O nopsiAke Ha3HaYeHWs U BbINMUCHIBAHWUS NEKapCTBEHHbIX NPenapaTos, U3AENUii MEAVNLIMHCKOTO HasHaYeHUs 1 CrieLanmanpoBaHHbIX NPOAYKTOB Ne4eBGHOro NuTaHus (¢ Crtpanuua 1
M3MeHeHusIMK Ha 24 Hosbps 2021 roaa)
lMpuka3 MuH3dpascoupaszeumus Poccuu om 12 ¢hespans 2007 e. Ne 110

MWHUCTEPCTBO 3PABOOXPAHEHUA N COLIMATIBHOIO PA3BUTUA
POCCUNCKON ®EQEPALIUN

NMPUKA3
OT 12 ®EBPANNA 2007 TOOA N 110

O NOPAAKE HA3HAYEHUA U BbINMUCbIBAHUA NEKAPCTBEHHbIX NMPEMAPATOB, U3OENUA
MEOULUUHCKOIO HABHAYEHUA U CNELUWATNIM3NPOBAHHBLIX MPOOYKTOB JIEYEBHOIO NMUTAHUA *

(c uameHeHnamMu Ha 24 Hosbpsa 2021 ropa)

NHdbopmaunsi 06 3MeHSIIoLLMX JOKYMEHTaXx

,D,OKyMeHT C NBMEeHEHNAMUN, BHECEHHbIMU:

npukasom MuHsapascoLpassutung Poccum ot 27 asrycta 2007 rona N 560 (Poccuiickas raseta, N 213, 26.09.2007);

npukasom MuHsgpascoupassuTtua Poccumn ot 25 ceHTabpa 2009 rona N 794H (Poccunckas raseta, N 232, 04.12.2009);

npukasom MuHanpascoupassuTtua Poccum ot 20 sHeapa 2011 roga N 13H (Poccuiickas raseta, N 66, 30.03.2011);

npukasom MwuHsapasa Poccun ot 1 asrycta 2012 roga N 54H (Poccuiickasn raseta, N 192, 22.08.2012) (M3meHeHus
BCcTynunu B cuny ¢ 1 uong 2013 roga);

npukasom MuHsapasa Poccum o1 26 chespansa 2013 rona N 94H (Poccwuiickas raseta, N 142, 03.07.2013) (BcTynun B cuny
¢ 1 wionst 2013 roga);

npukasom MwuHsgpaBa Poccun ot 24 Hoabpa 2021 roma N 1094H (OdomumanbHbIi MHTEpHET-MopTan npaBoBOM
MHpopmaumm www.pravo.gov.ru, 30.11.2021, N 0001202111300115) (Bctynun B cuny ¢ 1 mapta 2022 roga n gencreyert go 1
MapTa 2028 roga).

* HaumeHoBaHue B pegakumm, BBegeHHom B genctene ¢ 10 anpenst 2011 roga npukasom MuH3opascoupassutusa Poccum
o1 20 aHBaps 2011 roga N 13H. - CM. npegpiayLlyo pegakumio.

B coortBetctBUM co crtatben 6.2. denepanbHoro 3akoHa oT 17 wuona 1999 roga N 178-®3 "O rocyoapcTBeHHOM
couvansHon nomown" (CobpaHue 3akoHopatenbcTBa Poccuiickon ®epepaumun, 1999, N 29, c1.3699; 2004, N 35, ct1.3607;
2006, N 48, c1.4945; 2007, N 43, c1.5084; 2008, N 9, cT.817; N 29, c1.3410; N 52, c1.6224; 2009, N 18, c1.2152; N 30, c1.3739;
N 52, c1.6417; 2010, N 50, c1.6603) n B uensix obecnevyeHus rpaxgaH, B TOM 4YWUCIE VMEWLMX MPaBO Ha MOMNy4vyeHune
rocyapCTBEHHOM COLManbHOM MOMOLLM, NO peLentam Bpadva (denbaliepa) HeobxoauMbIMU NEKapCTBEHHbIMY Mpenaparamu,
U3OENUAMUA MEAMLIMHCKOTO Ha3HaYeHust U CrneLuanu3vpoBaHHbLIMU NPOAYKTaMy NeyebHOoro nuTaHus Ans AeTel-MHBanuaoB
(npeambyna B pepakumu, BBedeHHon B fencteue ¢ 10 anpenst 2011 roga npukasom MuHsapascoupassutus Poccumn ot 20
aHBapsa 2011 roga N 13H, - cM. NpeablgyLLyo pegakuuto),

npuKasblBato:
1. YTBEpAUTL:

1.1. ®opmy "CreumanbHbln peLenTypHbId BnaHKk Ha HapKoTMYecKoe CpefAcTBO M MCUXOTPOMHOE BeLecTBo" CcornacHo
npunoxexuto N 1;
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1.2. VHCTpyKuMio no 3anonHeHuo ¢opmbl "CneumanbHbii peuenTypHbll GnaHk Ha HapkoTUYeckoe CPeacTBo W
NCUXOTPOMHOE BeLlecTBo" cornacHo npunoxenuo N 2;

1.3. ®opmy N 148-1/y-88 "PeuLenTypHbii BnaHk" cornacHo npunoxennto N 3;
1.4. NHcTpyKumto no 3anonHeHuto popmbl N 148-1/y-88 "PeuenTypHbin GnaHk" cornacHo npunoxenuto N 4;

1.5. dopmy N 107-1/y "PeuenTypHbiin 6naHK" cornacHo npunoxenuto N 5;

1.6. HcTpykumto no 3anonHeHuto popmbl N 107-1/y "PeuenTypHbii 6naHk" cornacHo npunoxenuto N 6;
1.7. dopmy N 148-1/y-04(n) "PeuenT" cornacHo npunoxenuo N 7;

1.8. dopmy N 148-1/y-06(n) "PeuenT" cornacHo npunoxenuto N 8;

1.9. WHctpykumio no 3anonHeHuto cgopmbl N 148-1/y-06 (n) "Peuent” n cdopmbl N 148-1/y-06 (n) "Peuent” cornacHo
npunoxexuo N 9;

1.10. ®opmy N 305-1/y "KypHan yyeTa B MeOMUUHCKMX opraHu3aumsix dopmbl N 148-1/y-88 "PeuenTypHbii GnaHk”,
dopmbl N 148-1/y-04(n) "Peuent”, cdopmbl N 148-1/y-06 (n) "Peuent”, dopmbl "CneumanbHbil peuenTypHbidi OnaHk Ha
HapKOTMYECKOE CPEACTBO M NCUXOTPOIMHOE BellecTBo" cornacHo npunoxeHuto N 10 (NyHKT B pefakumu, BBEAEHHOW B AECTBUE
¢ 10 anpensa 2011 roga npukasom MwuHsapascoupassutusa Poccun ot 20 auBapa 2011 roaa N 13H, - cM. OpeablayLlyo
penakumio);

1.11. ®opmy N 306-1/y "KypHan ydyeTa B MeanLMHCKMX opraHmnsauusix popmbl N 107-1/y "PeuentypHbii 6naHk" cornacHo
npunoxernnio N 11 (NyHKT B pegakumn, BBegeHHon B gencteue ¢ 10 anpensa 2011 roga npukaszom MuH3apaBcoLpasButmsg
Poccuun ot 20 aHeapa 2011 rona N 13H, - cM. OpeabiayLLyo peaakumio);

