[Mprka3s MuH3gpascoupassntma Poccmum ot 12.02.2007 N 110
(pen. ot 24.11.2021)

"O nopsaake Ha3HayeHNa 1 BbINUCbIBaHUSA JTeKapCTBEHHbIX
npenapaTos, U3genmm MeanuumMHCKOro HasHavYyeHua
crieymanmn3npoBaHHbIX MPOAYKTOB NleyebHOoro nutaHmsa"
(BMecTe ¢ "MHCTpyKuMen no 3anonHeHunto popmbl N 148-1/y-88
"PeuenTypHbIn 6naHK", "VIHCTpYKLUMEN Mo 3anosiHeHnto GopMbl
N 107-1/y "PeuenTypHbinn 6naHk", "MIHCTpyKumen no
3anofiHeHno popmbl N 148-1/y-04 (n) "Peuent” n popmbl N
148-1/y-06 (n) "Peuent”, "MIHCTpYyKUMeEN 0 nopaake
Ha3HayeHNA NeKapCcTBeHHbIX npenapaTtos”, "VIHCTpyKumen o
nopsaake BbINUCbIBaHUA JIeKapCTBEHHbIX NpernapaToB U
odopmMIeHNs peLenToB N TpeboBaHMN-HaKNagHbIX",
"VIHCTpYyKLUMen o nopsaake HasHayvyeHUs N BbiNUCbIBaHUSA
n3genmn MeguLUnNHCKOro Ha3HavyeHnsa 1 crneumanmn3npoBaHHbIX
NPOAOYKTOB Sle4ebHOoro NUTaHua onsa geten-uHBanmgoBs" u
"MIHCTpYKUMen o nopsaake xpaHeHUsa peuenTypHbIX 61aHKOB")



3apeructpuposano B Munrocte Poccun 27 anpernst 2007 r. N 9364

MUHHUCTEPCTBO 3/IPABOOXPAHEHMS U COLIMAJIBHOI'O PA3BUTHUS
POCCHUIMCKOM ®EJEPALIIA

IMPUKA3
ot 12 ¢eBpans 2007 r. N 110

O IOPAIKE
HA3HAYEHMUS U BBIIIUCBIBAHUS JIEKAPCTBEHHBIX ITPEITAPATOB,
W3JIEJIAA MEJTAIIMHCKOI' O HA3SHAYEHMS U CIIELIUAJIU3UPOBAHHBIX
MNPOAYKTOB JIEYHEBHOT'O IIUTAHUSA

CHHCOK M3MEHSIONIHUX JOKYMEHTOB
(8B pex. IlpukazoB Munsnpascoupaszsutus Poccnu ot 27.08.2007 N 560,
ot 25.09.2009 N 794H, ot 20.01.2011 N 13H,
[TpukazoB Munsapasa Poccun ot 01.08.2012 N 54H,
o1 26.02.2013 N 94H, ot 24.11.2021 N 1094H)

B cootBercTBUU co crathelt 6.2 dDenepanbHoro 3akoHa oT 17 wurons 1999 r. N 178-®3 "O rocynapcTBeHHON
conuanbHoi momorntu" (Cobpanue 3akoHomatenscTBa Poccuiickoit deneparm, 1999, N 29, cr. 3699; 2004, N 35, cr. 3607;
2006, N 48, ct. 4945; 2007, N 43, ct. 5084; 2008, N 9, cT. 817; N 29, c1. 3410; N 52, ct. 6224; 2009, N 18, ct. 2152; N 30, cr.
3739; N 52, ct. 6417; 2010, N 50, cT. 6603) 1 B 1ensax oOecredeHns rpax1aH, B TOM YHCIIe HMEIOMNX IPaBO Ha MOIyUICHUE
TOCYTapCTBEHHOH COIMATBHOW MOMOIIH, IO perenTaM Bpada ((enpamepa) HeoOXOAUMBIMU JIEKAPCTBEHHBIMH ITpeTiapaTaMu,
M3JETUAMH MEIULUHCKOTO Ha3HAYeHUS M CIICIHAIN3UPOBAHHBIMU MPOIYKTAMH JEYeOHOTO NMUTAHUS JUIS JeTei-NHBAIHIOB,
MIPUKA3bIBAIO:

(npeambyna B pea. [Ipukaza Munsapascoupassutus Poccun ot 20.01.2011 N 13H)

1. YTBepauth:

1.1. ®opmy "CrneunanbHblidi pelenTypHbIH ONaHK Ha HAPKOTHYECKOE CPEJICTBO U IICUXOTPOITHOE BEIECTBO" COTIACHO
nputoxkennto N 1;

(mpmoskenne N 1 yrparuno cuy ¢ 1 mtomns 2013 roxa. - [Tpukas Munsapasa Poccnn ot 01.08.2012 N 54#H)

1.2. WHCTpyKIMio mo 3amonHeHHo ¢opmbl "CHenuanbHBIA PEelenTypHBI ONaHK Ha HApKOTHYECKOE CPEICTBO U
TICUXOTPOITHOE BEILECTBO" COIIACHO NPUIOKEHHUIO N 2;

(mpunoxenue N 2 yrpatuio cuiy ¢ 1 uromnst 2013 ropa. - [Ipukaz Munsapasa Poccun ot 01.08.2012 N 54n)

1.3. ®opmy N 148-1/y-88 "PenentypHblii Oi1aHk" cornacHo npuioxeHuo N 3;

(npunosxxenue N 3 yrparusno cuiy ¢ 1 utons 2013 roaa. - [Ipukas Munznpasa Poccun ot 26.02.2013 N 94n)

1.4. Muctpyknuto 1o 3anoiHeHuto popmbl N 148-1/y-88 "PenentypHblit 6y1aHK" cormacHo mpuioxeHuio N 4;
(mpunoxxenue N 4 yrparuno cuiy ¢ 1 utons 2013 roxa. - [Ipuka3 Munznpasa Poccun ot 26.02.2013 N 94#)

1.5. ®opmy N 107-1/y "PenentypHsiii 61asK" coriiacHO MprtoskeHno N 5;

(mpmoxkenue N 5 yrparuno cuy ¢ 1 mtons 2013 roxa. - [lpukas Munsapasa Pocenn ot 26.02.2013 N 94#)

1.6. Uuctpykuuto no 3anonHeHuto ¢popmsel N 107-1/y "PenentypHsiii 61aHK" coriacHO mpuiiokeHuo N 6;

(mpunoxenue N 6 yrpatuio cuiy ¢ 1 uromnst 2013 rona. - [Ipukaz Munsapasa Poccnn ot 26.02.2013 N 94n)

[pun. 7 ne mnpumensercs c¢ 01.07.2013 x nNpaBOOTHOIIEHMSIM, CBSI3aHHBIM C Ha3HAUY€HHMEM M BBIIUCBIBAHHEM
JIEKapCTBEHHBIX MpenapaTroB U MeaunuHckux usaenui (Ilpukaz Munsnapasa Poccun ot 26.02.2013 N 94n).

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

IIpun. 8 ne mnpumensercs ¢ 01.07.2013 k NpaBOOTHOILIEHHUSIM, CBSI3aHHBIM C HA3HAYEHWEM M BbIIUCHIBAHUEM
JICKapCTBCHHBIX MpenapaToB u MeauuHckux m3aenni ([Ipukaz Munsnpasa Poccun ot 26.02.2013 N 94H).

1.8. ®opmy N 148-1/y-06 (1) "Penent” cormacHo nmpuinoxenuio N §;

[pun. 9 nme mnpumensercs c¢ 01.07.2013 x mnNPaBOOTHOIICHWSIM, CBS3aHHBIM C HAa3HAUYEHWEM W BBITHCHIBAHHEM
JICKApCTBEHHBIX TPETapaToB U MeauuHCKuX m3aenni (IIpukaz Munzapasa Poccun ot 26.02.2013 N 94h).

Koncynsrantllntoc: npumeyanue.
B O(bI/I[II/IaJ'IbHOM TCKCTC AOKYMCHTA, BUIAMMO, JOIYHICHA oOlcdaTKa: B MNPHUIOKCHUN 9 COACPIKUTCA I/IHCprKLII/IH 10
3anoaHeHnro Gopm N 148-1/y-04 () "Penent" u N 148-1/y-06 (1) "Penent".

1.9. Uuctpykuuio mo 3amonHenuto Gpopmbel N 148-1/y-06 (1) "Penent" u dpopmer N 148-1/y-06 (1) "Penent" cornacHo
npuioxenuio N 9;
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Mpun. 10 He npumeHsieTca ¢ 01.07.2013 k NPaBOOTHOLLEHUSAM, CBA3AHHLIM C HA3HAYEHWEM U BbINMUCbIBAHMEM
nekapCTBEHHbIX NpenapaToB u meanumHcknx nagenun (Mpukas Munsgpasa Poccum o1 26.02.2013 N 94H).

1.10. ®opmy N 305-1/y ")KypHan ydera B MEIUIMHCKUX opraHu3anusax Gopmel N 148-1/y-88 "PeuentypHslii 61aHK",
tdopmer N 148-1/y-04 (i1) "Penent”, dopmer N 148-1/y-06 (i1) "Pement”, dopmbr "CrenuansHBIN pelienTypHBIH OXaHK Ha
HapKOTHYECKOE CPEACTBO U IICUXOTPOIHOE BEIIECTBO" coraacHo npuiioxkenuto N 10;

(8 pen. IIpukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13H)

Mpun. N 11 yrpatuno cuny ¢ 01.07.2013. - IIpuxa3 Munsapasa Poccun ot 26.02.2013 N 941.

1.11. ®opmy N 306-1/y "XKypran ydera B MeauIuHCKHX opraHm3amusx ¢gopmer N 107-1/y "PenentypHsrii OrxaHK"
coriacHo npuioxxeHuto N 11;
(8 pen. [Ipukaza Munzapasconpassutust Poccun ot 20.01.2011 N 13H)

Mpwun. N 12 ytpaTtuno cuny ¢ 01.07.2013. - MNMpuka3 Mun3agpasa Poccum oT 26.02.2013 N 94H.

1.12. IHCTpYyKIMIO O TOPAIKE Ha3HAYCHHUS JIGKAPCTBEHHBIX MIPENapaToB COTNAacHO MpuiaoxeHnto N 12;
(8 pen. [Ipukaza Munznpascounpasputus Poccun ot 20.01.2011 N 13H)

1.13. MHCTpYKIHIO O TOPSIKE BBHIIICHIBAHUSA JIEKAPCTBEHHBIX IPENapaToB W O(GOPMIICHHUS PELENnTOB W TpeOOBaHHI-
HaKJIaJHBIX COTJIAaCHO mpuioxkeHuto N 13;
(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

Mpun. 14 He npumeHseTca ¢ 01.07.2013 K NpaBOOTHOLLEHUSAM, CBSI3AHHbIM C HA3HAYEHWEM U BbINUCLIBAHUEM
nekapcTBeHHbIX NpenapatoB n meauumHckux nagenun (Mpukas MuHsgpasa Poccum ot 26.02.2013 N 94H).

1.14. I/IHCprKIII/IIO 0 TMOpsAAKE Ha3HAUYCHHA W  BbIIIHMCbIBAHUSA I/I3I[€J'II/II71 MCIUIMHCKOIO Ha3HA4YCHHUA U
CIICHHUAJIU3UPOBAHHBIX ITPOJAYKTOB J1e4eOHOro MUTAHUS JUIsL HeTeﬁ-HHBaﬂHHOB COTJIACHO MPUJIOKCHHUTO N 14,

[pun. 15 ne npumensiercst ¢ 01.07.2013 k nmpaBOOTHOIICHHSM, CBSI3aHHBIM C XPAaHEHHEM DELENTYPHBIX OJAHKOB Ha
JIeKapCTBEHHBIE penapaTsl 1 MeaunmHekue nnenus ([Ipuxas Munsapasa Poccun ot 26.02.2013 N 94#).

1.15. MHCTPYKIMIO O MOPS/IKE XpaHEHHUs peLieNTypPHBIX OIaHKOB COriacHo npuioxenuro N 15.

2. denepanbHO CITy’)k0e 1O HAA30py B cdepe 3IpaBOOXPAHCHUS U COLMAIBHOTO PA3BUTHS 00CCIICYHTH KOHTPOJb 32
COOJIIO/IEHHEM TOpsKa Ha3HA4YeHHs, BBINMCHIBAHUS JIEKAPCTBEHHBIX IIPENapaToB, W3AEIUNA MEIUIMHCKOIO Ha3HA4YeHUs |
CIeLaIM3UPOBAHHBIX IPOYKTOB JIEYEOHOTO MUTAHUS ISl IeTeH-UHBAJIHIOB.

(B pen. [Ipukaza Munznpascoupasputus Poccun ot 20.01.2011 N 13H)

3. IIpu3HaTh yTPAaTUBIINMH CHITY:

[Ipuxa3 MunucrepctBa 3npaBooxpanerns Poccuiickoit @eaepammu ot 23 aBrycra 1999 r. N 328 "O parmoHaqsHOM
Ha3HAYCHUM JICKApCTBEHHBIX CPEJCTB, INPaBHJIaX BBHITUCHIBAHUS PELENTOB Ha HUX M IOPSJKE HX OTIYCKa AalTeYHBIMH
yupexaeHusIMH (opraHuzanusaMn)" (3apeructpupoBad MunucrepcTBoM toctuiuu Poccuiickoir denepanun 21 oktsaops 1999
r. N 1944);

IIpuxa3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 9 auBaps 2001 r. N 3 "O BHeceHHH U3MEHEHUIT U
noronHeHud B Ilpukas Munsapasa Poccun ot 23.08.99 N 328 "O panuoHanbHOM Ha3HA4YE€HHH JICKAPCTBEHHBIX CPEACTB,
IpaBUJIax BBINMCHIBAHMSA PEIENTOB HA HUX M IOPSIKE HMX OTIMYCKAa AaNTeYHbIMH YUPEXICHUSAIMH (OpraHu3anusmu)’
(3apeructpupoBad MunmcTepcTBoM focTind Poccuiickoit @exepannu 23 saBaps 2001 r. N 2543);

[Ipuxa3 MunuCTEpCcTBa 3ApaBooxpaneHus Poccuiickoit @eneparym ot 16 mas 2003 . N 206 "O BHeceHUH M3MEHEHHN
u nononHeHn B [Tpruka3 MunsnpaBa Poccun ot 23.08.99 N 328" (3apeructpupoBad MHHHUCTEPCTBOM FOCTHIIMU Poccuiickoit
®enepanun 5 utons 2003 r. N 4641);

[Ipuka3 MunncrepctBa 3apaBooxpanenus Poccuiickoit ®@enepanmu ot 19 nekabps 2003 r. N 608 "O BHeceHuu
u3meHenuii B [Ipuka3z Munsapasa Poccun ot 23.08.99 N 328" (3apeructpupoBan MHUHHCTEPCTBOM rOCTUIUMH Poccuiickoii
Oeneparun 21 saBaps 2004 . N 5441);

[Tpukas MuHHCTEpCTBA 3APAaBOOXPAHEHUS M COIMAILHOTO pa3BuTus Poccuiickoit denepammu ot 22 Hos0Ops 2004 r. N
257 "O BHecennn nomonHernit B [Ipukas Munzapasa Poccun ot 23 aBrycra 1999 roga N 328 "O panuoHanbHOM Ha3HAYEHUH
JIEKapCTBCHHBIX CPEICTB, NMPABMWIAX BBHITUCHIBAHUS PEIENTOB HA HUX WM IOPSIKE MX OTIyCKAa ANTEYHBIMH YUPEXKICHUSIMH
(opranm3anusavu)" (3apeructpupoBan MunaHCTEpcTBOM FocTrIn Poccutickoit @eneparun 30 HostOpst 2004 r. N 6148);

