHTOB, 10 pacnopsmceHmo T'JIAaBHOT'O Bpaqa NJIN €T0 3aMCCTUTCIIA.

8. Jleuamemy Bpauy pasperiaercs BblIaBaTh €AUHOBPEMEHHO HE 0oJjiee AeCSITH CIeHUaIbHBIX PELeNTYPHBIX
ONTaHKOB HA HAPKOTUYECKOE CPEICTBO W TICHXOTPONHOE BEIIECTBO YCTAaHOBJIEHHOro oOpasma uis
BBIMMCHIBAHUS HAPKOTUYECKUX CPEJICTB U NCUXOTPONHBIX BemecTB Crucka 1.

9. HOJ’Iy‘IeHHI)Ie PEUCITYPHBIC 0JaHKH MEIUIIMHCKHUEC pa6OTHI/IKI/I JOJDKHBI XPAaHUTH B IIOMCIICHHAX,
O6€CH€‘-II/IB3.IOH.H/IX HUX COXPaHHOCTD.

COITIACOBAHO
Pyxogooumenwv (3amecmumens
pykosooumens) ®CKH Poccuu
O.HXAPUYKHUH

12.02.2007
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