1.12. NHCTpyKuMio 0 Nopsiake HasHavYeHUs nekapcTBEHHbIX npenapaToB corracHo npunoxeHunto N 12 (NyHKT B pedakuuu,
BBefeHHou B genctaune ¢ 10 anpens 2011 roga npukasom MunsapascoLpassutma Poceum ot 20 ausapa 2011 rona N 13H, - cm.
npeablayLy0 PEAAKLINIO);

1.13. WHCTpyKunto o nopsiake BbINUCbIBAHWUS FEKapCTBEHHbLIX MpenapatoB M odopMieHus peuenTtoB u TpeboBaHWi-
HaknagHblx cornacHo npunoxenuto N 13 (NyHKT B pedakumu, BBedeHHon B genctsme ¢ 10 anpens 2011 roga npukasom
MwuHsgpascoupa3ssutuga Poccum ot 20 auBapsa 2011 roga N 13H, - CM. NpeAbIAYLLYI0 PEAAKLINIO);

1.14. VIHCTPYKUMIO O MOPSAAKE Ha3HaAYeHWs! U BbIMUCLIBAHUA U3AENUA MEQULIMHCKOIO Ha3Ha4YeHus U crieumanmManpoBaHHbIX
NPOAYKTOB Ne4eBHOro NUTaHus Ansa AeTei-MHBanuaoB cornacHo npunoxeruio N 14;

1.15. VIHCTPYKUMIO O NOPSIAKE XpaHEeHNs peLenTypHbix 6rnaHkoB cornacHo npunoxennio N 15.

2. ®epepanbHon cnyxbe no Hagsopy B cdepe 3OpaBOOXpPaHEHMSI U COLMANbHOMO pasBUTUS 00eCnevnTb KOHTPONb 3a
cobnogeHnemM nopsigka HasHayYeHWsi, BbIMUCbIBAHWUS NEKAPCTBEHHbIX NpenapaToB, W3AENuUn MeAUUMHCKOrO HasHayeHust n
cneumanm3nmpoBaHHbIX NPOAYKTOB Ne4vebHOoro NuTanns ons aeTen-MHBanuaoB (MyHKT B pegakumnn, BBegeHHow B aenctene ¢ 10
anpens 2011 roga npukaszoMm MuHaapascoupassutms Poccum ot 20 sHeapa 2011 roaa N 13H, - M. NpeabiayLLyo peaakumio).

3. lNpusHaTb yTpaTUBLLUMK CUITY:

npukas MuHncTepcTBa 3apaBooxpaHenus Poccuiickon Pepepaunm ot 23 asrycta 1999 roga N 328 "O paumoHanbHOM
HasHa4YeHWM NeKapCTBEHHbIX CPREACTB, MNpPaBWUMax BbIMNWCbIBAHWS PELIeNTOB Ha HWX W MNOPSAKE WX OTMycka anTeyHbiMu
yypexaeHusamu (opranusaumamu)” (3apernctpupoBaH MuHuctepctBoM toctuuumn Poccuiickon ®epepaumm 21 oktsiopsa 1999
roga N 1944);

npuka3 MuHucTepcTBa 3apaBooxpaHenus Poccurickon ®enepaumm ot 9 sHeaps 2001 rona N 3 "O BHeECEHUN N3MEHEHUN U
AononHeHun B npukasd MwunsapaeBa Poccum ot 23.08.99 N 328 "O pauvoHanbHOM Ha3HaYeHWWM NEeKapCTBEHHbIX CPREeAcCTB,
npaBunax BbINUCbIBAHMSA PELenTOB Ha HWUX W MNOPAAKE WX OTAycka anTeYHbIMU YYpexaeHusaMU (opraHusaumamm)”
(3apeructpuposaH MuHuctepcTeom toctuumumn Poccunckon ®egepaumm 23 aHsaps 2001 roga N 2543);
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npukas MuHucTepcTBa 3apaBooxpaHeHus Poccurickon Pepepaummn ot 16 maa 2003 roga N 206 "O BHECEHUM N3MEHEHWI U
pononHeHun B npukad MwuHsgpaea Poccum ot 23.08.99 N 328" (3apeructpupoBaH MUHUCTEPCTBOM tOCTULMKM Poccuinckon
depepauun 5 noHa 2003 roga N 4641);

npuka3 MuHucTepcTBa 3gpaBooxpaHeHusi Poccuinckon ®epepaumm ot 19 gekabpsa 2003 roga N 608 "O BHeceHuu
nameHeHnn B npukas MuHagpaBa Poccum ot 23.08.99 N 328" (3apeructpupoBaH MwuHMCTEpCTBOM tOCTMUMM Poccuiickon
depepauun 21 aHuBaps 2004 roga N 5441);

npukas MmHUCTEPCTBa 3APaBOOXPaHEHNSA N coLmanbHoro passutus Poccuiickon Penepaumm ot 22 Hosbpsa 2004 rona N
257 "O BHeceHun gononHeHun B npukas Munsapasa Poccum ot 23 aBrycta 1999 roga N 328 "O paumoHanbHOM HasHaYeHUn
NEKapPCTBEHHbIX CREACTB, MpaBuiax BbINMCbIBAHWUA PELENTOB Ha HWX W MNOPSAKE KX OTNyCKa anTeYHbIMU YYREXOAEeHUAMMU

npukas MnHMCTepcTBa 30paBoOXPaHEHUS U coLiManbHOro passntusa Poccuiickon ®enepaumm ot 16 mapta 2005 rona N 216
"O BHeCeHUU nameHeHus B npukas MuHucTepcTea 3apaBooxpaHeHns Poccuiickon ®enepauum ot 23 asrycta 1999 rona N 328
"O _paunoHanbHOM Ha3HAYeHWUW NEKAPCTBEHHbIX CPEACTB, MPaBUiax BbINMUCbIBAHUSA PELENTOB HAa HUX W MOPSAKE MX OTMycka
anTeuHbIMY yupexaeHnsaMu (opraHusauumamu)” (3apermctpuposaH MuHuctepcTBom toctuuum Poccunckon ®epepauun 8 anpens
2005 roga N 6490);

npvkas MuHucTepcTBa 30paBOOXpaHEHNs U coumnansHoro passutna Poccuiickon ®epepaummn ot 29 anpensa 2005 roga N
313 "O BHeceHUN n3aMeHeHun B VIHCTPYKUUIO O Mopsifke Ha3Ha4YeHUs NeKapCTBEHHbIX CPEACTB U BbIMMCbIBAHWUS PELIENTOB Ha
HUX, YTBEPXAEHHYIO npukasom MuHucTepcTBa 3gpaBooxpaHeHns Poccunckon ®epepaummn ot 23 asrycta 1999 roga N 328"
(3apeructpuposaH MuHuctepcTeom toctuummn Poccunckon ®epepaumm 20 masa 2005 roga N 6607);