IIpuxa3 MuHucTepcTBa 34paBOOXpaHEHUs U COLManbHOro pazsutus Poccuiickoit denepanuu ot 16 mapra 2005 r. N
216 "O BHecenuu usmenenus B Ilpukaz Munucrepctsa 3apaBooxpanenus Poccuiickoit @enepanun ot 23 aBrycra 1999 rona
N 328 "O panuoHaJbHOM Ha3HAYEHUH JIEKApCTBEHHBIX CPEJCTB, NMPaBUJIaX BHIIMCHIBAHUSA PEIENTOB Ha HUX U MOPAAKE UX
OTITyCKa AaNTE€YHbIMHM YUYpeXIeHWSIMU (opraHuzanusamu)" (3apeructpupoBaH MuHHCTEpcTBOM rocTuimu Poccuiickoit
®Deneparuu 8 anperst 2005 r. N 6490);

[Tpuxa3 MuHHCTEPCTBA 3IPaBOOXPAaHEHUS M COUMAIBHOTO pa3BuTus Poccuiickoit @eneparu ot 29 anpemns 2005 r. N
313 "O BHeceHNH W3MEHEHNH B HCTPYKIHIO O MOpsIKE Ha3HAYEHHS JIGKAPCTBEHHBIX CPEACTB M BBHITUCHIBAHUS PEIETITOB Ha
HUX, yTBepxkAeHHYIo [Ipukazom Munucrepcra 3npaBooxpaHenusi Poccuiickoit @enepanuu ot 23 asrycra 1999 r. N 328"
(3apeructpupoBan MunmcrepctBoM roctuimu Poccuiickoit @epepanuu 20 mas 2005 r. N 6607);

nyHkT 2 [Ipukaza MuHHCTEpCTBA 31paBOOXPAaHEHUsI U COLUAIbHOrO pa3BuTus Poccuiickoit @enepanun ot 14 nexadpst
2005 r. N 785 "O nopsake oTmycka JEKapCTBEHHBIX CpeACTB" (3aperucrpupoBaH MuHHCTEpCTBOM tocTuliMu Poccuiickoii
Oeneparun 16 sasaps 2006 r. N 7353);

[Tpukas MuHHCTEpCTBA 37PaBOOXPAHEHUS M COIMANBHOTO pa3Butus Poccuiickoit ®@enepammu ot 13 uronst 2006 . N
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476 "O BHecenun u3MeHeHn#t B Ilpukas MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 23 aBrycra 1999 r. N
328 "O pauuoHaIPHOM HAa3HAYCHUH JICKAPCTBEHHBIX CPEICTB, MPaBHJIAX BBHIMUCHIBAHUS PELENTOB Ha HUX M MOPSAAKE HX
OTIyCKa aNTeYHBIMH YYPEXICHHAMH (opraHuzanusiMu)" (3apeructpupoBaH MuHHCTEpPCTBOM IocTHIMM Poccuiickoii
Oeneparun 13 urosist 2006 r. N 8044);

[Tpuka3z MuHKCTEpCTBa 37paBOOXPAHEHHS U COLMANbHOTO pa3BuThsi Poccuiickoit denepanyu ot 17 despanst 2006 r. N
97 "O nopsaKe BBINMKMCHIBAHUS PELENTOB HA JIEKAPCTBEHHBIE CPECTBA OTAEIBHBIM KaTerOpHUAM IpaX/1aH, IMEIOIINX IPaBo Ha
HOJIy4eHHe TOCYAAPCTBEHHON COLMAIBHOM TOMOIIY, B paMKax peau3aliyl JOIOJHUTEIEHOTO JIEKapCTBEHHOTO o0ecedeH s "
(3apeructpupoBad MunmcTepcTBOM focTinu Poccuiickoit @exepannu 6 mapta 2006 . N 7561).

Bpuo Munuctpa
B.N.CTAPOJAYBOB

MHCTPYKLNA 5
No 3AMNOJIHEHUIO ®OPMbI N 107-1/Y "PELENTYPHbIUN BITAHK"
YTtpatuna cuny ¢ 1 nona 2013 roga. - MNMpukas MuHsgpasa Poccum o1 26.02.2013 N 94H.

KoHcynbTaHTlIntoc: npumeyaHume.

Mpun. 7 He npumeHsaeTca ¢ 01.07.2013 K NpaBOOTHOLUEHUAM, CBSA3aHHbIM C Ha3HaAYeHWEM U BbIMUCbIBAHWEM
NeKapCTBEHHbIX MpenapaTtoB M meauumHckux magenun (Mpuka3 MunsgpaBa Poccumn ot 26.02.2013 N 94H).
Hoeas dpopma N 148-1/y-04 (n) yTB. MNpukazom MuHsgpasa Poccun ot 24.11.2021 N 1094H.

Mpunoxexune N 7

Kk MNpwukasy
MwHzppaBscoupassutus Poccun
oT 12 deBpana 2007 r. N 110

Cnncok n3mMeHsLWNX AOKYMEHTOB
(B pea. Npukasa Munsgpascoupassutusa Poccum ot 20.01.2011 N 13H)

MMHMCTEPCTBO 3OPaBOOXPaHEHUA
M COLMajibHOTO Pa3BUTHUSA
Poccuimickonm denmepauum

YTBEPXIEHA
[lpykasoM MMHMCTEpCTBAa
3IPaBOOXPAaHEHMA UM COLMaJIbHOIO
pas3euTua Poccurickon demepalum
Mramn or 12 dempans 2007 r. N 110

Konm MeIMUMHCKOM OpTaHM3aluu

Kon dopmer mo OKYI 3108805

dopma N 148-1/y-04 (i)
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Kog kateropuu Kopg Hosonornyeckon NcTouHuk % onnartbl: Kop nekapcTBeHHOro npenapaTta
rpaxagaH dopmbl (no MKB-10) PUHAHCUPOBAHUS: (nog4epkHyTb) (3anonHsieTcsa B anTeke)
(MogYepKHyTh)
1. degepanbHbin 1. BecnnatHo
2. Cybbekt PO 2.50%
S S S L L L L | 3. MyHuMumnanbHbIn
PEIEIT Cepusa N IaTa BHIIMCKMA: 200 1.

®.M.0. nmaumeHTa

JaTa poxXneHusa

CHUNC

N ctpaxoBoro

MeaunLUmMHCKOro nonumca

OMC:

Anpec mam N MeIMUMHCKOM KapTH aMOyJIaTOPHOTO IHallMeHTa
(McTopMa pa3BUTUS pebeHKa)
®.1.0. Bpaua

PeuenrT pgemcTBUTEJIEH B TeueHMe 1 Mecdua,

(konm Bpaua, obesnpomepa)

[logpnmce ¥ JIMUHA4a IIedaThb Bpada

B3aUEPKHYTH)

(benpromepa) M.II.

3 MecsaueB (HeHYXHOe




OTnyLeHo no peuenty:

Toprosoe HanMmeHoBaHue N o3NpPoBKa:

[ata otnycka: "__ " 200_r.

Konun4yecTtBo:

MpuroTtoBun:

Mposepun: OTnycTun:

——————————————————————— (IMHMSA OTPHIBA) —————————————————————————

Kopeluok peuentypHoro 6rnaHka

HaumeHoBaHve nekapcTBeHHOro npenapara:

[osunposka:

Cnocob npMmMmeHeHus:

MpogomknTENeHOCTb OHewn
KonuyecTtBo NpuemoB B A€Hb: pa3
Ha 1 npuewm: en.

Mpun. 8 He npumeHdaeTca ¢ 01.07.2013 K NPpaBOOTHOLUEHUAM, CBSA3aHHbIM C Ha3HaAYeHWEM WU BbIMUCbIBAHWEM
NEeKapCTBEHHbIX MpenapaTtoB U meauumHckux msgenun (Mpuka3 MunsgpaBa Poccumn ot 26.02.2013 N 94H).
Mpukaszom MwuHzgpaBa Poccum ot 20.12.2012 N 1175H yTtBepxgeHa HoBasa c¢opma N 148-1/y-06 (1)

"PeuenTypHbii 6naHk".

MpunoxeHue N 8
K Mpukasy

MwuH3agpascoupa3ssutna Poccun
oT 12 cespana 2007 r. N 110

Cnuncok N3MeHSIoLLNX OOKYMEHTOB

(B pea. Npukasa Munsgpascoupassutusa Poccumn ot 20.01.2011 N 13H)

MMHMCTEPCTBO 3OPaBOOXPAaHEHUS

M COLMaJIbHOTO pPas3BUTUSA

Poccurickon demepalun MECTO IJIA
NTPUX-KOIA

MemuumHCKasa opraHu3alumuda

MTamn
Kon OI'PH

YTBEPXIEHA
[lpuka3soM MMHMCTEpPCTBA
30PaBOOXPAHEHMSA M COLMAJIBHOTO
paseuTua Poccuiickol demepauunu
or 12 dempansa 2007 r. N 110

Kon dopmer mo OKYI 3108805

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

Kon Kon HoOzOJOTHM- |MCTOUHMK OQMHAHCU- % OIJlaTH M3|PeueHT|
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KaTeIopuM 4YeCKOM QOpPMEL pPOBaHUSA: VMCTOUHMKA nemcT-
rpaxnaH (nmo MKB-10) 1) denmepanbHBEM OBOXET |MHAHCUPO- |BUTe-—

2) BomxeT cybObexkTa BaHMA : JIeH B
Poccurickon demepauum |[1) 100% Teue-
3) MYHMLMUIIAJbHBIM 2) 50% Hme 1
BmxeT (HyxHOe Imo-|Mecsla
(HyXHOE NOIOYEPKHYTH) OUEePKHYTH)

PELEIIT Cepusa N oT

®.1M.0. maumeHTa

IDaTa CHIIJIC
POXIOESHUSA

N crpaxoBoro
MEeIOMLUVHCKOT'O
nojmca

N MeOMLIMHCKOM KapTH aMByJIaTOPHOTO OOJILHOTO (MCTOPUS Pa3BUTUSI
pebeHka)

®.11.0. Bpaua (benpnoumepa)

Kon Bpaua (denbnmepa)

BrmmmcaHo: (BanoJyiHgeTCsa CIeluraJlMCTOM
ANTEeuYHOT'O ydYpexXIeHMUd)
Rp: OTnymeHoO O pelenTy:

IIaTa oTmnycka
Kon mexapCTBEHHOI'O

D.t.d. npenapara
JosupoBKa ToproBoe HaMMEHOBAaHME
KommuecTBO enmHMI]
Signa
lNonnuch Bpada (dbesbmmepa) KoamnuecTBO
M JIMYHag IedaTb Bpaua Ha ofmwyin cymmy
(enpnwepa)
M.II.

PeLlenT OeMCTBUTEJIEH B TeueHMe 1 Mecsaua, 3 MecsaleB (HeHYXHoe
33a4YEePKHYTH)

Kopewoxk PELEIITA Cepusa N oT

Crnocob NpMMEeHEeHU:

[IPOOOJIXMUTEJIEHOCTD nHelM HawuMeHOBaHME JIEKAPCTBEHHOTIO
KonmmuecTBO NPMEeMOB B IEHb: pas npemnapara:

Ha 1 npuewm: en. JosmpoBKa:

Mpun. 9 He npumeHseTca ¢ 01.07.2013 K NpaBOOTHOLUEHUAM, CBSI3aHHbIM C Ha3HaAYeHWEM U BbIMUCbIBAHWEM
NeKapCTBEHHbIX NpenapaToB u MmeanumHcknx nagenun (Mpukas MunsgpaBa Poccum o1 26.02.2013 N 94H).
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Ipunoxenne N 9

k IIpukasy
Munspascoupassurtust Poccun
ot 12 despans 2007 r. N 110

HNHCTPYKIOUSA
1O 3ATTIOJIHEHHUIO ®OPMBI N 148-1/Y-04 (JI) "PELHEIIT"
" ®OPMBbI N 148-1/Y-06 (JI) "PELREIIT"

CHnHCcOK N3MEHSIOMNX JOKYMEHTOB
(B pex. IlpukasoB Munsnpascoupaszsutust Poccnu ot 25.09.2009 N 7941,
o1 20.01.2011 N 13n)

1. B Bepxnem seBoMm yriy ¢opmel N 148-1/y-04 (;1) "Penent” m ¢opmsr N 148-1/y-06 (i1) "Peument" (manee -
peuentypHblil 01aHK) MPOCTaBIAETCS MITaMII MEAUIIMHCKOW OpraHU3alliy ¢ YKa3aHUeM €€ HauMEeHOBaHus, ajapeca, TeaedoHa,
a TaKk)Ke yKa3bIBae€TCS KOJ MEIUIIMHCKON OpraHU3aIiHy.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 13n)

B Bepxneit yactu Gopmbr N 148-1/y-06 (i1) "Pement" 0003Ha4EHO MECTO /ISl HAHECEHHUS IITPUX-KO/A.

2. OdopmiteHHE pelenTypHOTO OJIaHKa BKJIIOYAET B ceOs I poBOe KOAMPOBAHNE U 3alIOJHEHNE OJIaHKa.

3. LludpoBoe KoAMPOBAHNE PEIETITYPHOTO OJaHKA OCYIIECTBISETCS O CICAYIOMIeH cXeMe:

IIPY M3TOTOBJICHUH PEIENTYPHBIX OJaHKOB IeYaTaeTcsl KO MEAWLUHCKOW OpraHu3aluy B COOTBETCTBHM ¢ OCHOBHBIM
rOCYAapCTBEHHBIM peructpaionHsiM HomepoM (OI'PH);

(8 pen. [Ipukaza Munzapascoupassurust Poccun ot 20.01.2011 N 13H)

Bpad (¢enbamiep) Ha amOyJIaTOPHOM IIpHEME BHOCHUT KOJA KaTeropuu rpaxiaH (SSS), uMmelommux IpaBo Ha
©KEeMECSUHYI0 JIEHe)KHYIO BBIIUIATY U 0oOecreyeHHne JeKapCTBEeHHBIMU IIpenapaTaMi B COOTBETCTBHUHU CO CTaThsiMH 6.1 u 6.7
®enepanbHoro 3akoHa ot 17 wmrons 1999 1. N 178-®3 "O rocymapctBeHHOW coruanbHoit momomu" (CoOGpanue
3akoHOmaTenscTBa Poccmiickoit @epepannu, 1999, N 29, ct. 3699; 2005, N 1, ct. 25; 2006, N 48, ct. 4945), u xox
Ho3omormueckor popmel (LLLLL) mo MKB-10 nmytem 3aHeceHnst Kaxxaol mU(PHI B MyCTHIE SIYEHKHU, TOYKA MPOCTABISETCS B
OTAEIBHOU SYEHKE.

(8 pen. IIpukaza Munzapascoupassurust Poccun ot 20.01.2011 N 13H)

Uctounuk ¢uHancupoBanus (¢enepanpHbiii Oromker [1], Oromker cyobekra Poccuiickoit ®emepanuu [2],
MYHHUIUIATbHBIN OroKeT [3]) 1 npoueHT omaThl (0ecruiatho [1], 50% [2]) yka3bIBalOTCs MOYCPKUBAHIEM.

Ilpu orTmycke NeKapcTBEHHBIX IperapaTroB, BbimucaHHbIX Ha ¢Gopme N 148-1/y-04 (i) "Peuent", B anreuHoi
OpraHM3alMK TIPOCTABIIAETCA KO JIEKAPCTBEHHOTO TIpenapaTa.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

4. 3amomHeHNE PEHENTYPHOTO OJIaHKa.

PenenTypHbIi OJaHK BBINMHCHIBAECTCS B 3-X 3K3eMIUIIpax, UMEIOMNX €IUHYI0 cepuio u Homep. CepHs penenTypHOro
OmaHka BKIIOYaeT Kon cyObekra Poccuiickoit dexepanuu, COOTBETCTBYIONIMH IBYM IMEpBBIM Iudpam OOmepoccHiickoro
KiaccudukaTopa 0ObEKTOB aAMUHHUCTpaTUBHO-TeppuTopHansHoro nenennst (OKATO). Homepa npucBanBaroTcst o MOPSAKY.