NyHKT 2 npukasa MUHUCTEPCTBA 30paBOOXPaHEHNS U coLmanbHoro passutus Poccuiickort Penepavivm ot 14 nekabpsa 2005
rona N 785 "O nopgake oTnycka NiekapCTBEHHbIX cpeactB" (3apeructpupoBaH MwuHucTepcTBoM tocTuumm Poccuinckon
depepauun 16 saueaps 2006 roga N 7353);

npukas MuHUCTepCcTBa 3ApPaBOOXPAHEHNA U coLManbHoro passuTtua Poccunckon ®enepaumm ot 13 mnioHa 2006 rona N 476
"O BHeceHun nameHeHur B npukas MuHucTepcTBa 3apaBooxpaHeHns Poccuiickon Peaepaumm ot 23 aBrycta 1999 rona N 328
"O_pauuoHanbHOM HasHaYeHWW NeKapCTBEHHbIX CPeACTB, MpaBuiax BbINUCbIBAHWA PELEnToB Ha HUX W NOopaaKe MX oTnycka
anTeyvHbIMU yupexaeHnamu (opraHusaumammn)” (3apeructpuposaH MuHuctepctsom toctuuum Poccuiickon ®eanepaumm 13 mnions
2006 roga N 8044);

npuka3 MUHUCTEpCTBa 34paBOOXPaHEHMS U coumanbHoro pa3sutua Poccuiickon ®enepaumm ot 17 despansa 2006 roga N
97 "O nopsigke BbINUCbIBAHWS PELIENTOB Ha fleKapCTBEHHbIE CPeACTBa OTAENbHbIM KaTeropusiM rpaxaaH, MMeIoLLMX NpaBo Ha
nony4yeHve rocyaapCTBEHHON coumarnbHON MOMOLLM, B paMKax peanv3auun SONONHUTENBHOIO fekapcTBeHHoro obecneveHus”
(3apeructpupoBaH MuHnctepcTeom roctuummn Poccuinckon ®enepaumm 6 mapta 2006 roga N 7561).

Bpno MuHuctpa
B.Ctapogy6os

3apernctpupoBaHo

B MuHucTtepcTse tocTuumm
Poccuinckon degepauum
27 anpens 2007 roga,
pernctpaunoHHbin N 9364

MpunoxeHune N 1

dOPMA
CNEUMAINBHOIO PELENTYPHOI'O BJTAHKA HA HAPKOTUYECKOE
CPEACTBO U NMNCUXOTPOINHOE BEWECTBO

YTtpatuna cuny ¢ 1 uionsa 2013 roga -

[okyMeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro ¢oHaa u3 Gonee 100 000 000 HOpMaTUBHO-NPABOBLIX U HOPMATUBHO-TEXHUYECKUX [OKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/901864843#64U0IK
http://docs.cntd.ru/document/901864843#64U0IK
http://docs.cntd.ru/document/901916490#64U0IK
http://docs.cntd.ru/document/901916490#64U0IK
http://docs.cntd.ru/document/901916490#64U0IK
http://docs.cntd.ru/document/901916490#64U0IK
http://docs.cntd.ru/document/901928841#64U0IK
http://docs.cntd.ru/document/901928841#64U0IK
http://docs.cntd.ru/document/901928841#64U0IK
http://docs.cntd.ru/document/901928841#64U0IK
http://docs.cntd.ru/document/901961895#6520IM
http://docs.cntd.ru/document/901961895#6520IM
http://docs.cntd.ru/document/901985458#64U0IK
http://docs.cntd.ru/document/901985458#64U0IK
http://docs.cntd.ru/document/901985458#64U0IK
http://docs.cntd.ru/document/901985458#64U0IK

O nopsiAke Ha3HaYeHWs U BbINMUCHIBAHWUS NEKapCTBEHHbIX NPenapaTos, U3AENUii MEAVNLIMHCKOTO HasHaYeHUs 1 CrieLanmanpoBaHHbIX NPOAYKTOB Ne4eBGHOro NuTaHus (¢ CtpaHuua 4
M3MeHeHusIMK Ha 24 Hosbps 2021 roaa)
lMpuka3 MuH3dpascoupaszeumus Poccuu om 12 ¢hespans 2007 e. Ne 110

npukas MuHsapasa Poccum o1 1 aBrycta 2012 rona N 54H. -
CM. mpeablayLyto pefakLmo

MpunoxeHune N 2

MHCTPYKLUA
MO 3ANONHEHUIO ®OPMbI "CNELMATIbHbLIW PELIENTYPHbIA BNAHK
HA HAPKOTUYECKOE CPENCTBO U NMCUXOTPOMHOE BELWWECTBO"

(c nsmeHeHusamun Ha 20 saHBaps 2011 roga)

YTtpatuna cuny ¢ 1 mionsa 2013 ropa -
npukas Munsapasa Poccum ot 1 aBrycta 2012 roga N 54H. -
Cwm. mpeablayLyo peaakLuo

MpunoxeHne N 3

K npukasy MuHsgpascoupa3Butusa Poccun

ot 12 ¢peBpans 2007 rona N 110

. . (B pegakuumm,
BBeaeHHou B geuncteue ¢ 10 anpensa 2011 ropa
npukasom MuH3apaBcoupa3ButTua Poccum

ot 20 auBapsa 2011 rona N 13H, -

CM. NpeAblayLy0 peaaKkLuto)

MpunoxeHue N 3 ytpaTtuno cuny ¢ 1 nons 2013 roga -
npukas MuHsapaea Poccum ot 26 doepans 2013 rona N 94H. -
CM. mpeablayLyo penakumo

Mpunoxexune N 4
K npukasy MuHsgpascoupa3Butusa Poccun
ot 12 oBeBpan;l 2007 ropa N 110

MHCTPYKLUA
MO 3AMONIHEHUIO ®OPMbI N 148-1/Y-88 "PELIENTYPHbIW BIIAHK"

(c nameHeHuamm Ha 20 aHBaps 2011 roga)

YTtpatuna cuny ¢ 1 niona 2013 roga -
npukas Munsapasa Poccum ot 26 dreBpans 2013 rona N 94H. -
Cm. mpeablayLyto pefakLmo

Mpunoxexnne N 5

. . (B pegakumm,
BBeaeHHou B geucteue ¢ 10 anpensa 2011 roaa
npUKasom MH3.qpchou£a3 BuTUA Poccum

ot 20 ssuBapsa 2011 roga N 13H, -

CM. MpeAbIAyLLYI0 pefaKLuio

Mpunoxenne N 5 ytpaTtuno cuny ¢ 1 uons 2013 roaa -
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npukas Munsapaea Poccum ot 26 dreBpans 2013 rona N 94H. -
CM. mpeablayLyto pefakLmo

MpunoxeHne N 6

MHCTPYKLUA 5
Nno 3AMNONMHEHUIO ®OPMbI N 107-1/Y "PELIENTYPHbIA BJIAHK"

(c nsmeHeHusamun Ha 20 aHBaps 2011 roga)

YTtpartuna cvny ¢ 1 mionsa 2013 ropa -
npukas MuHsapaea Poccum ot 26 doeBpans 2013 rona N 94H. -

Cwm. mpeablayLyo peaakLuo

MpunoxeHne N 7 k HacTosiwemy npukasy ¢ 1 mona 2013 roga He NPUMEHSIETCA K MPaBOOTHOLLUEHMSAM, CBS3aHHLIM C
Ha3Ha4YeHVEeM U BbIMUCbIBAHNEM NEKapCTBEHHbIX MPenapaToB Y MEQULMHCKUX U3AENWI, - MyHKT 2 npukasa MuHsapasa Poccuun
oT 26 cheBpans 2013 rona N 94H.

MpunoxexHne N 7

(B pegakumm,

BBeaeHHom B gencteune ¢ 10 anpens 2011 roga
npukasom MuH3apaecoupassutug Poccum

ot 20 aneapsa 2011 rona N 13H, -

CM. IREABIAYLLYIO PEAaKLIO)

MuHucTepcTBO
30paBOOXPaHEHNS
1 coumarnbHOro passuTms
Poccuiickon ®enepaumnn
YTBEPXXOEHA
npukasom MuHucTepcTBa 30paBOOXPaHEHNST U coLmarnbHOro passuTns Poccuiickoi
degepauun
oT 12 dhespans 2007 roga N 110

LWTamn

Kog, meaunumnHckon

opraHusaumm
Koa dopmel no OKY[] 3108805
dopma N 148-1/y-04(n)

TekcT/Pepakuyma apokymedTa noarotoeneHsl AQ "Kopekc"

Kog kareropuu Kog Hosomnornyeckon  CTOMHWMK pmHaHCHpoBaHuUs: % onnatbl: Kop nekapctBeHHOro npenapara
rpaxkgaH dopmbl (no MKB-10) (noayepkHyTb) (noayepkHyTb) (3anonHseTcsa B anTeke)
1. degepanbHbin 1. BecnnatHo

2. CybbexT PO
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Crpanuua 6

S § S L L L . L 3. MyHuumnanbHbIn 2.50%

PELENT Cepusa N [Jata Bbinuckn: 200 T.

.1.0. naumeHTa [lata poxaeHus

CHUNC

N cTpaxoBoro MeaunLmH-
ckoro nonnca OMC:

Agpec unu N MeguUMHCKOM KapTbl aMOynaTopHOro naumeHTa
(ncTopum passuTtusa pebeHka)
O.1N.0. Bpaya

(kog Bpava, henbawepa) M.IT.
Mognuck n NnnyHasa nevaTb Bpaya (denbalwlepa)

PeuenT gencreuteneH B TedeHne 1 mecaua , 3 MecsueB (HEHY>XHOE 3a4epKHYTb)

--------------------- (3aI'IOJ'IH$-|eTCFI cneumanmMcToM anTeyHom opraHusauumn

OTnyLleHo no peLenTy: ToproBoe HanMeHOBaHMe
1 0O3NPOBKa:
[arta otnycka: " " 200 r. KonnyecTtBo:
MpurotoBun: MpoBepwun: Otnyctun:

(NMHWS oTpbiBa)

Kopellok peLentypHoro 6naHka Cnocob npumeHeHus:

HavnmeHoBaHne

nekapCcTBEHHOro npenapara: MpooomKMTENbHOCTL  AHEN
KonunuyecTBo npnemos B
OeHb: pas

[osnpoeka: Ha 1 npuewm: eq.

MpunoxeHne N 8 k HacTosiwemy npukasy ¢ 1 mona 2013 roga He NPUMEHSIETCA K MPaBOOTHOLLUEHUSAM, CBS3aHHbIM C
Ha3Ha4YeHVEeM U BbINUCbIBAHWEM JTeKapCTBEHHbIX NpenapaToB U MeauUMHCKUX U34enun, - OyHKT 2 npukasa MuHsapasa Poccuu

JokyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro doHaa u3 6onee 100 000 000 HOpMaTUBHO-MPaBOBbIX 1 HOPMATUBHO-TEXHUYECKUX [OKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/499006259#6500IL

O nopsiAke Ha3HaYeHWs U BbINMUCHIBAHWUS NEKapCTBEHHbIX NPenapaTos, U3AENUii MEAVNLIMHCKOTO HasHaYeHUs 1 CrieLanmanpoBaHHbIX NPOAYKTOB Ne4eBGHOro NuTaHus (¢ CrtpaHuua 7
M3MeHeHusIMK Ha 24 Hosbps 2021 roaa)
lMpuka3 MuH3dpascoupaszeumus Poccuu om 12 ¢hespans 2007 e. Ne 110

ot 26 dheBpanga 2013 rona N 94H.

MpunoxeHue N 8

(B pegakumm,

BBeaeHHoun B gencrtene ¢ 10 anpens 2011 roga
npukasom MuHsapaecoupassutua Poccum

ot 20 aneapsa 2011 rona N 13H, -

CM. NREAbIAYLLYIO PeAaKLmto)

MWHUCTEPCTBO 3apaBOOXpaHEHUs!
N coumarnbHOro pasBuTUs
Poccunckon ®eapepaumm MECTO OJ1A WUTPUX-KOOA
YTBEP>XXOEHA
npukasom MuHUcTepcTBa 34paBOOXPaHEHS U
coumanbeHoro pa3sutua Poccuinickon deagepaimm
MegnunHckas opraHmMsaums oT 12 cbeBpana 2007 roga N 110

LTamn
Kop OIPH
Kog dpopmbl no OKY[] 3108805

®opma N 148-1/y-06(n)

Kog Kog Hosonornyeckon  ACTOUHUK hmHaHCupoBaHus: % onnatbl U3 UCTOYHMKA PeuenT gencremTeneH B
KaTeropum dopmbl (no MKB-10) 1) dbenepanbHbIv GrogkeT PrHaAHCMPOBaAHUS: TeyeHne 1 mecsua
rpaxxgaH 2) BrogxeT cybbekTa 1) 100%
Poccuiickon denepavmm 2) 50%

(Hy>XxHO€ NoaYEepKHYTb)
3) MyHUUMNanbHbIA OlomKeT
(Hy>XHOe NoAYEepPKHYTb)

PELIENT Cepusa N ot . .

®.N.0. naumeHTa
[arta poxaeHus CHUIC

N CTpaxoBoro MeamumnHCKoro nonnca

N MeanumnHCKon KapTbl aMBynaTopHOro 60mbHOro (MCTopUst pa3BUTUSA pebeHka)
®.1.0. Bpava (cpenbaLiepa)

Kog Bpava (penbaiepa) (3anonHaeTca cneunannucTom anTe4HOro y4YpexaeHus)
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Boeinucawo:
OTnyLieHo no peuenty:
Rp:
[Hata otnycka
Kon nekapcTBeHHoOro
npenapata
D.t.d. ToproBoe HanmeHoBaHue
[losupoBka
KonunyectBo eauHuL,
Signa KonnuecTtBo
Mognuck Bpava (dhenbaLepa) Ha obuyto cymmy
1 Nu4Hasa nevatb Bpada (penbawepa)

M.IM.