ITpu odopmnennn penenTypHOro OJlaHKa YyKa3bIBAIOTCS IIOJHOCTBIO (amMuiMs, UMs, OTYECTBO OOJBHOTO, Jara
POXKICHUS, CTPAXOBOW HOMEP WHIANBUAYAILHOTO JIMIIEBOTO cueTa rpaxaanuHa B [lencuonnom doune Poccuiickoit Demepariuu
(CHMIJIC), HOMEp cTpaxoBoro meamnuHckoro monuca OMC, aapec wid HOMEpP METUITMHCKOW KapThl aMOyJIaTOpPHOTO
TareHTa (UCTOpUN pa3BUTHS peOeHKa).

B rpage "®.1.0. Bpaua (¢denpamepa)" yka3pIBatoTCs (paMuns M HHUIHATIB Bpada ((penpamepa).

B rpade "Rp:" yka3sIBarotcs:

- Ha JIATHHCKOM $sI3bIKE€ HaWMEHOBaHHE JICKApCTBEHHOIO IIpernapara (MEXAyHapoJHOE HEIaTeHTOBAHHOE WM
XHMHYECKOE, JINO0 TOProBoe), 3aperucTpupoBaHHoro B Poccuiickoit @enepaunu, ero 103MpoBKa U KOJIMYECTBO;

(8 pen. Ilpukaza Munzapascoupassutusg Poccuu ot 20.01.2011 N 13#n)

- Ha PyCCKOM MJIM PYCCKOM M HAITMOHAIBHOM SI3bIKaX CIIOCO0 MPUMEHEHHs JIEKapCTBEHHOTO IIpenapara.
(B pen. [Ipukaza Munznpascoupasputus Poccun ot 20.01.2011 N 13H)

3ampemaercs orpaHIYUBATHCA OOIMMH yKazaHusME: "BHyTpennee", "M3BecTHO" U T.1I.

PazpematoTcss TONBKO NPHHATHIE MpPaBHJIAMU COKpAIleHHs OOO3HA4YEHH; TBEpAble W ChITydHne (papMarieBTHUECKHE
cyOctaHIuu BeIMACHIBatoTCs B rpamMMax (0,001; 0,5; 1,0), )xuakue - B MIDUTHIIATPAX, TPaMMaXx U KaIlisix.

(8 pen. IIpukaza Munzapascoupassurust Poccun ot 20.01.2011 N 13H)

Penient noamuceiBaercs BpauoM ((enpaniepoM) M 3aBepseTcs €ro JIMYHOM Imedarbio. JOMOJHHUTENbHO penenT
3aBEpPSIETCA MEYaThi0 METMIIMHCKOM opranu3anuu "{ns penentos".

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 13#n)

Kon B rpade "Kon Bpaua (denpamepa)’ yka3plBaeTCs B COOTBETCTBHHM C YCTAaHOBIEHHBIM OPTraHOM YIIPaBJICHHUS
3IpaBooxpaHeHneM cyOobekTa Poccuiickoit denepanny nepedneM KOJIOB Bpaueil ((herpamepoB), UMEIOIINX MIPABO Ha BEIIHACKY
JIEKapCTBEHHBIX IIPENapaToB B IEJSX IPEJOCTABICHUS rOCYAapCTBEHHON COIMAIBHOMN MOMOIIM B BHAE HaOOpa COIMAIBHBIX
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YCIIyT.
(8 pen. [Ipukaza Munzapascoupassurust Poccun ot 20.01.2011 N 13H)

[Tpu BBINIMCKE JIEKAPCTBEHHOI'O Mpernapara Mo pPelIeHHI0 BpayeOHOI KOMHUCCHMM Ha 000pOTE pelenTypHOro OnaHKa
CTaBUTCS CIICHHATBHAS OTMETKA (IITaMII).

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

5. Tlpu oTmycke JIEKapCTBEHHOTO Mpenapara B anTeYHOH OpPraHW3allMd Ha pELENTYPHOM ONaHKE yKa3bIBAIOTCS
CBeJICHNS O (paKTHUECKM OTIYIICHHBIX JIEKapPCTBEHHBIX MpenapaTtax (MEXIyHapOJHOE HETATCHTOBAaHHOE WM XUMHUYECKOE,
7100 TOProBOe HaNMEHOBAaHNUE, JO3UPOBKA, KOJINYECTBO) U MTPOCTABIISIETCS JIaTa OTITYCKa.

(. 5 B pen. Ilpukaza Munznpascoupazsutus Poccun ot 20.01.2011 N 13H)

6. Ha penentypHoM GiiaHKe BHU3Y UMEETCS JIMHUS OTPHIBA, Pa3AeisIonias pelenTypHbIH OJIaHK U KOPEIIOK.

Kopemiok ot penenTa BolgaeTcss 00JbHOMY (JIMIy, €ro NPEJCTABISIONIEMY) B anTeyHOH OpraHU3alliy, Ha KOPEIIKe
JenaeTcd OTMETKAa O HAaWMEHOBAaHHM JICKapCTBEHHOTO IIpernapara, IO03MpOBKE, KOJIMYECTBE, CIocobe MPUMEHEHHS, U OH
ocraetcs y O0IBHOTO (JIMIIA, €ro MPEICTABIISAIONIETO).

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

7. PeuentypHblii ONaHK 3aroiHAETCS NPH BBHIIHCHIBAHWM JICKAPCTBEHHBIX IIPENApaTOB, M3JACIHH MEIUIMHCKOTO
Ha3HA4YCHUS] W CIHECUUAIM3UPOBAaHHBIX MPOJYKTOB JIeYeOHOTO MHTAHMS JUIS JIeTEH-WHBAJIMIOB, BKIIOUCHHBIX B IEPEUHH
JIEKapCTBEHHBIX INIPENaparoB, U3AEINH MEIMIMHCKOTO Ha3HAYEHUs U CICHHAIN3NPOBAHHBIX MPOJIYKTOB JIEYEOHOTO MUTAHHS
JUIS IeTel-MHBATNJIOB, YTBEP)KIAEMbIX B YCTAHOBJICHHOM ITOPSI/IKE, @ TAK)KE MHBIX JIEKAPCTBEHHBIX MIPENaparoB, OTIYCKaeMBIX
6ecrIaTHO MU CO CKUJIKOM.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

8. TpeOoBaHMs, NMpEeABSIBIACMbIE K BBINHMCBIBAHUIO W3ACIMH MEIUIMHCKOTO HA3HAUEHHS U CIIEHHATM3MPOBAHHBIX
MIPOIYKTOB JICYEOHOrO MHUTAHHUS JUIA JETEH-WHBAJIHIOB B paMKax OKa3aHUs TOCYJapCTBEHHOH COIMaNbHON MOMOIIH,
AQHAJIOTUYHBl TPEOOBAHUSM, MPEABSIBISEMBIM K BBIMHCHIBAHHWIO JIEKAPCTBEHHBIX IIPENApaToB (38 HMCKIIOYEHHEM OTMETKH
BpaueOHO KOMUCCHH).

(8 pen. [Ipukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13H)

9. Opran ympaieHusl 3IpaBooxpaHeHHMeM cyObekTa Poccuiickoli dexpepanuy MOXET pa3pelIdTh H3TOTOBJICHHUE
peLenTypHbIX OJaHKOB B MEAWIIMHCKUX OPraHU3alMAX C UCIIOJIb30BAHHMEM KOMIIBIOTEPHBIX TEXHOJIOTHH.
(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

10. [omyckaercss opOpMIICHHE BCEX PEKBHU3UTOB pEHENTYpHBIX OmaHkoB (opmer N 148-1/y-06 (i) "Pement" c
HCIIOJIb30BAHNEM KOMIBIOTEPHBIX TEXHOIOTHH.

11. Ha obGopoTHOi#i cTopoHe penentypHoro Omanka ¢opmel N 148-1/y-06(a) meuaTaercs TaOmUIA CIEOYIOIIETO
COJEPKAHUS:

(8 pen. [Ipukaza Munzapascoupassutust Poccun ot 25.09.2009 N 794n)
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MpuroToBun

MNposepun

Ortnyctun




12. Ha penentypusix Omamkax ¢opm N 148-1/y-04(m) m N 148-1/y-06(;1) BBITUCHIBaeTCS OJHO HAaWMEHOBAHHE
JIEKapCTBEHHOTO TIpeTapaTa, H3AeIHsI MeIUINHCKOTO Ha3HAYCHUS WM CIICIMATN3NPOBAHHOTO NPOIYKTa JEYEOHOTO MUTaHHS
(8 pen. IIpukaza Munzapasconpassutust Poccun ot 20.01.2011 N 13H)

VcnipaBnenus py BBHITMCBIBAHUN PELIENITOB HE OMYCKAIOTCS.

(n. 12 BBenen Ipukazom Munsnpascoupazsutus Poccun ot 25.09.2009 N 794H)

13. Cpox neiictus perenta (1 mecsr, 3 Mecsia) yka3plBaeTcs TyTeM 3aUepPKUBAHUS.

(n. 13 BBenen Ipukazom Munsnpascoupazputus Poccun ot 20.01.2011 N 13H)

Mpun. 10 He npumeHseTca ¢ 01.07.2013 Kk NpaBOOTHOLUEHWSAM, CBSA3AHHLIM C HA3HAYE€HWEM U BbINUCbLIBAHUEM
nekapcTBEHHbIX NpenapatoB U meauumHekux nagenun (Mpukas MuHsgpasa Poccum ot 26.02.2013 N 94H).

IIpunoxenue N 10

k [Ipukasy
Mumnzapascoupaszsutust Poccun
ot 12 ¢espans 2007 r. N 110

Cn1coK N3MEHSILWNX JOKYMEHTOB
(B pea. Mpukasa MuHsgpascoupassutust Poccum ot 20.01.2011 N 13H)

Kon ¢opmer mo OKY[
Kon yupexpmenma no OKIIO
MemoMuUMHCKAasA OOKyMEeHTalUMsa

MMHMCTEPCTBO 3IOPaBOOXPAaHEHUIT dopma N 305-1/y
M COLMAaJIbHOT'O pPasBUTUI YrBepxneHa lIpukaszsoM
Poccurickon dernepaumm MyHMCTEepCTBa 3OPaBOOXpPaHeHUs
M COLMAaJIbHOTO Pa3BUTUSI
(HaMeHOBaHMEe MeIOMUVHCKOM Poccurickon demepalum
opraHm3alunn) or 12 derpansg 2007 . N 110

KyprHana <*>
ydyeTa B MeIMLUMHCKUX OpTaHM3alMax
bopmer N 148-1/y-88 "PeuenrTypHuii OJjaHk",
bopmer N 148-1/y-04 (;1) "Peuent", dopmer N 148-1/y-06 (i)
"Peuent", ¢opmbl "CHnelUMaJsibHEIM PeLeNTYypPHHM OJIaHK Ha
HapKOTUUECKkOe CPeICTBO UM IICUXOTPOIHOEe BemecTBO"
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Mpuxoa

Pacxop d.M.0.n OctaTto
n/ noanuch K
n nata N n parta obuee cepun un KONu4ecT d.N.0.n naTa cepusa n KONMNUYECTBO o.MN.0. noanucb OTBETCTBEHHO
perncTpa, | JOKYMEHT | KOMMYecTBO | Homepa BO noanunch Bblaa4un Homep BblJaHHbIX | OTBETCTBEHHO | OTBETCTBEHHO | ro paboTHMKa,
nun a, OT KOro | NOCTYNMBLL | peuenTypH | GnaHKoB | OTBETCTBEHHO | peLenTypH | peLenTypHO | peuenTypH ro ro BblOaBLLEro
NPUXOLHOT | MOCTYMUI nx bIX OnaHkoB no ro biX 6naHkoB | ro 6naHka | biX 651aHKOB | MEAMLMHCKOT | MEAULIMHCKOT | peLenTypHble
o peLenTypH cepusiM | MeauUMHCKOr 0 paboTHuKa, | 0 paboTHUKa, ©naHkm
OOKyMeHTa biX OnaHKoB 0 paboTHuMKa, NoMy4YmBLLIErO | MOMy4YUBLIErO
Nony4mnBLLETO peuenTypHble | peLenTypHble
peuenTypHble GnaHkm OnaHku
OnaHkm
1 2 3 4 5 6 7 8 9 10 11 12 13 14




<*> )Kypnan nommkeH OBITh IPOHYMEPOBaH, MPOLIHYPOBAH W CKPEIJICH IMOAIUCHI0 PYKOBOIUTEINS M IE€YAThI0 MEIUIMHCKOMN
OpraHU3aIMH.

CornacoBaHo

PykoBoauTens (3amMecTUTETh
pyxoBoautens) ®CKH Poccun
O.H.XAPUYKUWH

12.02.2007

Ipunoxenne N 13

x [Ipuxasy
Munsapascoupassurtus Poccun
ot 12 despans 2007 r. N 110

HMHCTPYKIOUS
O NOPSJKE BbIIINCBIBAHUS IEKAPCTBEHHBIX ITPEITAPATOB
W O®OPMJIEHUS PEIIENITOB U TPEBOBAHUI-HAKJIATHBIX

CnHCcOK N3MEHSIOMNX JOKYMEHTOB
(8B pex. IlpukazoB Munsapascoupassutus Poccun ot 27.08.2007 N 560,
oT 25.09.2009 N 794H, ot 20.01.2011 N 13H,
[TpuxazoB Munznapasa Poccun ot 26.02.2013 N 94H, ot 24.11.2021 N 1094n)

I. O0mue TpeGoBaHNS BBINUCHIBAHUS JIEKAPCTBEHHBIX NIPENapaToB
(B pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 13n)

Mynxrer 1.1 - 1.2 ne mpumenstorcs ¢ 1 urons 2013 roga k NpaBOOTHOIIEHMSIM, CBSI3aHHBIM C HA3HAUYEHUEM U
BBIMHCHIBAHNUEM JIEKAPCTBEHHBIX IpenapaTtoB U MeaunuHckux usgenuil (Ilpuxa3s Munsgpasa Poccun ot 26.02.2013 N
94n).

1.1. Tlpy HamMYMM COOTBETCTBYIOIIMX IIOKa3aHWH TIpakaaHaM, OOpaTHUBIIMMCS 3a MEIUIMHCKOH ITOMOLIBIO B
amMOyJIaTOPHO-NIONMKIMHUYECKOE YUPEKICHNE, a TaKKe B CIydasX HEOOXOJUMOCTH INPOJODKEHHS JIEYEHUs 1OCIE BBIMUCKH
00JILHOTO M3 CTAllMOHapa Ha3HAYAIOTCs JISKAPCTBEHHBIE TIPENapaThl ¥ BHIITMCHIBAIOTCS PELENTH HA HUX.

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

1.2. 3ampenaercs BBITUCHIBATH PELIEHITHI:

Ha JIEKapCTBEHHBIE NIPENapaThl, HE Pa3pEeIICHHbIC B YCTAHOBICHHOM MOPSIKE K MEIUINHCKOMY NIPHUMEHEHHIO;
(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

IIPU OTCYTCTBHU MEAMIIMHCKUX MOKa3aHUH;

Ha JICKapCTBEHHBIE NTpenaparhl, UCIIOIb3yEeMbIe TOJBKO B MEAMIMHCKUX OpTraHM3alusX (3(Up HApKO3HBIH, XJIOPATHII,
(erTaHMN (KpOME TpaHCIepMaIbHOM JIeKapCTBEHHOH (POpMBI), COMOPEBHH, KaJHUIICON, (PTOPOTaH, KETAMHH H Jp.);

(8 pen. [Ipukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13H)

Ha HapKOTHUYECKHE CPEJCTBA M IICHXOTPOITHbIE BellecTBa, BHeceHHble B Crincok I TlepedyHs: HAPKOTHYECKUX CPE/ICTB,
IICUXOTPOIIHBIX BELIECTB M MX IPEKypcOpOB, MOIEKAIIUX KOHTpoiarw B Poccuiickoir denepauuy, yTBEP>KIESHHOTO
IToctanoBnenuem IIpaBurennsctBa Poccuiickoit ®@enepanuu ot 30 utonst 1998 r. N 681 (manee - HapKOTHUYECKHE CPENICTBA U
ncuxoTpornHble BemecTta Crncka II) - st redeHnst HapKOMaHMY;

Ha HApKOTHYECKHE CPENICTBA M ICHXOTPOIHbIE BemecTBa criickoB I u 111 - 4acTHONPaKTHKYIOMKM BpadaM.