PeuenT gencreuteneH B TedeHne 1 mecsua , 3 MecsueB (HEHY)XXHOE 3a4epKHYTh)

TekcT/Pegakuma aokymenTa noarotoenerel AQ "Kopekc"

(nMHKUA oTpbiBa)

Kopewwok PELIEMTA Cepusa N oT
Cnocob npMmeHeHus:
MpoaomKMTeNbLHOCTL OHen HanmeHoBaHWe nekapCTBEHHOrO npenaparTa:
Konuyectso npuemoB B AeHb pa3
Ha 1 npuem en. [osuposka:
MpunoxeHne N 9
MHCTPYKLUUA

Nno 3AMNOJNIHEHUIO ®OPMbI N 148-1/Y-04(11) "PELIENT"
N ©OPMbI N 148-1/Y-06(11) "PELIENT"

(c nameHeHuamm Ha 20 aHBaps 2011 roga)

MpunoxeHne N 9 k HacTtosiwemy npukasy ¢ 1 mona 2013 roga He NPUMEHSIETCA K MPaBOOTHOLLEHMSAM, CBS3aHHLIM C
Ha3Ha4YeHVEeM U BbIMUCbIBAHNEM NeKapCTBEHHbIX MPenapaToB U MEQULMHCKUX U3AENuI, - MyHKT 2 npukasa MuHsapasa Poccun
0T 26 dheBpansa 2013 rona N 94H.

1. B BepxHeM neBom yrny cdopmbl N 148-1/y-04(n)_"Peuent" n copmbl N 148-1/y-06(n)_"Peuent” (aanee - peuenTypHbIi
6naHK) npocTaBnAeTcs LWTamn MeOULMHCKOW OpraHm3auum C ykasaHMeM ee HauMeHOBaHus, agpeca, TernedoHa, a Takke
yKasblBaeTcs kog neyvebHo-npodmnakTuieckoro yyupexaeHuns (absau B pegakumun, BBegeHHon B gencteane ¢ 10 anpensa 2011
roga npukasom MuHagpascoupassutus Poccum ot 20 aHBapsa 2011 roga N 13H, - cM. NpeablayLL Yo penakLunto).

B BepxHen Yactn oopmbl N 148-1/y-06(n)_"Peuient” 0603Ha4eHO MECTO 41151 HAHECEHUS LUTPUX-Koaa.

2. OdhopmnieHne peLenTypHOro bnaHka BKIHOYaeT B cebs LMdpoBoOe KogMpoBaHWeE U 3anorHeHe bnaHka.

3. LmdpoBoe kogmpoBaHue peLienTypHOro 6naHka oCyLLeCcTBISETCS Mo CreayoLlen CXemMe:
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Mpu M3roTOBMEHUM PeLEnTYpHbIX OraHKoB neyaTarTcs KoA MeOUUMHCKOW opraHu3auum B COOTBETCTBUM C OCHOBHBIM
rocygapcTBeHHbIM pernctpaunoHHsiM HomepoMm (OMPH) (a63au B pegakuun, BeBegeHHon B gencteue ¢ 10 anpena 2011 roga
npukasom MuHsapaecoupassutua Poccun ot 20 aHeapsa 2011 roaa N 13H, - cM. NpegbiayLuyo pegakumio);

Bpad (dhenbaliep) Ha ambynaTtopHOM NpUeMe BHOCUT KOf KaTteropun rpaxgaH (SSS), MeLWwmnx npaBo Ha eXEMECAYHYH
AeHexHyto BbinnaTy u obecneyeHne nekapcTBEHHbIMU Mpenapatamu B COOTBETCTBMU CO cTatbamu 6.1 u 6.7 deaepansHoro
3akoHa oT 17 wona 1999 rogpa N 178-®3 "O rocyaapcrBeHHow couunanbHor nomown” (CobpaHue 3akoHoaaTenbCcTBa
Poccuinckon degepauun, 1999, N 29, c1.3699; 2005, N 1, cT1.25; 2006, N 48, c1.4945) 1 koa Hosonormnyeckonm dopmbl (LLLLL)
no MKB-10 nytem 3aHeceHus Kaxgow uudpbl B MyCTble AYENKWM, TOYKa MPOCTaBNseTcs B OTAenbHOW sderke (absay B
pegakumu, BeBegeHHon B genctene ¢ 10 anpensa 2011 roga npukazoMm MwuHsapascoupassutua Poccum ot 20 aHBapsa 2011 roga
N 13H, - CM. NpeabIayLLYy0 pegakumio).

McTouHnK chmHaHcmpoBaHus (deaepanbHbli brogxeT [1], OtomkeT cybbekTa Poccunckon degepauum [2], MyHMUMNANbHBIA
6ropxet [3]) n npoueHT onnatel (becnnatHo [1], 50% [2]) yka3sbiBaloTCA NogvYepKMBaHUEM.

Mpu oTnycke nekapCTBEHHbIX NpenapaToB, BbiNMcaHHbIX Ha dhopme N 148-1/y-04 (n)_"Peuent”, B anTe4yHoW opraHu3auum
NPOCTaBSIETCA KO, NeKkapCTBEHHOrO npenaparta (ab3av B pegakumuy, BBegeHHon B gericteue ¢ 10 anpens 2011 roga npukasom
MuHsapaBcoupassuTus Poccum ot 20 auBapga 2011 roaa N 13H, - cM. npeabiayLLyo peaakuuio).

4. 3anonHeHve peuenTypHoro 6naHka.

PeuenTypHbIi GriaHk BbINUCBIBAETCS B 3 3K3eMMNsipax, UMELWNX eAuHy0 cepuio 1 Homep. Cepus peuenTypHoro 6naHka
BKMoYaeT kop cybbekta Poccuiickon ®depepauvu, COOTBETCTBYHWOLMIA ABYM nepBbiM  uucpam OO6LLEpOCCUICKOro
knaccudmkaropa o6beKTOB agMUHNCTPATUBHO-TEppUTOpmanbHoro aenexnus (OKATO). Homepa nprcBanBatoTcs Mo NOPSAKY.

Mpu odopmneHun peLenTypHoro briaHka ykasbiBalOTCS MOMHOCTbIO haMuins, UMsi, OTYECTBO BONBHOrO, Aata poXAeHus,
CTpaxoBOi HOMepP MHAMBUAOYASbHOIO NULEBOro cveTa rpaxgaHuHa B NeHcnoHHoM coHae Poccuinckon depepaumm (CHUJIC),
HOMep CTpaxoBoro MeauumHckoro nonvca OMC, agpec vnu Homep MeAUUUHCKON KapTbl aMbynaTopHOro naumeHTa (Mcrtopum
pasBuTuA pebeHka).

B rpace "®.U1.0. Bpava (denbawepa)" ykasbiatotca ammnus u nH1UmManel Bpada (denbailepa).

B rpace "Rp:" ykasbiBatoTcs:

- Ha NaTMHCKOM 513blke HauMeHOBaHMWE NEKAPCTBEHHOMO npenaparta (MexayHapoaHOe HeMaTeHTOBAHHOE MIMU XMMUYECKOE,
nmbo TOproeoe), 3aperucTpuMpoBaHHoro B Poccuiickon depepaumun, ero [o3vpoBKa M KONMMYecTBO (ab3ay B pedakumu,

BBeaeHHoun B gencteue ¢ 10 anpens 2011 roga npukasom MunHsapascoLpassutua Poccum ot 20 auBapsa 2011 rona N 13H, - cm.
npeablayLLyo peaakumio);

- Ha PYCCKOM UIN PYCCKOM U HaLMOHaNbHOM Si3blkax cnocob NpMMeEHeHUs iekapCcTBEHHOro npenaparta (ab3au B peaakuuu,
BBeaeHHown B genicteue ¢ 10 anpens 2011 roga npukasom MunHsapaecoLpassuTtusa Poccun ot 20 auBapsa 2011 roaa N 13H, - cm.
npeablayLLyio peaakumio).

3anpeLuaeTcsa orpaHMuMBaThCs O6LWNMK yKazaHusaMu: "BHyTpeHHee", "M3BeCcTHO" 1 T.0.

PaspelualoTca TONbko NpUHATbIE MpaBunaMu CokpalleHust obo3HayveHun; TBepable U Cbinyune apmaueBTuyeckme
cybcTaHuum BbinvcbiBatoTes B rpammax (0,001; 0,5; 1,0), xxugkve - B Munnunutpax, rpamMmmax u kannsx (absau B pegakumm,
BBefeHHou B aenctaue ¢ 10 anpensa 2011 roga npukasom MuHsapascoupaseutna Poccum ot 20 aueapa 2011 rona N 13H, - cm.
npeablayLLyo pegakumio).

PeuenT nognucbiBaeTcs BpadoMm (penbaliepom) 1 3aBepsieTcs ero NMYHoM neyatbio. [JononHUTensHO peLenTt 3aBepsieTcs
neyaTbl0 MeaMLMHCKONM opraHu3auumy "[nsa peuentoB" (ab3au B pepakuuu, BeegeHHon B aevictBue ¢ 10 anpens 2011 roga
npukaszoM MwuHaapascolpassutug Poccun ot 20 aueapsa 2011 rona N 13H, - CM. NpeabiayLLy0 peaakLmio).

Kog B rpacde "Kog Bpaya (cbenbgwepa)” ykasblBaeTcd B COOTBETCTBUM C YCTAHOBMEHHbIM OPraHoOM YnpaBneHus
30paBooxpaHeHnem cybbekta Poccuiickon ®efgepaumm nepevHem KoAoB Bpaven (dhenbawepoB), MMELMX NpaBo Ha BbIMUCKY
nekapCcTBEHHbIX NpenapaToB B LENsX NpefocTaBeHus rocyaapCTBEHHOW COoLManbHOM NOMOLLM B BuAe Habopa coumarnbHbIX
ycnyr (ab3au B pepakumu, BeBegeHHon B gencteue ¢ 10 anpens 2011 roga npukasom MwH3sapaecoupassutug Poccumn ot 20

JokyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro doHaa u3 6onee 100 000 000 HOpMaTUBHO-MPaBOBbIX 1 HOPMATUBHO-TEXHUYECKUX [OKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902258905#7D80K5
http://docs.cntd.ru/document/901738835#7DG0K8
http://docs.cntd.ru/document/901738835#7DS0KB
http://docs.cntd.ru/document/901738835#7DS0KB
http://docs.cntd.ru/document/902258905#7D80K5
http://docs.cntd.ru/document/902258905#7D80K5
http://docs.cntd.ru/document/902030092#7E00KC
http://docs.cntd.ru/document/902258905#7D80K5
http://docs.cntd.ru/document/902258905#7D80K5
http://docs.cntd.ru/document/902258905#7D80K5
http://docs.cntd.ru/document/902258905#7D80K5
http://docs.cntd.ru/document/902258905#7D80K5
http://docs.cntd.ru/document/902258905#7D80K5
http://docs.cntd.ru/document/902258905#7D80K5

O nopsiAke Ha3HaYeHWs U BbINMUCHIBAHWUS NEKapCTBEHHbIX NPenapaTos, U3AENUii MEAVNLIMHCKOTO HasHaYeHUs 1 CrieLanmanpoBaHHbIX NPOAYKTOB Ne4eBGHOro NuTaHus (¢ Crtpanuua 10
M3MeHeHusIMK Ha 24 Hosbps 2021 roaa)
lMpuka3 MuH3dpascoupaszeumus Poccuu om 12 ¢hespans 2007 e. Ne 110

aHBapsa 2011 roga N 13H, - cM. NpeabIayLLY0 pegakuuto).

Mpu BbINMCKe NekapcTBEHHOrO Npenapara Mno peLlleHnto BpadebHom KoMMccumn Ha obopoTe pelenTypHoro brnaHka ctaBuTCs
cneuvanbHas oTmetka (wtamn) (absay B pegakuun, BBegeHHom B pgenctBue ¢ 10 anpena 2011 roga npukasom
MwuH3gpascoupa3ssutua Poccum ot 20 auBaps 2011 roga N 13H, - CM. NnpeablayLuLyio peaakumio).

5. Mpwn oTnycke nekapcTBEHHOro rnpenaparta B anTe4yHoW opraHu3auun Ha peLenTypHOM GnaHke ykasblBatoTCsl CBEAEHUS O
pakTU4eckn OTNYLLEHHbIX NEKapCTBEHHbIX npenapatax (MexayHapoaHoe HenaTeHToBaHHOe U Xumudeckoe, NMbo Toprosoe
HaMMeHoBaHWe, 003MpPOBKa, KOMMYECTBO) U NPOCTaBAseTCA AaTta oTnycka (MyHKT B pedakuuu, BBedeHHow B aelicteue ¢ 10
anpens 2011 roga npukaszom MuHaapascoupassutma Poccum ot 20 aHeapa 2011 roaa N 13H, - M. OpeabiayLLyo peaakumio).

6. Ha peuenTtypHom GnaHke BHU3Y UMEETCS NIMHUSI OTPbIBA, pasgensowas peUenTypHblii GraHKk U KOpeLUok.

Kopelok oT peuenTta Bbigaetcs GonbHOMY (Nuly, ero npeacTaBnsoweMy) B anTevyHOW OpraHuM3aumun, Ha KopeLuke
Jeraetcs OTMeTKa O HaMMEHOBaHWM NEKApPCTBEHHOro npenapata, OO03UPOBKE, KONMUYECTBE, Crnocobe NpPUMEHEHWS, U OH
ocTtaetcs y 6onbHOro (nuua, ero npepcrasnstowero) (absay B pegakuum, BBegeHHon B gencteue ¢ 10 anpensa 2011 ropa
npukasoM MwuHaapascoupassutug Poccun ot 20 aueapsa 2011 rona N 13H, - CM. NpeabiayLLy0 peaakLmio).