MyHkTbl 1.3 - 1.4 He npumeHsatoTca ¢ 1 uons 2013 roga K NPaBOOTHOLLUEHUSAM, CBA3AHHBIM C Ha3HaYeHWEM n
BbIMMCbIBAHWEM FEKAPCTBEHHbIX NpenapatoB W MeauuuHckux wusgenvn (MNpuka3 MwuHsgpaBa Poccun ot
26.02.2013 N 94n).

1.3. 3y6HbIe Bpa4u, d)e]'lbﬂ,LLIepbl, aKyLllepKn BbINMACbIBAKOT ©0mMbHbIM peuenTtbl Ha NeKapCTBEHHbIE
npenapartbl 3a CBOEN NOANUCHLIO U C YKa3aHmem cBoero MeanumMHCKOro 3saHusa TOJ1bKO B CrlyYadX, YKa3aHHbIX B II. 1.
3.3, 3.6, 3.7.2 MHCcTpyKIMU O OPsI/IKE Ha3HAUSHHUS JISKApCTBEHHBIX Ipenaparos (npuioxenue N 12).

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

1.4. PenenTsl OOJILHBIM JIOJDKHBI BBITUCHIBATHCS C YKA3aHWEM BO3pacTa IAlMEHTa, IOPsAKA OIUIAaThl JIEKAPCTBEHHBIX
IpernapaToB M ¢ y4eToM AEHCTBHSA BXOMMIIMX B HX COCTaB MHIPEJUEHTOB HAa PELENTYPHBIX OnaHKaxX, (GOPMBI KOTOPBIX
YTBEpKIeHBI MUHUCTEPCTBOM 3IPABOOXPAaHEHHS U COIMATILHOTO pa3BuTHs Poccuiickoit ®enepannu (mpumoxxenus N 1, 3, 5, 7
u 8).

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 131)

Ilynkr 1.5 He npumensiercs ¢ 1 urong 2013 roga K mpaBOOTHOLIEHUSIM, CBS3aHHBIM C HAa3HAYEHUEM W BBINHCHIBAHUEM
JIEKapCTBEHHBIX NpenaparoB U MexunuHckux nnenui (IIpukas Munsapasa Pocenn ot 26.02.2013 N 94n).

1.5. Penenrrypusie 6manku popmer N 148-1/y-88 (mpunoxenne N 3) npeaHa3HadeHbI JUTs BBITUCHIBAHIS U OTITYCKa:

- IICUXOTPOIHBIX BellecTB, BHeCeHHBIX B Crircok 111 ITepedHsi HAPKOTHYECKUX CPEACTB, ICUXOTPOIHBIX BELIECTB H HX
MPEKyPCOpOB, TOMICKAIHUX KOHTpod0 B Poccuiickoin ®enmepaumu, yrBepxnenHoro IlocranoenenueMm IlpaBurenbcTBa
Poccwuiickoii @enepanun ot 30 urons 1998 r. N 681 (manee - ncuxorponnsie BemectBa Crincka I1I), 3aperncTpupoBaHHEIX B
YCTAHOBJICHHOM TIOPSIZIKE B KaUeCTBE JIEKAPCTBEHHBIX MIPENaparos;
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(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

- MHBIX JICKAPCTBEHHBIX CPEJICTB, MMOUICSKAIINX IIPEIMETHO-KOINYECTBEHHOMY YUeTY;
(8 pen. [Ipukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13H)

- aHabOJTMYECKUX CTEPOUJIOB.

J1Jist BBIMUCHIBAHUS M OTITyCKA JICKAPCTBEHHBIX TPENapaToB 1yisi aMOyJIaTOPHOTO JICYSHHUS TPaXKIaH B paMKax OKa3aHUsI
TOCYAAapCTBECHHON COLMATIBHON MOMOIIY Y IPaXkJaH, UMEIOIINX MTPAaBO Ha MOJIY4EHHE JICKAPCTBEHHBIX MPENapaToB OECIUIATHO
¥ CO CKHIIKOM, TpeIHa3HaueHBI perentypHeie oanku ¢popmsl N 148-1/y-04 (o1) u penentypubie Onanku Gopmer N 148-1/y-06
() (mpunoxxenust N 7 u 8).

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

Bce ocranbHble JekapcTBEHHBIE MTPENapaThl BHITUCHIBAIOTCS Ha pelenTypHbIX Onankax gopmsl N 107-1/y (npunoxenue
N3).

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 13#n)

[Tynkter 1.6 - 1.7 He mpumenstores ¢ | wmrons 2013 roma K NpaBOOTHOLICHMSAM, CBSI3aHHBIM C Ha3HauYCHHEM U
BBINMCBIBAHUEM JICKAPCTBEHHBIX IpenapaToB W MenunuHckux m3aenui (Ilpukas Munsapasa Poccum ot 26.02.2013 N
94n).

1.6. Hapxotuueckue cpenctBa u rmcuxorpomnHbie BemectBa Crnucka II, 3aperucTpupoBaHHBIE B KauecTBe
JIEKapCTBEHHBIX CPEJICTB B YCTAHOBJIEHHOM 3aKOHOJAATeNnbCcTBOM Poccuiickoii denepanuu mopsiake, TOJKHBI BBIMHCHIBATHCS
Ha CITCIMAIBHBIX PELEHTYPHBIX OJTaHKaX Ha HAPKOTUYIECKOE CPEICTBO U MICHXOTPOITHOE BeliecTBO (mpriokenue N 1).

1.7. Tlpy BBIMUCHIBAaHUM peIENTa Ha JICKAPCTBEHHYIO MPONHCh WHAWBHIAYAIGHOTO W3TOTOBIICHUS, COJEPKAIIyI0
HapKOTHYECKOE CPEACTBO WM NcmxoTpomHoe BemiectBo Cmmcka II, m mpyrue ¢apmaxoiornyeckre akTHBHBIC BEUIECTBA B
JI03€, HE MPEBBIIAIONICH BBICIIYIO Pa30BYIO 03y, U IPH YCIOBHH, YTO 3TO KOMOMHHPOBAHHOE JIEKAPCTBEHHOE CPEICTBO HE
SIBIISICTCSA HAPKOTHYCCKUM CPEJICTBOM FUTH IICHXOTPOIHBIM BerectBoM Crricka Il cienyeT uemomb30BaTh pelenTypHBIA OaHK
tdopmbl N 148-1/y-88.

DTH pelenThl TOJKHBI OCTaBaThCs B allTEYHON OpPTaHU3alMU JUI TPEIMETHO-KOJIMUYECTBEHHOTO yUeTa.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 13#n)

ITynkter 1.8 - 1.10 me mpumenstorcs ¢ | mions 2013 roga K NpaBOOTHOIIEHHSM, CBSI3aHHBIM C Ha3HAYEHHEM U
BBINMCBIBAHUEM JICKAPCTBEHHBIX IpenapaToB W MmenunuHckux m3aenui (IIpukas Mwunsapasa Poccum ot 26.02.2013 N
94n).

1.8. Ilpu BbINMCHIBAHMM pelenTa Ha JICKapCTBEHHYI MPONHCh HWHIMBUAYAJIBHOIO W3TOTOBIEHUS Ha3BaHUS
HapKOTUYECKUX CPEJCTB M MNCUXOTpomnHbiX BemecTB crnuckoB II m III, MHBIX JEeKapCTBEHHBIX CPEACTB, MOAJIEKALIUX
MPEIMETHO-KOJIIMYECTBEHHOMY YUETY, UILIYTCS B HaYalle PELENTa, 3aTEM - BCE OCTalIbHbIE MHTPEIUEHTHI.

1.9. BeimuceiBass HapKOTHYECKOE CPEACTBO WIIM IICHXOTpomHOoe BemecTBo crnmckoB I u III, nHBIE NexapCTBEHHBIE
CpeICTBa, MOAJIEKAINE IPEIMETHO-KOJIIMYECTBEHHOMY YUETY, 103a KOTOPBIX MPEBBIIIAET BHICIINN OJHOKPATHBIA IPHUEM, Bpay
JIOJDKEH HaIUCcaTh A03Yy 3TOr0 CPEACTBA WU BEIECTBA MPOMUCHIO M MOCTaBUTh BOCKJINIATEIbHBII 3HAK.

1.10. He paspemaercsi BBINKCHIBATH OIpEETICHHBIE JIEKAPCTBEHHBIEC IIperapaTbl B OJHOM pelente 0Ooyiee TOro
KOJINYECTBA, KOTOPOE yKa3zaHo B mpuioxkeHuu N | k Hactosmel MHCTpykiuu.

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

MyHkTbl 1.11 - 1.12 He npumeHstoTca ¢ 1 nonga 2013 roga kK NPaBOOTHOLLEHUAM, CBSA3AHHBIM C Ha3HaYeHneM 1
BbINMUCbIBAHUEM IEKApCTBEHHbLIX MpenapaTtoB U mMeauumnHcknx usgenui (Mpukas MwuHsgpaBa Poccumn ot
26.02.2013 N 94h).

1.11. HopMmBbl BBIMKCHIBaHUS U OTIyCKa HapKoTH4eckux cpeactB Crmcka II, mpon3BoaHBIX 6apOMTYpOBOW KHCIIOTBHI,
MHBIX JIEKAPCTBEHHBIX CPECTB, MOMICKAIINX ITPEIMETHO-KOINIECTBEHHOMY YUeTy, IS MHKYpaOeIbHBIX OHKOJIOTHYECKUX U
TeMaTOJIOTHYECKHUX OOJNBHBIX MOTYT OBITh YBEIWYEHBI B 2 pa3a 110 CPABHEHHUIO C KOJIMYECTBOM, YKa3aHHBIM B IpmtokeHnu N 1
K Hacrosmeld MHcTpyKuuu.

1.12. CocTaB J1eKapCTBEHHOTO Tpemnapara (B cilydae KOMOMHMPOBAHHOTO TIperapara), 0003HadeHHE JEKapCTBEHHON
¢opMbl 1 oOpameHne Bpada K (apManeBTHYECKOMY paOOTHHKY 00 M3TOTOBJIEHMM M BBIaue JIGKAPCTBEHHOTO Iperapara
BBINKCBIBAIOTCS HA JTATUHCKOM SI3BIKE.

(8 pen. [Ipukaza Munzapascoupassurtust Poccun ot 20.01.2011 N 13H)

He pomyckaercs cokparieHue 0O003HAYCHUH OJM3KMX 1O HaWMEHOBAaHHMSM WHTPEIMEHTOB, HE IT03BOJISIOLIMX
YCTaHOBHTH, KAKOW MMEHHO JIEKApCTBEHHBIN TpenapaT BHIIHCaH.

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

Hcnonp30BaHNEe TaTHHCKUX COKPAIIEHUH 3THX 0003HAUCHMH pa3pemacTcsi TOIbKO B COOTBETCTBHU C COKPAICHUSMH,
MIPUHATEIMA B MEIUIMHCKOH W (apMareBTHUECKON IPaKTHKE, MPEIyCMOTPEHHBIMH TpHiokeHHeM N 2 K HacTOsIIEeH
WucTtpyxuun.

MyHkTbl 1.13 - 1.15 He npumeHsatoTca ¢ 1 nonga 2013 roga K NPaBOOTHOLLEHUSAM, CBS3aHHBIM C Ha3HaYeHnem 1
BbINMUCbIBAHMEM IEKAPCTBEHHbLIX MpenapaTtoB u meauunHcknx usgenui (Mpukasd MwuHsgpaBa Poccumn ot
26.02.2013 N 94h).

1.13. Crioco0 mpuMeHeHH s JICKApCTBEHHOTO Tpernapara 0003HavaeTCs ¢ yKa3aHHEeM J103bl, YaCTOThI, BpEeMEHH MpPHEeMa U
ero JUIMTEIbHOCTH, a JUIsl JIGKapCTBEHHBIX IIPENaparoB, B3aWMOACHCTBYIOLIMX C MHUIIEH, - BPEMEHHM HUX YIOTPeOJIeHUs
OTHOCHTEJIFHO TIpHeMa MUK (10 e/1bl, BO BPEMsI €Ibl, IOCTIE EIbl).

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)
1.14. Tlpm HeE0oOXOAMMOCTH 3KCTPEHHOTO OTIIyCKa JICKApPCTBEHHOTO IIpermapara OONBHOMY B BepXHEH wyacTu
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perentypHoOro O6JaHKa MPOCTABIAIOTCS 0003HaueHH ""cito" (cpouHo) i "statim" (HEMEIJICHHO).
(8 pen. [Ipukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13H)
1.15. TIpu BHIMTUCHIBAHUM peLIENTa KOJTMYECTBO KUIAKUX (hapMaleBTHUECKUX CYyOCTaHIMH yKa3bIBae€TCsl B MUJLTHINTPAX,
rpamMMax MM KaruisiX, a OCTaJbHBIX (papMaleBTHYECKUX CyOCTaHIMi - B TpaMMax.
(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 131)

[Tynaxt 1.16 e mpumensercs ¢ 1 uronsg 2013 roma kK MPaBOOTHOIIEHUSM, CBSA3aHHBIM C HA3HAYEHHEM M BBITUCHIBAHHEM
JIEKapCTBEHHBIX MpemnapaToB U MeauuHCKUX uanenuid ([Ipukaz Munzapasa Poccun ot 26.02.2013 N 94H).

1.16. CrenuasnbHble pelenTsl Ha HApKOTHYECKOE CPEJICTBO M IICMXOTPOITHOE BEIIECTBO ACHCTBUTEIBHBI B TEUEHHE 5
JIHEH CO JIHS BBINIMCKH; PELIENThI, BBIITMCAHHBIC HA PelenTYpHBIX Onankax ¢popmbl N 148-1/y-88, - B Teuenune 10 nHew.

PGHCHTBI Ha JICKapCTBCHHBIC MperiapaTbl (3a HUCKIIOYCHUEM MNoMJICKAIIUX MPECAMECTHO-KOJINYCCTBECHHOMY yquy),
BBINTMCaHHbBIE Ha perenTypHbIx Omankax ¢opmsl N 148-1/y-04 (1) u popmer N 148-1/y-06 (1), mist amOynaTOpHOTO JICUEHUS
TpakAaH B paMKax OKa3aHWS TOCYJAapCTBEHHOH COIMANbHONW MOMOIIM W TpaKAaH, MMEIONMX MpaBO Ha IOJydYCHHE
JIEKapCTBCHHBIX IPENApaToB OECIUIATHO M CO CKHIKOH, JAEHCTBUTENBHBI B Te4eHHE | Mecsla co JHS BBINHCKH, a B CiIydac
BBIITMCKH TAKUX PELENTOB yKa3aHHBIM KaTErOpHsM Tpaxk[JaH, JOCTUTIIMM IEHCHOHHOTO BO3pacTa, CPOK JICHCTBHS perenTa
COCTaBJIsIeT 3 Mecsla CO JHS BBINMCKU. JUyIsl JIledeHHs 3aTsDKHBIX M XPOHMYECKHX 3a00JeBaHMH TpaklaHaM IEHCHOHHOTO
BO3pacTa MOTYT BBINUCHIBATHCS PELENTHI Ha JIEKAPCTBEHHBIE MPENapaThl Ha Kypc JIEUEHHS 10 3-X MECALEB.