7. PeuenTypHbli OraHk 3anonHseTcs Mpu  BbINMUCbIBAHWMM NEKAPCTBEHHbIX MNpPenapaTtoB, W3AENUi MeAULMHCKOro
HasHa4YeHUs1 1 Cneunanu3npoBaHHbIX MPOOYKTOB Me4ebHOro nutaHusa Ans AeTer-MHBanvAOB, BKIHYEHHBIX B MEPEeYHU
nekapcTBEHHbIX NpenapaToB, U3OenuiA MeOUUMHCKOTO Ha3HaYeHWst U CrneumnanvM3npoBaHHbIX MPOAYKTOB 1e4ebHOro nuTaHus
ana geten-uHBanvaoB, yTBEPXAaeMblX B YCTaHOBNEHHOM MOPsAKe, a Takke UHbIX NeKapCTBEHHbIX NpenaparoB, OTNyCcKaeMblX
GecnnaTtHO wunNM CO CKMAKOM (NYHKT B pedakuuu, BBeAeHHoW B pgenctBue ¢ 10 anpens 2011 roga npukasom
MwuHsapascoupassutug Poccum ot 20 gauBapsa 2011 roga N 13H, - cM. NpeablayLLYI0 PEAAKLINIO).

8. TpeboBaHus, npeabsiBNSeMble K BbINACBIBAHUIO W3AENUA MEAWULMHCKOTO HasHa4yeHus 1 crneuuanmnampoBaHHbIX
NpoayKTOB JedyebHOro nuTaHus anst OeTel-MHBanuAoB B paMKax OKasaHWsl rOCYAapCTBEHHOM coumarnbHOW  MOMOLM
aHanormyHbl TpeboBaHWUsIM, MPEABbSABNSEMbIM K BbINACLIBAHUIO JIEKAPCTBEHHbLIX NpenapaToB (3a WCKMYEHUEM OTMETKM
BpayebHon komuccun) (MYHKT B pedakuuun, BeegeHHon B genctene ¢ 10 anpensa 2011 roga npukasom MuH3apaBcoLpassutus
Poccun ot 20 aHeapa 2011 rona N 13H, - cM. OpeabiayLLyo peaakLmio).

9. OpraH ynpaBneHusa 3apaBooxpaHeHnem cybbekTa Poccuinckon Pepepaumm MOXET paspelnTb  M3roToBMNeHMe
peLenTypHbIX GraHKoB B MEOULMHCKMX OpraHv3auusx C UCMOfb30BaHWEM KOMMbIOTEPHBIX TEXHOMOMUIA (MYHKT B pedakuuu,
BBeaeHHou B gencteue ¢ 10 anpens 2011 roga npukasom MunsapascoLpassutua Poccuu ot 20 auBapsa 2011 rona N 13H, - cm.

OREeAbIAYLLYI0 PEAAKLMIO).

10. [onyckaeTcs o0QOpMIieEHME BCEX PEKBU3UTOB peLenTypHbiX OnaHkoB dopmbl N 148-1/y-06(n)_ "Peuent” c¢
UCMOMb30BaHWEM KOMMbIOTEPHBLIX TEXHOMOTMIA.

11. Ha obopoTHol cTopoHe pelentypHoro 6naHka copmbl N 148-1/y-06(n) neyataetcs Tabnuvua cnegyoLlero cogepxaHus
(ab3ay gononHeH ¢ 15 gekabpsa 2009 roga npukazom MwuHsapascoupasBuTua Poccum ot 25 ceHTabpsa 2009 roga N 794H - cwm.
npeabiayLLyo peaakumio):

Mpurotosun Mposepun OTnycTmn

12. Ha peuentypHbix OnaHkax dopm N 148-1/y-04(n) n N__148-1/y-06(n) BbINUCbLIBAETCA OOHO HaMMeHoBaHWe
nekapcTBEHHOrO npenaparta, U3genus MegUUMHCKOrO HasHadeHus Unu cneumanmanpoBaHHOro Npoaykta nevyebHoro nutaHus
(ab3avy B pemakumun, BeegeHHon B genctame ¢ 10 anpena 2011 roga npukasom MwuHsgpascoupassutua Poccun ot 20 aHeaps
2011 rona N 13H, - cM. OpeabIayLLYo peaakLmio).

VcnpaBneHus npu BbINACLIBaHUM PELENTOB He AOMycKatoTCs.
(MyHKT gononHuTenbHO BKtoveH ¢ 15 aekabpsa 2009 roga npukazom MuHsgpascoLpassutusa Poccum ot 25 ceHTtabps 2009
rona N 794H)

13. Cpok genicteus peuenta (1 mecsu, 3 mecsila) ykasbiBaeTca nyTem 3advepkmBaHms (MyHKT ONOMHUTENBHO BKItoYeH ¢ 10
anpens 2011 roga npukaszom MuHsapascoupassutma Poccum ot 20 aHeapa 2011 rona N 13H).
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MpunoxeHne N 10 k HacToswemy npukasy ¢ 1 mona 2013 roga He NpPUMEHSAETCS K MPaBOOTHOLLEHUAM, CBSA3aHHLIM C

HasHa4YeHVeM 1 BbINMCbIBAHNEM NEKAPCTBEHHbIX MPEnapaToB 1 MeAULIMHCKUX U3Aenuii, - MyHKT 2 npukasa MuHaapasa Poccun
o1 26 cheBpansa 2013 rona N 94H.

Mpunoxexue N 10

(B pemakuuy,

BBeageHHown B gencteune ¢ 10 anpens 2011 roga
npukasom MuH3apaecoLpassutua Poccum

o1 20 anBapsa 2011 roga N 13H, -

CM. [penblAYLLYIO peaakLuio)

MuWHMCTEPCTBO 34paBOOXpPaHEHUS U CoLManbHOro Kop cdopmel no OKY[
pa3sutua Poccuinckon degepavmm Kop yupexaenus no OKINO
MeguumHckas gokymeHTauus
dopma N 305-1/y
(HaMeHoBaHWe MeaMLMHCKOW opraHM3auunm) YT1BEpxaeHa npukasom MuHncTepcTBa 3apaBooxpaHeHns u
coumnanbHoro pa3sutusa Poccuiickon ®epepauum
oT 12 cpeBpans 2007 roga N 110

XYPHAI*
YYETA B MEOULIMHCKNX OPTAHU3ALINAX
®OPMbI N 148-1/Y-88 "PELIENTYPHbIU BIIAHK", ®OPMbI N 148-1/y-04(11) "PELIENT",
®OPMbI N 148-1/¥-06(]1) "PELIEAT", ®OPMbI "CMNELMANbHbIA PELENTYPHbIU
BNNAHK HA HAPKOTUYECKOE CPEACTBO U NCUXOTPOINHOE BEWECTBO"

* )KypHan fgorkeH GblTb NMPOHYMEpPOBaH, MPOLUHYPOBaH W CKPenseH Moanvcbio PyKOBOAUTENS M MeYaTbld MeauLMHCKOW
opraHmsauuu.