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

PGHCHTBI Ha BCC OCTAJIBHBIC JICKAPCTBCHHBIC ITPEIapaThl HeﬁCTBHTeHBHBI B TE€UEHHUE 2-X MECALECB CO THA BBIIIMCKH.
(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

Penteniter Ha Tipon3BOAHBIE 0ApOUTYPOBON KUCIOTHI, A eNpHH, TICEBI0d()eAPHH B YICTOM BHIEC W B CMECH C JIPYTHMHU
JIEKapCTBECHHBIMH CPEJICTBAMH, aHAOOJIMYECKHE CTEPOMBI, KIO3allMH, THAHENTHH /U JICYeHUS OONBHBIX C 3aTSHKHBIMH H
XPOHUYECKMMH 3200JIEBaHUSIMHA MOTYT BBIIMCBIBATHCS HA Kypce JiedeHus 10 | Mecsana. B aTux cirydasx Ha perenrax JOJDKHA
ObITh Hagmuch "[lo cnenmanbHOMY Ha3HAYCHHWIO', CKpeIIeHHas MOAIMCHIO Bpaya M MeyaTblo MEJWIMHCKOW OpraHM3aliy
" Inst penenToB".

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 13#n)

MyHukt 1.17 He npumeHsetca ¢ 1 uona 2013 roga K NPaBOOTHOLIEHUSM, CBA3aHHbIM C Ha3Ha4YeHueMm U
BbINMUCbIBAHMEM IEKApPCTBEHHbIX MpenapaTtoB U mMeguumnHcknx wusgenui (Mpukas MwuHsgpaBa Poccumn ot
26.02.2013 N 94n).

1.17. IIpu BBIIMCHIBAHUN XPOHUYECKUM OOJBHBIM PEIENITOB Ha TOTOBBIC JICKAPCTBEHHBIE MPENapaThl U JIEKapCTBEHHBIE
Ipenaparsl HHANBUYaJIbHOTO M3TOTOBICHUS BpadaM pa3pelacTCsl YCTaHABIMBATh CPOK ACHCTBHUS PEelenTa B Mpenaenax o
OJIHOTO T0/1a, 32 MCKIFOUCHNUEM:

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

- JIEKapCTBEHHBIX CPENICTB, MOUIEKAIINX MPEAMETHO-KOJIMYECTBEHHOMY YUETY;

- JIEKapCTBEHHBIX MPETapaToB, 00IaAaI0MNX aHA00INIECKOH aKTHBHOCTBIO;

- JIEKapCTBEHHBIX TIPENapaToB, OTIYCKAEMBIX M3 alTEYHBIX OpraHU3aluil M0 pelenTam sl aMOyJIaTOPHOTO JICUeHHs
rpaxJaH B paMKaxX OKa3aHUS TOCYJapCTBCHHOH COLMAJBbHOW TNOMOIIM M TpaKAaH, HMMEIOIIMX IPaBO Ha IOJIy4eHHE
JIEKapCTBEHHBIX CPEICTB OECIIaTHO U CO CKUAKOM;

(B pen. IIpukaza Munznpasconpasputus Poccun ot 20.01.2011 N 13H)

- CIIUPTOCOICPIKAIINX JIEKAPCTBEHHBIX MPETIAPAaTOB HHANBUIYATHHOTO M3TOTOBICHUS.
(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

[lpn BBHIMMCBIBAHMM TaKWX PELENTOB Bpay JOJDKEH chenaTh IMOMETKy "XpoHHYeckoMy OonbHOMY'", yKa3aThb CpOK
JEWCTBHS pelenta W IepUOAMYHOCTh OTIYCKa JIEKapCTBEHHBIX IIPENapaToB W3 aNTEYHOW OpraHu3anuy (eXEeHEeAEeNbHO,
€XKEeMEeCSIUHO M T.N.), 3aBepUTh ATO yKa3aHHE CBOCH MOANMCHIO M JIMYHOM MeyaTblo, a TaKXKe MeYaThbl0 MEAMLIMHCKOU
opranu3zanuu "J{ns peuentos".

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 13n)

[Tynxt 1.18 He mpumensercs ¢ 1 uronsg 2013 roma K MPaBOOTHOIIEHUSM, CBSA3aHHBIM C HA3HAUEHHUEM M BBITUCHIBAHHEM
JIEKapCTBEHHBIX MpemnapaToB U MeauuHCKUX uanenuid ([Ipukaz Munzapasa Poccun ot 26.02.2013 N 94H).

1.18. Perent, He OTBeUarOUii XOTS ObI OJHOMY W3 MEPECUYUCICHHBIX TPECOOBAHWI WM COJICPIKAIIUN HECOBMECTUMBIC
JIEKapCTBEHHBIE CPEJICTBA, CUUTACTCS HEJACHCTBUTEIHHBIM.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

B cmygae BO3MOXHOCTH YTOYHEHHS y Bpada WIH JPYroro METUIIMHCKOTO pPaOOTHHMKA, BBITHUCABIIETO pELENT,
HaUMCHOBAHHSA JICKAPCTBECHHOTO TIPETapara, ero T03UPOBKH, COBMECTUMOCTH | T.II., paOOTHUK aNTeYHOH OpTaHU3aI[Hd MOXKET
OTITyCTUThH JICKAPCTBCHHBIN TIpenapaT MaIfeHTy.

(8 pen. [Ipukaza Munzapasconpassutust Poccun ot 20.01.2011 N 13H)

Il. Mopsipok BbINUCbIBaHUS peLenToB
Ha NeKapcTBeHHbIe Npenapartbl A4nsa ambynaTtopHOro neyvyeHusi
rpaxgaH B paMKax oka3aHusi rocyAapCTBEHHOM coLmnanbHOM
NMOMOLLM U rpaxkaaH, UMeKLWMX NpaBo Ha NosnyYyeHue
neKkapcTBEHHbIX CpeAcTB 6ecniaTHO U CO CKMAKOWM
(8 pea. Npukasa Munsgpascoupassutusa Poccum ot 20.01.2011 N 13H)

MyHkT 2.1 He npumeHsieTca ¢ 1 umona 2013 roga K NPaBOOTHOLUEHUSIM, CBA3AHHbIM C Ha3Ha4YeHueM U
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BbINUCbIBAHNMEM IEKapCTBEHHbIX MpenapatoB U meauumHckux usgenun (Mpukas MwuHsgpasa Poccum ot
26.02.2013 N 94H).

2.1. CaMOCTOSITENBHO JIEYAllMM BpadyoM WM BPadOM-CIICIHAINCTOM JIe9eOHO-TIPOMMIAKTHIECKOTO YUPEXICHUS
BBIITMCBHIBAIOTCS. PELENTHl Ha JICKAPCTBEHHBIE NperapaTsl JUIs amMOyJaTOPHOrO JICYCHHUs] TpaXkJaH B paMKax OKa3aHMs
TOCYAapCTBEHHON COIMANBHOM ITOMOIIM 1 TPaX/JIaH, MMEIOIINX IIPaBoO Ha MOIyYeHHE JICKApCTBEHHBIX CPEJCTB OECIIaTHO U CO
CKUJKOHN, B COOTBETCTBUHU CO CTaHAApTaMH MEIUIMHCKON NMOMOIIY, 33 UCKIIOUCHHEM CIy4aeB Ha3HAUEHUs, ONpee/ICHHBIX
nyHkToM 2.4.1 Hactosmed MHCTpyKIuy.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

[Tynxt 2.2 He mpumensiercs ¢ 1 uiong 2013 roga Kk MpaBOOTHOIIECHHUSM, CBSI3aHHBIM C HA3HAUEHHUEM U BBIMHCHIBAHHEM
JIEKapCTBEHHBIX MPEmapaToB U MeauuHCKuX m3aenni (IIpukaz Munzapasa Poccun ot 26.02.2013 N 94n).

2.2. HpaBo CaMOCTOATEJIbHO BBINMCBIBATL PECUCIITHI AJI MMOJTYUYCHHA B anTeYHOMH opraHm3anuu JCKapCTBCHHBIX CPEACTB

rpaxJaHaM B IOPsIIKe, YCTAHOBIEHHOM II. 2.1 HacTosmel NHCTPYKIIUHN, UMEIOT TaKXKe:
(B pen. [Ipukaza Munznpascoupasputus Poccun ot 20.01.2011 N 13H)

2.2.1. B mpenenax cBOel KOMITETCHIINU Bpadd, pabOTAOMIe B MEAUITMHCKON OpraHU3anui 110 COBMECTUTENBCTRY;
(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

2.2.2. Bpaud CTAIMOHAPHBIX YUYPEXKICHWH COLMAIBHOM 3alUTHl M HCIPABUTENBHBIX YUPEXKICHWH HE3aBUCHMO OT
BEZOMCTBEHHOH NPHHA/UIEKHOCTH;

2.2.3. Bpaun BeJOMCTBEHHBIX MOJHMKIMHUK (QenepainbHoro (cyobekra Poccuiickoit denepaun) mounHeHU:

- rpakgaHaM, HMMEIOIMM CTaTyCc MO MpOoQecCHOHATbHOMY IPHU3HAKY, PacxoJbl Ha OecIUIaTHOE JIeKapCTBEHHOE
obecrieueHne KOTOPbIX B COOTBETCTBHH C 3aKOHOIATeNbCTBOM Poccuiickoit dejepanuy MOKPHIBAIOTCS 32 CUYET CPEICTB
(henepanbHOTrO OMOKETA,;

- MHBIM KaTETOPHSAM TPaKIaH, pacXoabl Ha OECIUIaTHOE JIEKAPCTBEHHOE OOECTedYeHHE KOTOPHIX B COOTBETCTBHH C
3aKoHOMATeNhCTBOM Poccuiickort Demepanuu IMOKPHIBAIOTCA 32 CYET CPEICTB OIOMHKETOB PA3IMYHBIX YPOBHEH W
00513aTEIEHOT0 MEJUIMHCKOTO CTPAaXOBAHUS 10 COIJIACOBAHWIO W B MOPSIKE, ONpPEENsieMOM OpraHaMy HCIIOJHHUTEIHHOM
Biactu cyowbekra Poccuiickoit deneparyu, ecnu B Oro/DKeTax COOTBETCTBYIOMIMX (elepalibHbIX OPraHOB HCIIOJHUTEIHLHON
BJIACTH HE BBIAEJIECHBI (PMHAHCOBBIE CPE/ICTBA HA 3TH LIEJIH;

2.2.4. YaCTHONPAKTHKYIOIIME Bpayd, paloTaroliye IO JOroBOPY C TEPPUTOPHAIBHBIM OPraHOM YIpPaBJICHHS
3IPaBOOXPAaHCHHEM W/WIIK TEPPUTOPHAILHBIM (OHIOM 00A3aTEIBHOIO MEAUIMHCKOIO CTPAXOBAaHHS U OKA3bIBAOIIHE
MEIUIMHCKYIO TIOMOIIb IPaXKJaHaM B paMKaX HpPOrpaMMbl OKa3aHUsI FOCYAApPCTBEHHON COLMANBHON IMOMOIIM U TPpaxIaHaMm,
HMEIOIIMM TIPAaBO Ha MOJy9IEHHE JIEKAPCTBEHHBIX MPENapaToB OECIUIATHO U CO CKUAKOM.

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

Ilynkr 2.3 He npumensiercss ¢ 1 urona 2013 roga K mpaBOOTHOLIEHUSIM, CBS3aHHBIM C HA3HAYEHUEM U BBINHCHIBAHUEM
JICKapCTBEHHBIX MpemnapaToB u MeauiuHcknx m3aenni ([Ipukaz Munzapasa Poccun ot 26.02.2013 N 94H).

2.3. B 0co0pIx ciydasx (MpOKHBAHUE B CEIBCKOM MECTHOCTH, TJ€ HAXOAUTCS TOJIBKO MEAUIMHCKAsI OPraHU3ays WiH
ee 00ocoOileHHOe Topa3IesicHne, He IMEIoIIee Bpada) pelenThl Ha JeKapCTBEHHBIC MpenapaThl 11 aMOyIaTOPHOTO JICUEHHS
TpaXAaH B paMKax OKa3aHUS TOCYJApCTBEHHOH COIMANbHONW MOMOIIM W TpaKAaH, MMEIOIIMX MpaBO Ha IOIydYCHHE
JICKapCTBCHHBIX IIPENapaTroB OECIUIATHO W CO CKHIKOH, MOTYT OBITh BBIHCAHBI CaMOCTOATENBHO BEAYIIUM IIPHEM
(enpaIIEpOM WK aKyIIEPKOH TaKOH MEJUIMHCKOM OpraHu3aliy B COOTBETCTBUH ¢ 11. 2.1 HacTosmei MHcTpykuunm.

[lepeueHb MEIUIMHCKUX OPraHU3ALMK U MOPSIOK JEKapCTBEHHOTO 00ECTIeYeH s yKa3aHHbBIX TPaXIaH ONpPEIessIoTCs
OpraHoOM HCIIOJTHUTENILHOI BiacTH cyobekTa Poccuiickoit @enepaunu B cepe 31paBoOXpaHEHHUS.

(1. 2.3 B pen. Ilpukaza Munzapascornpassutust Poccuu ot 20.01.2011 N 13n)

MyHkT 2.4 He npumeHdeTca ¢ 1 wona 2013 roga K MpaBOOTHOLUEHMSM, CBS3aHHbIM C Ha3HaYeHUeMm U
BbINCbIBAHWEM FEKapCTBEHHbIX NpenapatoB u MeauuuHckux wusgenun (MNpukas MwHsgpaBa Poccun ot
26.02.2013 N 94n).

2.4. BeinuchIBaHKE PELCTITOB Ha JIEKAPCTBEHHBIE MIPEMapaThl A1 aMOyIaTOPHOTO JICUEHHS TPAXKAaH B PaMKaxX OKa3aHMs
TOCYAAapCTBECHHON COLUAIBHON IMOMOIIY M IPakJaH, UMEIOIINX MTPAaBO Ha MOJIYYEHHE JIEKAPCTBEHHBIX MPETapaToB OECIUIATHO
1 CO CKUJKOH, OCYIIECTBIISIETCSL:

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

2.4.1. BpauaMu-crenuaniucTaMu:

- Ha HapKOTHYECKHE CPEJICTBA U MPOTHUBOOITYXOJIEBbIE IpenapaThl (OHKOJIOTHYECKHM/TeMaTOIOrMYeCKUM OOJIbHBIM) -
OHKOJIOTOM W/MJIM F€MaToJIoroM, Heposiorom, peBMaToJIoroM U JIp.;

- Ha MUMMYHOMOAYJIATOPBLI - IéMaToJIoroM I/I/I/IJ'[I/I OHKOJIOI'OM (HOCJ'IG IMPpOBEACHUA Hy‘leBOﬁ I/I/I/IJ'II/I XUMHUOTEPAIINH,
nepecagkil KOCTHOTO Mo3ra), mMMmyHosoroMm (6ompHbIM CIIMJloM WM APpYTMMH TSOKEIBIMH HapyHIEHUSMH WMMYHHTETA),
TPaHCIUIAHTOJIOTOM (IIOCIIE NIEPECaKH OPTaHOB M TKaHEi), pEBMATOJIOTOM M MHBIMH CIIEIINAIUCTAMH;

- Ha IPOTUBOTYOEPKYJIE3HBIE MTPETapaTsl - PTU3naTpoOM;

- Ha mpoTHBOxMabeTHIecKre (OOJIFHBIM CaxapHBIM IUa0eTOM) M MpOYHe JISKApCTBEHHBIE Ipenaparhl, BIHMIONIAE Ha
SHJIOKPHHHYIO CHUCTEMY, - S9HJOKPHHOJIOTOM, B MOPSJKE, ONpeaeseHHOM B MmyHKTe 2.4 MHCTpyKIMHU O MOpsaKe Ha3HAuYeHHs
JIEKapCTBEHHBIX MpenaparoB (npuioxenue N 12).

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

HpI/I OTCYTCTBUHM YKa3aHHBIX CIICHHUAIUCTOB BBIIMUCBIBAHUC JIBI'OTHBIX PCEHEIITOB B 3THUX ClydadaX IIPOU3BOAUTCI
JIeYaIuM BpauoM 10 PELICHUIO BpaueOHOI KOMUCCHH TTOJIMKINHUKH;

2.4.2. nedamuM BpadoM WIH BPadyOM-CIICIIHAIUCTOM TOJBKO IO PEUICHHWI0 BpadeOHOW KOMHCCHH MEIWITMHCKON
OpTaHM3aIHH:
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(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

- Ha ncuxorpomHble BemectBa crnuckoB Il m III, uHBle nexapcTBeHHBIE CpEeACTBa, MOJUIEKALUE HPEAMETHO-
KOJINYECTBEHHOMY y4eTy, aHaOOJIMUECKHE CTEPOUTIbI;

- Ha Hapkotudyeckue cpenctBa Cnucka II OoNbHBIM, HE CTPAAIOUMM OHKOJOTHMYECKHM (IeéMaTOJIOTHMYECKUM)
3a00JIEBAHUEM;

B cBaA3n c gonyuieHHon onevatkon nucbmMoM MwuH3gpaBcoupassutus Poccum ot 24.05.2007 N 4185-BC,
KOTOopoe He npoxoauno peructpauumio B MuHoCcTe Poccun, YTOYHEHO, YTO "Bpad MOXET CaMOCTOSTENbHO
BbINMUCbIBAaTb OOHOMY 6G0OnbHOMY He 6Gonee 5 HaMMeHOBaHMI NEKapCTBEHHbLIX CPEACTB €OWHOBPEMEHHO (B
TeyeHune cyTok) u He 6onee 10 HaMmeHoBaHW B TedeHne 1 mecaua. MNpy BeINUCbIBaHUN BOMbLLETO KONMYeCcTBa
NEeKapCTBEHHbIX CPeacTB Bpady 00s3aH cornacoBaTtb Ha3HayeHue C BpavyebHoOM Komuccuen nevyebHo-
NpoMNaKkTUYECKOro ydpexaeHus'".

- Ha JIEKapCTBEHHBIC MpenapaThl, Ha3HauyaeMble JIeYallldM BpadyoM M BpadaMHU-CIICIHATICTaMH, OJHOMY OONBHOMY B
KOJINYECTBE IMSTH HAaNMEHOBaHMH M 0oyiee OJHOMOMEHTHO (B TE€UYEHHME OJHHMX CYTOK) WIIM CBBIIIE IECATH HAaNMEHOBaHMI B
TEUCHHE OHOTO MECSIIa;

(8 pen. IlpukazoB Munzapasconpaszsutus Poccun ot 25.09.2009 N 7941, ot 20.01.2011 N 13H)

- Ha JIEKapCTBEHHBIC TIpenapaThl B CIydasX HETHITMYHOTO TeUCHHs OOJE3HH, MPH HaJWMYMH OCJIOXHEHHH OCHOBHOTO
3a00JIeBaHMs W/WIIN COYETaHHBIX 3a00JIeBaHNM, TPU Ha3HAYEHUH ONMAcHBIX KOMOMHAIINH JIEKApPCTBEHHBIX CPEICTB, a TAKXKe IPH
WHIUBUAYAJIHOW HETIEPEHOCUMOCTH.

2.5. Yrpatun cuiy. - Ilpukas Munsnpasconpassutist Poccun ot 27.08.2007 N 560.

MyHkT 2.6 He npumeHdetca ¢ 1 wona 2013 roga K MPaBOOTHOLUEHMSM, CBS3aHHbIM C Ha3Ha4YeHUem U
BbINMUCbIBAHMEM JEKApPCTBEHHbIX MpenapaTtoB U MeguumnHcknx usgenui (Mpukas MwuHsgpaBa Poccumn ot
26.02.2013 N 94n).

2.6. He momyckaeTcs BBINMCHIBAHUE PEIICTITOB Ha JIEKAPCTBEHHBIE MpenapaTsl g aMOyJIaTOPHOTO JICUEHUS TPaKIaH B
paMKax OKa3aHUS TOCYNapCTBEHHOH COIMAJIbHOM IMOMOINM M TPaKJaH, MMEIONINX IPaBO Ha IMOJIy4YCHHE JIEKapCTBEHHBIX
TIperapaToB OECIIaTHO U CO CKUAKOH, BpadaMH CaHATOPHO-KYPOPTHBIX YUPEKACHHUI, BpauaMy CTAIIHOHAPHBIX YUPEKICHHUIH, B
T.4. THEBHBIX (32 HCKIIOUEHHEM CTallMOHAPHBIX VYPESKICHUN COIMAIbHOM 3alWTHI), a TAKKE BpadaMH MEIHIIMHCKUX
OpraHM3aIMi B IEPUO/] HAXOXK/ICHHUS OOJBHBIX HA CTAIIMOHAPHOM JICYCHUH B COOTBETCTBHH C JCHCTBYIOIIMM HOPSIKOM.

(8 pen. [Ipukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13H)

UacTHONMPAKTUKYIOIIMM  BpauaM 3alpeliaeTcss BbINHMCHIBATH PELENThl Ha JICKapCTBEHHbIE IIpemaparsl s
amMOyJIaTOPHOTO JICUSHHUS IPaKAaH B paMKax OKa3aHHs roCyJapCTBEHHOW COLMAIBHOM MOMOIIM U IPaKAaH, UMEIOIIUX [IPaBo
Ha TMOJy4YeHHe JIEKapCTBEHHBIX MpernapaToB OECIIaTHO U CO CKUIKOW, 32 UCKIIOYCHHEM CIIydaeB, yKa3aHHbIX B MyHKTe 2.2.4
HacToswed MucTpykuuu.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

[yHkT 2.7 He npumeHsetca ¢ 1 mona 2013 roga K NpaBOOTHOLUEHUSIM, CBSA3aHHbIM C Ha3Ha4YeHuem u
BbIMUCbIBAHMEM JIE€KAPCTBEHHbLIX MpenapaTtoB U MeanunHcknx wmsgenuni (Mpukas MwuHsgpaBa Poccumn ot
26.02.2013 N 94R).

2.7. Ha3HadeHWe JEKapCTBEHHBIX MPENapaToB Ui aMOyIaTOpHOTO JICUCHMS TPaXkJaH B paMKax OKa3aHMs
TOCYAAapCTBEHHON COLMAIBHON IMOMOIIH M TPakJaH, UMEIOIINX ITPaBO Ha MOJy4YeHHE JIEKaPCTBEHHBIX IPETapaToB OEeCIUIaTHO
W CO CKHUJKOW, OTpaXkaeTcsi B MEAWIMHCKOW KapTe aMOyJaTOpHOTrO OOJIFHOTO B IIOPSZAKE, NMPEAYCMOTPEHHOM IyHKTOM 1.6
WHcTpyKMu 0 HOpsKe Ha3HA4YeHUs JISKApCTBEHHBIX mpenapaTtoB (mpuioxenue N 12), mynkramu 1.2 - 1.10 HacTosmen
WHcTpyKMu, ¢ yka3aHHeM HOMepa pelenta M B TaJOHE aMOYJIaTOpPHOrO MalUeHTa, YTBEPXKJICHHOM B YCTaHOBJIEHHOM
TIOPSIZIKE.

(B pen. [Ipukaza Munznpascoupasputus Poccun ot 20.01.2011 N 13H)

IIpn BEIMMCHIBAaHWMHM PELENTOB HA JICKAPCTBEHHBIE IpenapaThl Al aMOyJIaTOPHOTO JICUYEHMs TpakJaH B pPaMKax
OKa3aHUsI TOCYAapCTBEHHON COIMAILHOM IMOMOIIM M TPaXKJaH, MEIONIMX MPaBO Ha MOJyYEeHHUE JIEKAPCTBEHHBIX IPEMapaToB
OecriaTHO M CO CKHMIKOH, 00s3aTeNbHO yKa3bIBaeTcs HOMEp TesedoHa, 10 KOTOPOMY PabOTHHK aNTEYHOW OpTraHM3aLUH
MOJKET COIVIacOBaTh C JIEYALIMM BpauyoM (BpauoM-CIIELHAIMCTOM, BpaueOHOW KOMHCCHEW MEIMIMHCKOW OpraHW3alvu)
CHHOHMMMYECKYIO 3aMEHY JIEKapCTBEHHOT' 0 Mpenapara.

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

MyHkTbl 2.8 - 2.9 He npumeHsaoTca ¢ 1 nonga 2013 roga K NPaBOOTHOLLEHUAM, CBA3AHHBIM C Ha3HaAYeHUeEM U
BbINMUCbIBAHUEM IEKaApCTBEHHbIX MpenapaTtoB U mMeauumnHcknx usgenui (Mpukas MwuHsgpaBa Poccumn ot
26.02.2013 N 94h).

2.8. Peuent Ha penentypHoM Onanke ¢opmbl N 148-1/y-04 (1) u N 148-1/y-06 (1) BBIIHMCBHIBAETCS BpauoM
(pempamepom) B 3-X 3K3eMIUIIpax, ¢ ABYMs JK3eMIUIIpaMH KOTOPOro OOJBHON oOpaimiaeTcss B anTEUYHYH OPTraHU3allMIo.
INocnennuii sK3eMIIISIp peLienTa MoIKIEHBACTCS B aMOYIaTOPHYIO KapTy OOJIBHOTO.

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

2.9. Hapkotudeckue cpecTBa U IIcuxoTponHble Bemectsa Crincka I mms amOynaTopHOTro jeueHus TpakiaH B paMKax
OKa3aHMsI TOCYAapCTBEHHON COIMAILHOM IMOMOIIM M TPaXkJIaH, MEIONINX MPaBO Ha IOJyYeHHUE JIEKapPCTBEHHBIX IPENapaToB
OecrlaTHO M CO CKHMJKOH, BBIITUCHIBAIOTCS Ha CIEUUAJbHOM pEIENTYypHOM OJlaHKe Ha HapKOTHYECKOE CPEACTBO H
TICUXOTPOITHOE BEIIECTBO, K KOTOPOMY JIOTOJHHMTEIBHO BBHIMMCHIBAIOTCS PELENThl Ha penentypHoMm Onanke ¢opmbl N
148-1/y-04 (u1) miu popmsr N 148-1/y-06 (21).

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)
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ITcuxorponusie BemectBa Crincka III, nHBIE JeKapcTBEHHBIE CPEACTBa, MOAJICKAIIUE IPEIMETHO-KOINYECTBEHHOMY
yuery, aHaOOJIMYecKue CTEpOWAbI, NMpeAHa3HAYCHHBIC JJIsi aMOYJIaTOPHOTO JICYEHHs T'pakAaH B PaMKax IOCyIapCTBEHHOM
COIMAJBHON MOMOIIM M TpaXk[IaH, UMEIOUIMX IPaBO Ha MOJIyYCHHE JIEKapCTBEHHBIX IPENapaToB OECIUIaTHO M CO CKHUIIKOM,
BBINTUCHIBAIOTCS Ha peuentypHoM Onanke N 148-1/y-88, k KOTOpOMY JOIOJHHUTENHHO BBIIHCBIBAIOTCS PpELENThl Ha
penentypaoM 6nanke Gopmbl N 148-1/y-04 (i) umu popmer N 148-1/y-06 (i1).

(B pen. [Ipukaza Munznpascoupasputus Poccun ot 20.01.2011 N 13H)

Myukt 2.10 He npumeHsietcs ¢ 1 umona 2013 roga K NPaBOOTHOLLEHWSIM, CBS3aHHBbIM C Ha3Ha4YeHUeM U
BbIMCbIBAHWEM FEKAPCTBEHHbIX NpenapatoB u MeauuuHckux wusgenun (MNpuka3 MwHsgpaBa Poccun ot
26.02.2013 N 94n).

2.10. Inst obecnieueHns] HApKOTUYECKHMMHU CPEICTBAMU M IICHXOTPOIHBIMHU BEIIECTBaMH OOJIbHBIE MPHUKPETUIIOTCS K
KOHKPETHOW MEAMIIMHCKOW M anTedyHOH OpraHu3aulusM II0 MECTy XXHTEIbCTBA B MOPSIKE, OMPEACIIEMOM OpPIraHOM
HCIIOJTHUTENEHOU BIacTH cyOBsekTa Poccuiickoit deneparyn B chepe 3ApaBOOXpAHEHIS.

(1. 2.10 B pen. IIpukaza Munzapasconpaszsutus Poccuu ot 20.01.2011 N 13H)

I11. ITopsinoxk opopmireHust
TpeOOBAHUII-HAKJIAIHBIX B ANITEYHYI0 OPTAHU3ALMIO HA MOJyYeHue
JIEKAPCTBEHHBIX NMPENapaTos s MeJUIUHCKUX OpPraHu3anuii
(8 pen. Ilpukaza Munznpasconpa3sutus Poccun ot 20.01.2011 N 131)

3.1. Ins obecrieueHns 1e4eOHO-IUArHOCTHYECKOTO MPOIECCa MEANIMHCKUE OPTaHH3aLUK MOIYJal0T JIEKapCTBEHHbIC
Tpenaparsl U3 aNTeYHOW OpraHnu3aIiy 110 TPeOOBaHMSIM-HAKIIAHBIM, YTBEP)KICHHBIM B YCTAaHOBJICHHOM IOPSIZIKE.

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

TpebOoBanue-HakIagHAasl Ha MOJY4YEHHE U3 alTeUYHBIX OPTaHU3ALNH JEKapCTBEHHBIX IIPENapaToB JODKHA UMETh IITaMII,
KPYIJIYIO Ie4aTh MEIUIMHCKOIN OpraHu3aluy, IIOANICH €€ PyKOBOJUTEIS HIIH €r0 3aMECTHTEIS 110 JIe4eOHOH YacTH.

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#1)

B T1peboBaHMU-HAaKIaIHONW YyKa3bIBa€TCS HOMEp, JaTa COCTAaBICHHMA [OKYMEHTa, OTIpPAaBUTENb U IOIydaTellb
JIEKapCTBEHHOTO IIpenapaTa, HAaHMEHOBAaHME JICKAPCTBEHHOIO TIpemapaTta (¢ yKa3aHHEM [O3MPOBKH, (OPMBI BBIMYCKa
(TabieTku, aMITyJIBI, Ma3H, CyIIIO3UTOPHH U T.II.), BUA YIAKOBKH (KOpOOKH, (hJTaKOHBI, TYOBI H T.II.), CIIOCOO MPUMEHEHUS (U1
WHBEKIMH, JUIS Hapy>XHOTO IPUMCHEHHs, INpHeMa BHYTPb, IJIa3HbIE Kalli M T.N.), KOJMYECTBO 3aTPeOOBAHHBIX
JIEKapCTBCHHBIX MIPENapaToB, KOJIUIECTBO U CTOMMOCTH OTITYIIIEHHBIX JICKAPCTBEHHBIX ITPENapaToB.

(8 pen. [Ipukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13H)

HaunmeHoBaHUs TeKapCTBEHHBIX MTPENApaToB MUIIYTCA Ha JATUHCKOM SI3bIKE.
(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

TpeboBaHUsI-HAKIagHBIE HA JIGKAPCTBEHHBIE CPEICTBA, MOAJCSKAIINE IPEIMETHO-KOIUYECTBEHHOMY  YYeTy,
BBIITMCBHIBAIOTCS Ha OTAEIBHBIX OJIaHKaX TPeOOBaHMH-HAKIIAJHBIX JUI KQKI0H TPy IPENapaToB.

MenuuuHCKHe OpTraHW3alld INPH COCTAaBJICHMH 3asBOK HAa HAPKOTHYECKHE CPEACTBA M IICHXOTPOIHBIC BEIECTBA
crinckos 11 u 11 momKHBI pyKOBOICTBOBATHCS PACYETHHIMUA HOPMATHBAMH, YTBEPKICHHBIMH B YCTAHOBJICHHOM ITOPSIZIKE.

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

3.2. TpeGoBaHMs-HAKIIaJHbIE CTPYKTYPHOTO ITOpa3elIeHUs] MEJULIMHCKOW opraHu3anny (KabuHeTa, OTACICHHS U T.11.)
Ha JIEKapCTBEHHBIC IIperaparbl, HalpaBIsEMble B alTEYHYIO OpPraHU3alyio, OQOPMISIIOTCS B TOPSAAKE, ONpEIeICHHOM
nyHKTOM 3.1 Hacrosmeld MHCTPYKIMH, TOIIHUCHIBAIOTCS PYKOBOJHUTENIEM COOTBETCTBYIOIIETO MOPA3AEIeHHs U O(OPMIISIOTCS
IITaMIIOM MEIUIIMHCKOI OpraHu3anuy.

ITpn BBIMMCHIBAHMYU JIEKAPCTBEHHOTO INpenapaTa A WHIUBHIYaIbHOTO OOJIEHOTO JOMOIHHUTENBHO YKa3bIBAeTCs €ro
(hamMIITHS. ¥ MHUIHAAIBL, HOMEP UCTOPHH OOJIe3HN.

(1. 3.2 B pen. [Ipuxaza Munszapascorpaszsutus Poccun ot 20.01.2011 N 131)

3.3. Cromatosory, 3yOHbIE Bpadyd MOTYT BBITMCHIBATH 33 CBOEH IIOAMKMCHIO TPEOOBAaHMSA-HAKIAIHBIE TOJBKO Ha
JIEKapCTBEHHBIE MPeTapaThl, IPUMEHsIEMbIE B CTOMATOJIOTHYEeCKOM KaOHHeTe, 0e3 npaBa BbAa4YH MX MAlMeHTaM Ha PYKH.

(8 pen. [Ipukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13H)

3.4. TpeboBaHus Ha SJOBUTHIC JIEKAPCTBEHHBIE CPEACTBA, KPOME MOJIHCH CTOMATOJIOra MM 3yOHOTrO Bpaya, JOJDKHBI
UMETh TOANUCH PYKOBOAWTENS YUPESKACHUS (OTAEICHHS) WIM €ro 3aMEeCTUTENs U KPYIIIyl0 TedaTh MEIUIIMHCKOM
OpTaHM3aIH.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

3.5. TpeboBanusA-HAKIAAHBIE HA OTIYCK YaCTHONMPAKTHKYIOIIUM BpadaM JIEKAPCTBEHHBIX IPETIApaToB (32 UCKIIOUYECHHEM
HapKOTHYECKHX CPEJICTB M IMCUXOTPONHBIX BemecTs criuckos II u 111, a Takke JIekapCTBEHHBIX MPENapaToB, COAEPKALINX 3TH
CpelcTBa M BemiecTBa) OGOPMISIOTCS B MoOpsjke, ompenencHHoM m. 3.1 - 3.4 Hacrosimeidt WHCTpyKIMH, Ha OCHOBaHWUU
JIOTOBOpa KYIUIM-IPOJAXKH MEXKAY YaCTHONPAKTUKYIOUIUM BPadoM M alTe4YHOM opraHu3aiyei U JUIEH3UN Ha MEAULUHCKYIO
JIeSITeTIbHOCTD, BBIJAHHOM B yCTAaHOBJICHHOM IMOpPSAKE.

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 131)

3.6. B anrewyHpIx opraHm3anuAx TPeOOBAHUA-HAKIAJHBIC JEYCOHO-IPOPHUIAKTHUCCKIX YUPEKICHHA Ha OTIIYCK
HapKOTHYECKUX CPEACTB W TCUXOTPONHBIX BemecTB cmuckoB Il m I xpamsTcs B Tedenme 10 mer, Ha OTIMYCK HMHBIX
JIEKapCTBEHHBIX CPEJCTB, MOUISKAININX IPEIMETHO-KOJINYECTBEHHOMY YYeTy, - B TEUCHHE 3-X JIET, OCTalbHBIX TPYIII
JIEKapCTBCHHBIX MPEMAPATOB - B TEYEHUE OJJHOTO KAJICHIApPHOTO I'ofa.

(8 pen. IIpukaza Munzapascoupassutust Poccun ot 20.01.2011 N 13H)

3.7. TpeGoBaHMs-HAKIaJHbIE MEIUIIMHCKUX OpraHU3alyi JTOJDKHBI XPAHUTHCS B allTEYHOH OpraHU3aluH B YCIOBUSIX,
00ecreunBaOLIMX COXPAHHOCTh, B COPOIIIOPOBAHHOM M ONEYaTaHHOM BHJE U O(OPMIISTHCS B TOMa C yKa3aHHEM Mecsla U
roja.

(B pen. [Ipukaza Munznpasconpasputus Poccun ot 20.01.2011 N 13H)
3.8. Yrparun cuny ¢ 1 mapra 2022 roga. - [Ipuka3 Munzapasa Poccun ot 24.11.2021 N 1094#.
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IV. KoHTpoJib 3a BbINUCHIBAHUEM PeLIENITOB
U TPe0OBaHN-HAK/IAAHBIX HA JIEKAPCTBEHHbIE NPenaparThl
(8 pen. [Ipukaza Munzapasconpassutus Poccun ot 20.01.2011 N 13H)

4.1 -4.4. Yrpatunu cuny ¢ 1 utons 2013 roaa. - [Ipukas Munsnpasa Poccun ot 26.02.2013 N 94#.

CornacoBaHo

PyxoBogurens (3aMecTHTENb
pyxoBoxutens) ®CKH Poccun
O.H.XAPYKMNH

12.02.2007

IIpunoxenne N 1

k MHCcTpyKmu o nopsiake
BBINHCBHIBAHUS JIEKAPCTBEHHBIX
TpenaparoB U opOpMIICHHS PELETITOB
U TpeOOBaHUN-HAKIIAIHBIX,
yTBepxkaeHHOU [Ipukazom
Mumnszapascoupassutus Poccun

ot 12 ¢espans 2007 r. N 110

HOPEJAEJBHO AOITYCTUMOE KOJIMYECTBO
JEKAPCTBEHHBIX CPEJCTB JJIs1 BBIITUCBIBAHUA HA OJJUH PEIENIT

CnncoK M3MEHSIHOLLNX JOKYMEHTOB
(B pem. MNpukazos MuH3gpascovpa3ssutus Poccun ot 25.09.2009 N 794H,
o1 20.01.2011 N 13H)
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N n/n HanmeHoBaHMe nekapCTBEHHOMO dopma Bbinycka 1 403UpOBKa KonnyectBo
cpencTtea
1. BynpeHopduH TabneTkun ans 50 Tabn.
cybnuHreansHoro npuema 200
MK 1 400 mKr
2. BynpeHopduH PactBop ans nHbekumn,
amnynebl
300 mkr/mn 1 mn 30 amnyn
300 mkr/mn 2 mn 15 amnyn
3. BbynpeHopduH TpaHcaepmanbHas
TepaneBTMyeckas cuctema
35 mkr/v 20 nnacr.
52,5 MKr/y 8 nnacr.
70 MKr/4 5 nnacr.
4, OurngpokogenH-petapg (OIK KoHTuHyC) TabneTkvn ans npyuema BHYTpb
60 mr
90 mr 40 Tabn.
120 mr 30 Tabn.
20 Tabn.
5. Ovnuponop(nuputpamug) PacTBop aAns UHbeKuui, 50 amnyn
amnynbl 0,75% no 2 mn
6. MopduHa rmgpoxnopug PactBop ans nHbekunn, 20 amnyn
amnynbl 10 mMr B
1mn
7. OMHOMNoH PacTBop Ans HbeKumi, 10 amnyn
amnynbl 1% 1 2% no 1 mn
8. Mpomenon (TpumenepuamHa ruapoxnopua) TabneTkun aAns npuema BHyTpb 50 Tabn.
25 mr
9. Mpomenon (TpumenepugmHa rugpoxnopua) PacTtBop Ang nHbekumn,
amnynbl 1 1 2% no 1 mn 10 amnyn
wnpuuy-Tiobukn 1 n 2% no 1 mn 10 wnpwuu-TroGMKOB
10. MopdwmHa cynbdat (MCT KOHTUHYC nnu gpyrue TabneTkn 1 kancynebl

aHanory NpoaomHKUTENbHOCTHI0 AENCTBUSI HE MEHEe
12 yacoB)

npoaneHHoro AencTeus ans
npuema BHyTPb




10 mr 160 Tabn.
30 mr 60 Tabn.
60 mr 20 Tabn.
100 mr 20 Tabn.
200 mr 20 Tabn.
11. Mpocuagon TabneTkn aAnst GyKkanbHOro 50 Tabn.
npuema 10 mr n 20 mr
12. Mpocuaon PactBop aAns nHbekuun, 50 amnyn
amnynbl 10 Mre 1 mn
13. deHTaHun TpaHcoepmarnbHasi
TepaneBTMyeckas cuctema
12,5 mkr/uac 32 nnacr.
25 mkr/vac 16 nnacr.
50 mkr/yac 8 nnacr.
75 mkr/yac 5 nnacr.
100 mkr/yac 4 nnacrt.
(n. 13 B pea. Mpukasa MuHagpascoupassuTusa Poccum ot 25.09.2009 N 794H)
14. KogeuH (kogeuHa cpocdpar) MNopoLuok 0,2r
15. KomMOuHMpoBaHHbIE NEKapCTBEHHbIE Npenapartbl, | TabneTku, kKancyrnbl, pacTBOPbI He 6onee 0,2 r <*>
cogepxalume kogeuH (kogeuHa cocdar) nT.A.
(B pea. MNpukasa Munsgpascoupassutus Poccum ot 20.01.2011 N 13H)
16. STunmopdrHa rmapoxnopug (AMOHWH) Mopovwuok 0,2r <>
17. AmdenpamoH (denpaHoH) TabneTkn, apaxe 25 mr 50 Tabn.
18. XanbLMoH (Tpmasonam) Tabnetkn 250 mkr 30 Tabn.
19. HaTpwusi okcnbyTtumpar PacTtBop aAnga npmvema BHyTpb
66,7%, cupon ons npuema 2 (bnakoHa
BHYTPb 5%
20. OdheanpuHa rugpoxnopua 1 apyrue conu adenpuHa MopoLuok 06r
21. TeodeapwvH, TeodbeapuH-H, Heo-TeodenpuH TabneTkn 30 Tabn.
22. ConyTtaH PactBop 50 mn

1 donakoH
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23. CnasmoBepanruH, CnasmoBepanrnH-Heo TabneTkn 50 Tabn.
24. Opyrve KOMOMHUPOBaHHbIE NEKAPCTBEHHbIE TabneTkn, NOPOLIKM U T.4. 1 ynakoBka
npenapaTbl, cogepXxalime adeaprHa rmapoxnopug
1 nognexaiume npeaMeTHO-KONMYeCTBEHHOMY
yyeTty
(8 pea. MNpukasa Munsgpascoupassutus Poccumn ot 20.01.2011 N 13H)
25. KombunHMpoBaHHbIE NekapCTBEHHbIE NpenaparTsl, Kancynel, nopoLwuku, cupon, 1 ynakoBka
cofepalime nceBoadeapuHa rmgpoxnopua u TabneTku, XNAKoCcTb ANS
noanexaline npeamMeTHO-KONMYECTBEHHOMY yyeTy npvema BHYTPb U T.A4.
(B pea. Mpukasa MuHsgpascoupassutus Poccun ot 20.01.2011 N 13H)
26. KnodhenuH Tabnetkn 0,075 wmr, 0,15 mr 1 ynakoBka
27. MaxukapnuHa rmgponioang MNopoLuok 1,21
28. AHabonnyeckme ropmMoHbl: TabneTkn, pacTBop Ans 1 ynakoBka
MeTtaHgpocTteHonoH, OkcaHgpornoH Petabonun, WHBEKLMIN U T.4.
HangponoH, ®eHobonun, CunabonuH u gpyrue
29. KombuHMpoBaHHbIe NekapCTBEHHbIE NpenaparTsl, Kancynel, Tabnetkn, cupon, 1 ynakoBka
cogepxatume heHunnponaHonamMuH 1 nognexaiiue KanneTtbl U T.4.
nNpegMeTHO-KONMYECTBEHHOMY YYeTy
(B pea. Mpukasa MuHsgpascoupassutus Poccun ot 20.01.2011 N 13H)
30. deHobGapbuTan Tabnetkn 50 mr, 100 mr 10 - 12 TabneTtok
31. BeH3obapbuTan (beHsoHan, beH3obammn) Tabnetkn 50 mr, 100 mr 1 ynakoBka
32. MpumngoH (MFekcamugmH, Muconur) Tabnetkn 125 mr, 250 mr 1 ynakoBka
33. ByTtopdaHon (Ctagon, Mopagon) PacTtBop ans nHbekumn 2 mr/mn 10 amnyn

1 mMn
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<*> [1pu BBIMMCHIBAHNH U OTITyCKE JIEKAPCTBEHHOTO ITpenapara NpON3BOAMUTCS EPECUET Ha YUCTOE BEIIECTBO.

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

<**> B IIIa3HBIX KAIUSIX U Ma3siX JHOHHH MOXET BBIIICHIBATHECSA B KOJMYECTBAX 0 | T MpH HAMYWU yKa3aHHS Bpada
Ha peuente "Ilo cnenuanbHOMY Ha3HAYeHUIO", 3aBEPEHHOTO MOAMNKUCHIO U JIMYHOW MevyaThlo Bpaya, MevyaTbio MEAULUHCKON
opranuzanuu "J{ns peuentos".

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)
IIpumeuanue:

HpI/I BBIITUCBIBAHUHN HAPKOTUIECKUX JIEKAPCTBEHHBIX IPEIIapaToB, HE NPEAYCMOTPEHHBIX HACTOAIINM IIPUIIOKEHUEM, UX
TPEACIBHO OOITYCTUMOE KOJHMYECTBO IJIA BBIIMHMCBIBAHUA B OAHOM PEUENTE MOXCET B IIATH pa3 MPEBBIIIATH Pa3OBYHO 03y,
YKa3aHHYIO B MUHCTPYKIOHWHU 110 MEJUIMHCKOMY MPUMEHECHHUIO BBIITMCHIBAEMOT0 JICKAPCTBEHHOT'O IIpErapara.

(8 pen. [Ipukaza Munzapasconpassutust Poccun ot 20.01.2011 N 13H)

[punoxenne N 2

k MHCTpyK1IMHK 0 mopsiake
BBINHCBHIBAHUS JIEKAPCTBEHHBIX
IpenaparoB U 0pOpMIICHHS PEIETITOB
U TpeOOBaHUH-HAKIIAIHBIX,
yTBepkaeHHOU IIpukazom
Munszapascoupassutus Poccun

ot 12 ¢espans 2007 r. N 110

BAKHEHIIWAE PENENTYPHBIE COKPAIIIEHUS

CokpalyeHne [MonHoe HanncaHue Mepesog
aa ana no, NOPOBHY
ac.acid. acidum KucnoTa
amp. ampulla amMnyna
aq. aqua BOOa
aq. destill. aqua destillata OVUCTUNNMpoBaHHasi Boga
but. butyrum macno (TBepaoe)
comp., cps compositus (a, um) CINOXHbIN
D. Da (Detur, Dentur) Bbigan (nycTb BblgaHoO, NycTb OyaeT BblAaHO)
D.S. Da, Signa Detur, Signetur Bbigan, o603Haub
MycTb BygeT BblaaHo, 0603HA4YeHO
D.t.d. Da (Dentur) tales doses Boigan (Myctb 6yayT BblaaHbl) TakMe 003bl
Dil. dilutus pa3BeaeHHbIN
div.in p.aeq. divide in partes aequales pasgenuy Ha paBHble YacTu
extr. extractum 3KCTPAKT, BbITAXKa
f. fiat (fiant) MycTtb 06pasyeTcsa (obpasytoTcs)
qtt. qutta, guttae Kanngd, kanmm
inf. infusum HacTow
in amp. in ampullis B amnynax
in tabl. in tab(u)lettis B TabneTtkax
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lin. linimentum Xugkas masb
liq. liquor XNOKOCTb
m. pil. massa pilularum nunionbLHas macca
M. Misce, Misceatur Cwmewan (Myctb 6yget cmeluaHo)
numero Yncnom
ol. oleum mMacrno (>kugkoe)
past. pasta nacrta
Ppl. pilula nunons
p.aeq. partes aequales paBHble 4YacTu
ppt., praec. praecipitatus OcaxgeHHbIl
pulv. pulvis MopoLuok
g.s. quantum satis Ckonbko noTpebyeTcsi, CKOMbKO Hago
r., rad. radix KOpeHb
Rp. Recipe Boabmu
Rep. Repete, Repetatur MosTopu (MNycTb ByaeT NOBTOPEHO)
rhiz. rhizoma KOpHeBULLEe
S. Signa, Signetur O60o3Haub (MycTtb Byaet 0603HayeHO)
sem. semen cems
simpl. simplex npocTomn
Sir. sirupus cupon
sol. solutio pacTtsop
supp. suppositorium cBeva
tabl. tab(u)letta TabneTtka
t-ra, tinct. tinctura HacToWKa
ung. unquentum Masb
vitr. vitrum CKnsiHKa

[punoxenne N 3

k MHCTpyKIIMHK 0 mopsiake
BBINHUCHIBAHUS JIEKAPCTBEHHBIX
IpenaparoB ¥ 0pOpMIICHHS PELETITOB
1 TpeOOBaHUH-HAKIIAIHBIX,
yTBepxkaeHHOU IIpukazom
Munszgpascoupassutus Poccun

ot 12 despans 2007 r. N 110

00 YHUYTOKCHUUN Tpe6OBaHI/II\/‘I-HaKHaZ[HLIX JJTA TTOJIYyUCHUS
HAapKOTUYCCKUX CPEACTB U MCUXOTPOITHBIX BCUICCTB



TI0 UCT€UYCHUU CPOKOB X XPAaHCHHUA

VYrpatun cuny ¢ 1 mapra 2022 roga. - IIpuxa3 Munsapasa Poccuu ot 24.11.2021 N 1094n.

ITpunoxenne N 4

K MHCcTpykuuu o nopsiake
BBINHCHIBAHUS JIEKAPCTBEHHBIX
IIpenaparoB ¥ 0pOpMIICHHS PELEITOB
1 TpeOOBaHUH-HAKIIAIHBIX,
yTBepkaeHHoM [Ipukasom
Munspascoupassurus Poccun

ot 12 ¢espans 2007 r. N 110

AKT
00 YHUYTOKEHUH TPeOOBaHUIT-HAKIIATHBIX
JUTS IOJTYYESHUS MHBIX JISKAPCTBEHHBIX CPENCTB, MOATIEKAIIIX
MIPEAMETHO-KOJIMYECTBEHHOMY yUETy, 110 HCTEYEHUH CPOKOB
UX XpaHEHHUs

Yrparun cuny ¢ 1 mapta 2022 rona. - [Ipukas Munzapasa Poccuu ot 24.11.2021 N 1094#.

Mpun. 14 He npumeHsieTca ¢ 01.07.2013 k NPaBOOTHOLLEHUSAM, CBA3aHHbIM C Ha3HaYeHWEM U BbINUCbIBAHMEM
nekapcTBeHHbIX NpenapatoB u meauumHckux nagenun (Mpukas MuHsgpasa Poccuun ot 26.02.2013 N 94H).

IIpunoxenue N 14

k IIpukasy
MumnszapascoupasButust Poccun
ot 12 ¢espans 2007 r. N 110

NHCTPYKIUA
O MOPSIJIKE HASHAYEHUS U BHINMACHIBAHUS U3 JIEJINIA
MEJUIIMHCKOI'O HASHAYEHUSA 1 CHENUAJIU3UPOBAHHBIX ITPOAYKTOB
JEYEBHOI'O MUTAHUS 1J151 JETEW-UHBAJIMI0B

Crncok N3MECHAOMUX JOKYMCHTOB
(8 pexn. Ilpukaza Munznpasconpa3sutus Poccnn ot 20.01.2011 N 131)

1. HSI[CHI/IH MCANIHUHCKOI'O Ha3HAYCHUA U CIICHUAIU3UPOBAHHBIC ITPOJYKTHI neqe6Horo NHUTaHUA JJIs I[eTeﬁ-HHBaJIH}]OB
Ha3HA4YarOTCA U BBIIMUCBIBAIOTCA B paMKaX MPCAOCTAaBJICHUA OTACIBHBIM KaTCTOpHUAM T'paKIaH FOCy]lapCTBeHHOﬁ COLIPIa.]'IBHOﬁ
HIOMOIIM B BU/Ie Habopa COLMANBHBIX YCIIYT.

(1. 1 B pen. [Ipukaza Munszapasconpaszsutus Poccum ot 20.01.2011 N 131)

2. U3nenus MEAMIMHCKOIO Ha3HA4YeHHWs Ha3HA4YalOTCAd ¥ BBIIMCHIBAIOTCS Bpadamu ((denpamepaMy) MEIUIMHCKUX
OpTaHM3aIH, OKa3bIBAIOIINX IEPBUYHYI0 MEJUKO-CAHUTAPHYIO IIOMOIIb.

(8 pen. Ilpukaza Munzapasconpassutus Poccun ot 20.01.2011 N 131)

Criennau3upoBaHHbIE MPOAYKTHI JIeYeOHOTO NMHUTAHUS AJSl JIeTeH-WHBAJIMIOB HA3HAYAIOTCS BpadyaMH MEIUIIMHCKHX
OpraHM3ali, OKAa3bIBAIOUIMX MEIUKO-I€HETHYECKYI0 IIOMOIb, M BBIIHMCBHIBAIOTCS BpadyaMd MEIUIMHCKHX OpraHW3aluy,
OKAa3bIBAIOLINX MEJINKO-TEHETHUECKYIO TIOMOIIb, WIN BpayaMH-CIIEHAINCTaMH (B CIy4ae MX OTCYTCTBHS JICHAIIUM BpPauoM)
MEAUIUHCKUX OpraHu3anuii, OKa3bIBAIOIUX EPBUYHYIO MEUKO-CAHUTAPHYIO TOMOIIb.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 13#n)

3. Penentsl BBIMMCBHIBAIOTCSA HA WM3JEIUS MEIUIMHCKOTO HA3HAYCHUS M CHELUATU3MPOBAHHBIE MPOMYKTHI JIEU4eOHOTO
MUTAaHUS A JEeTeH-UHBAINAOB, BKIIOUCHHBIE B IMEPEUHHM H3ACIMN MEAWIMHCKOTO HA3HAYCHUS M CIEHHAIN3HPOBAHHBIX
MIPOLYKTOB JIEYEOHOTO MUTAHUS JUIS ACTEH-MHBAINIOB, YTBEP)KIAEMbIE B YCTAHOBICHHOM ITOPSIIIKE.

4. PenienTol BEIMCHIBAIOTCS HA pelenTypHBIX Onmankax ¢opmbel N 148-1/y-04 (o1) u N 148-1/y-06 (J1) B COOTBETCTBHH C
TpeOOBaHUAMH, PeayCcMOTPEeHHBIMHU pasnenamu | u II MHcTpyKuu o mopsiike BBINMUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB U
odopmiienns peuentoB u TpeboBaHUK-HAKIAAHBIX (prtoxkenne N 13).

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

5. Ilpu BHINKCHIBAHUU XPOHMYECKUM OOJIbHBIM PELIENTOB HA CHEHUATM3UPOBAHHBIC MPOIYKTHI JEYEOHOT0 MUTAHUS IS

JeTeil-HHBANNO0B BpayaM pa3pelIaeTcs yCTaHaBINBATh CPOK JICHCTBHS PELenTa B IIpeJienax 10 OJHOTO roja.
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[Ipu BHIMHCHIBAHWU TaKUX PEIENTOB Bpad IOJDKEH CHEeNaTh IMOMETKY 'XpoHHYeckoMmy OoIbHOMY', yKa3aTh CpPOK
JEHCTBUS pelenTa U MePHOANIHOCTh OTITYCKa CIICIHATN3UPOBAHHBIX MPOIYKTOB JICYEOHOTO MUTAHUS JUIS JeTeH-MHBAIHIOB
W3 aNTEYHOro YUpekAeHHs (OpraHu3aiuu) (e>KeHEAENIbHO, SKEMECSYHO U T.I1.), 3aBEPUTh 3TO yKa3aHHE CBOCH MOINHCHIO U
JIMYHOM MeuaThlo, a TAKXKE MeYaThi0 METMIMHCKOM opranu3auuu "{ns penentos".

(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

Mpun. 15 He npumeHsaeTca ¢ 01.07.2013 kK NPaBOOTHOLLUEHUSIM, CBA3AaHHbBIM C XpaHEHNEM peLlenTypHbIX 6raHKoB
Ha nekapcTBeHHble npenapatbl n meguumnHcekue nsgenna (Mpukas Munsgpasa Poccun ot 26.02.2013 N 94R).

Mpunoxexne N 15

Kk MNpwukasy
MuH3gpascoupassutms Poccun
oT 12 cdeBpana 2007 r. N 110

MHCTPYKLUA
O NOPAOKE XPAHEHUA PELIENTYPHbIX BJTAHKOB

CnncokK N3MEHSIIOLLNX JOKYMEHTOB
(B pea. MNpukasos Munagpascoupassntms Poccum ot 25.09.2009 N 794H,
o1 20.01.2011 N 13H)

1. MenuuuHCKHE OpPraHM3alMU IOJYy4aloT HEOOXOAMMBIE PELENTypHbIE ONaHKH depe3 TEepPPUTOPUAIBHBIE OpPTaHBI
YTIpaBIEeHUS 3[paBOOXPAHEHHEM WM OPraHM3aLUH, YIIOJHOMOYEHHBIE Ha 3TO OpraHaM{ HCIIOJIHUTEIBHOHN BIACTH CyOBEKTOB
Poccuiickoit ®denepanuu.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

3amac penentypHbIX OJAaHKOB B MEIUIMHCKHX OPraHW3alMsAX HE JOJDKEH IPEBBIATH MOJIYTOlOBOM, a CIeNUaIbHBIX
peuenTypHbIX O0JaHKOB Ha HAPKOTUYECKHE CPENICTBA M ICUXOTponHbIe BemecTBa Crincka Il - MecsyHoi noTpedHOCTH.
(8 pen. Ilpukaza Munzapascoupassutus Poccuu ot 20.01.2011 N 13#n)

YacTHOMPAKTUKYIOIIME Bpaud CaMOCTOSITEIBHO 3aKa3bIBAlOT OJAHKM DELENTOB (32 HMCKIIOYEHHEM CIELHabHbBIX
PEeLeNTYpHbIX OJAHKOB HA HApPKOTHYECKOE CPEICTBO U IICHXOTPOIHOE BELIECTBO) C YKa3aHHEM TUIOrpadCcKUM CIocoOoM B
BEPXHEM JIEBOM YTIIy ajjpeca Bpada, HOMepa, JaThl U CPOKa ACHCTBUS JIMICH3WH, HANMEHOBAHMS OpPTaHa roCyIapCTBEHHON
BJIACTH, BBIIABILETO JOKYMEHT, TOATBEPKAAIOIINHA HATMIHE JINICH3HH.

2. B ka0 MEIMIMHCKONW OpraHW3aliy MPHKa30M PYyKOBOJMTEJSI Ha3HAYaeTCsl JIMIO, OTBETCTBEHHOE 32 IMOJyUYeHHE,
XpaHEHHe, YUET U BbI1ady BCEX BHJOB PELIENTYPHBIX OJIaHKOB.

(8 pen. [Ipukaza Munzapascoupassurtust Poccun ot 20.01.2011 N 13H)

3. PeuentypHble OJIaHKHM JIOJKHBI XPaHUTbCS OTBETCTBEHHBIM JIMIIOM I10J] 3aMKOM B MeTaiindeckoM mikady (ceiide)
WJIM METAJUTMYECKOM SIIIKKE, a ClIeIHANbHbIE peleNTypHble OJIaHKK Ha HAPKOTHYECKOE CPEACTBO U IICUXOTPOITHOE BEILECTBO -
B ceiide.

YacTHOMPaKTUKYIOMNH Bpad JODKEH XPaHUTh PElenTypHble OJaHKH IO 3aMKOM B MeTauIndeckoM mkady (ceiide)
WIN SIIHKE.

4. Y4er penenTypHbIX OJJAHKOB ITO BU/IaM BEZIETCS B )KypHAJIaX, IPOHYMEPOBAHHBIX, TPOITHYPOBAHHBIX M CKPEIUICHHBIX
TTOJITACHIO PYKOBOAUTEINS U I1€9aThI0 MEUIIMHCKOM OpraHU3aIiK 110 YCTaHOBIEHHBIM opMam (nputoxenust N 10 u N 11).

(8 pen. IlpukazoB Munszapascoupassutus Poccun ot 25.09.2009 N 794H, ot 20.01.2011 N 13n)

5. IlocTostHHO AeHcTByOMIAasi KOMHUCCHUS, CO3/laBaeMas B MEAUIIMHCKON OpraHM3alliy, IPOBEPsieT COCTOSHUE XPAHEHUS,
yuera, (hakTHYeCKOe HaJM4YMe M PacXo]| CIEeUUaIbHBIX PEUENTYPHBIX OJIAHKOB Ha HAPKOTUYECKOE CPEICTBO M INCHXOTPOIHOE
BEILIECTBO OJVH Pa3 B MECSII M APYTUX PELENTYPHbIX OJaHKOB - OJUH pa3 B KBapTall.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 131)

B ciryyae HecoBmasieHHsT KHIPKHOTO OCTaTKa PELENTYPHBIX OJIaHKOB C (PaKTHIECKUM HAJIMYHEM JINI0, OTBETCTBEHHOE 32
MOJy4eHHe, XpaHeHWe, Y4YeT M BBIAAYY pEHENTypHBIX OJAaHKOB, HECET OTBETCTBEHHOCTb, NPEIyCMOTPEHHYIO
3akoHoJaTenbcTBOM Poccuiickoit @enepanuu.

6. OpraHbl ynpaBieHHs 3]paBoOXpaHeHHEeM cyObekToB Poccuiickoii ®enepauun mpu o0CiIeIOBaHMHA MEIUIIMHCKHX
OpraHM3alyii KOHTPOJIUPYIOT UCIIOJIB30BaHUE M 00ECTICUeHHE COXPAHHOCTH PELENTYPHBIX OJIaHKOB.

(8 pen. Ilpukaza Munzapascoupassutus Poccun ot 20.01.2011 N 13#n)

7. PenentypHble O1aHKM B KOJIMYECTBE 2-HEAENBHON NMOTPEOHOCTH BBINAIOTCS MEAMIMHCKUAM PAOOTHHKAM, UMEIOIINM
MIPaBO BBIMUCHIBAHUS PELETITOB, IO PACHIOPSHKEHHUIO INIABHOTO BPada MIIM €r0 3aMECTHTEIS.

8. Jlewamemy Bpady pa3periaeTcs BbIaBaTh €IMHOBPEMEHHO HE 00Jiee AECATH CIEUAIbHBIX PEHENTYPHBIX OJIAHKOB Ha
HapKOTHYECKOE CPEJICTBO M NICHUXOTPOITHOE BELIECTBO YCTAHOBIEHHOTO 00pa3na Al BHITMCHIBAHNS HAPKOTHYECKUX CPEACTB U
ncuxoTpomnHbixX Beulects Crucka 1.

9. [omyueHHble penenTypHble OJAHKU MEAUIMHCKUE PAOOTHUKH JOJDKHBI XPAaHUTh B IIOMEIIEHHUSX, 00€CIeYHBaIOIINX
UX COXPaHHOCTb.

CornacoBaHo
PykoBoauTtene (3amectutenb
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pykosoautens) ®CKH Poccun
O.H.XAPUNYKNH
12.02.2007
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