N Mpuxoa Pacxon ®.N.0. OcraTok
n/ pata Nun obwee cepunu Konu- ®.N.0.n pata cepuam «konu- D.M.0O. noanuck "
n peruc- pgata KonmuM-  HoMmepa 4ecTBO noanucb Bblga- HOMep  4ecT- OTBeT- OTBET- MOANWUCHb
TpauuMnm [OOKy- 4ecTBO peuen- OnMaHKOB MO OTBET- 4YM pe- peuen- BOBbl- CTBEH- CTBEH-  OTBET-
npu-  MeH- MOCTY-  TYPHbIX cepusim CTBEH-  LUen- TypHOro  [AaH- HOro Horo CTBEH-

Xo4- Ta, 0T nmuB-  OnaHkoB Horo Mmegu- Typ- ©OnaHka  HbIX  Meau-  Megw- Horo
HOrO  KOTO LUWX pe- LIMHC- HbIX peuen- LMWHC- LMH- pabor-
JOKy-  no-  uen- Koro 6nan- Typ- Koro CKOro HUKa,
MeHTa CTy-  Typ- pabor- KOB HblX  paboT- paboT- Bblaas-
nun - HbIX HUWKa, 6naH-  HuKa, HUWKa, Lwero
6nan- nony- KOB  momy-  momy-  peuer-
KoB ymB- ymB- YMB-  TYpHbIE
wero wero wero  6naHku

peuen- peuen- peuen-

TYPHblEe TYPHbIE TypHble

GnaHku OGnaHkn  GraHkn

1 2 3 4 5 6 7 8 9 10 1 12 13 14

MpunoxeHue N 11
K npukasy Munusgpascoupassutusa Poccun
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ot 12 dpeBpans 2007 rona N 110

5 (B pepgakuum,

BBeaeHHou B geucteue ¢ 10 anpensa 2011 roaa

npuKasom MHsp,pchouEas BUTUA Poccum
ot 20 AHBa roga H,

CM. npe.qblp,yu.l,ym pep.aku.mo)

Mpunoxexue N 11 yTpatuno cuny ¢ 1 uonga 2013 roga -
npukas Munsapaea Poccun ot 26 chespanga 2013 rona N 94H. -
Cwm. mpeablayLyo peaakLuo

MpunoxeHne N 12

MHCTPYKLUA
O NOPAAKE HASHAYEHUSA NEKAPCTBEHHbIX NMPEMNAPATOB

(c nameHeHuamm Ha 20 aHBaps 2011 roga)

YTtpatuna cuny ¢ 1 uionsa 2013 roga -
npukas MuHaapaea Poccum ot 26 doepans 2013 rona N 94H. -
CM. mpeablayLyto pefakLmo

MpunoxeHne N 13

MHCTPYKLUA
O NOPAAKE BbINMUCbIBAHUA NEKAPCTBEHHbLIX NPENAPATOB U O®OPMJIEHUA PELIENTOB U
TPEBOBAHUU-HAKIAOHbIX *

Tekct/Pepakuma apokymedTa noarotoenersl AQ "Koaekc"

(c uameHeHnsaMmn Ha 24 Hosbpsa 2021 ropa)

* HavmeHoBaHve B pefakuuu, BBeaeHHou B gencteue ¢ 10 anpens 2011 roga npukasom MuH3apascolpassutus Poccum
o1 20 gHBaps 2011 roga N 13H. - CM. npeabiayLLyo peaakumio.

|. OBLLUME TPEBOBAHUA BbINMUCbIBAHUA NEKAPCTBEHHbIX NMPENAPATOB

(HaMmeHoBaHWe B peagakuuun, BBegeHHoln B gencrtene ¢ 10 anpens 2011 roga
npukasom MunHaapascoLipa3sutusa Poccum ot 20 aHBaps 2011 rona N 13H, -

CM. MREeAbIAYLLYI0 PEAKLMIO)

MyHkTel 1.1-1.18 HacTosawen WHcTpykuumn ¢ 1 miona 2013 roga He NPUMEHSOTCA K MPaBOOTHOLLEHUAM, CBSA3aHHbLIM C
HasHa4yeHWeM U1 BbIMMUCbIBAHWEM NIEKAPCTBEHHbIX NpenapaToB 1 MeAULIMHCKUX U3Aennui, - NyHKT 2 npukasa MuHsapasa Poccun
ot 26 dheBpand 2013 roaa N 94H.

1.1. Tpy HanM4MM COOTBETCTBYIOLLMX NMOKA3aHUN rpaxaaHam, obpaTuBLLMMCS 32 MEOULMHCKON NMOMOLLBIO B aMBynaTopHo-
MONMUKIMHMYECKOE YydpeXaeHne, a Takke B Criyyasix HeoOXOAMMOCTU MPOJOSMKEHUS NeYeHUs Mocne BbIMUCKM BOnbHOro u3
CcTauMoHapa Ha3HavalTCs NeKapCTBeHHble npenapatbl U BbINMUCLIBAOTCA peLenTbl Ha HUX (MYHKT B pedakuun, BBEOEHHOW B
denctene ¢ 10 anpena 2011 roga npukasom MwuHsapascoupassutnsg Poccum ot 20 aneapa 2011 roga N 13H, - cwm.
OpenplAyLWYo peaakLuio).
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1.2. 3anpeLlaetca BbINUCbIBaTb peuenThbl:

Ha nekapcTBEHHble MpenapaTbl, He pa3pelleHHble B YCTAHOBIEHHOM MOPsiAKe K MEAMLMHCKOMY NpuMeHeHuto (absau B
penakumu, BeegeHHon B genctene ¢ 10 anpensa 2011 roga npukazoMm MwuHsapascoupassutua Poccum ot 20 aHBapa 2011 roga
N 13H, - cM. NpeabIgyLLY0 pegakumio);

npn oTCYyTCTBUN MEOANLIMHCKUNX nokasaHum;

Ha NeKapCTBEHHble MnpenapaTbl, UCMOMb3yeMble TONMbKO B MEAMLMHCKUX OpraHmsaumax (3up HapKO3HbIA, XNOp3aTun,
deHTaHuMn (KkpoMe TpaHcAepMarnbHOM NeKapCTBEHHOW hOopMbl), COMOPEBUH, Kanuncon, TopoTaH, KeTaMuH 1 ap.) (ab3au B
penakumu, sBegeHHon B aencteme ¢ 10 anpensa 2011 roga npukaszom MuHsapascoupassutng Poccun ot 20 anesapsa 2011 roga
N 13H, - CM. NpeabIayLLYy0 pegakumio);

Ha HapKOTMYeCKMe cpeacTBa M MCUXOTPOMHble BeLlecTBa, BHeCeHHble B Cnuvcok |l [epeyHs HapKOTUYEeCKMX CRencTs,
NCUXOTPOMHbIX BEWeCcTB M WX MNPEKypPCOpOoB, noAanexaiimx KoHTponto B Poccunckon Penepaumu, YyTBEPXKOEHHOMO
nocraHosnexviem lNpasutensctea Poccuiickon ®eanepaumm ot 30 mioHa 1998 rona N 681 (ganee - HapkoTU4ECKNE CPeLCcTBa U
NncuxoTpornHble BelecTBa Cnucka ll) - ona neyeHus HapKOMaHuu;

Ha HapKoTn4yeckme cpeancrtbBa u NnCUXoTponHbie BellecTBa CrMCKOB lwnlll- HYaCTHOMPAaKTUKYKOLWMM BpadaMm.

1.3. 3yOHble Bpauu, denbawiepsl, akyLepku BbIMMCLIBAKOT BGOMbHLIM peuenTbl Ha NeKkapCcTBEHHbIE NpenapaTtbl 3a CBOEW
noanuCblo U C yKasaHWeM CBOEro MeAMLMHCKOro 3BaHWUs TOMbKO B cry4vasX, ykadaHHblx B 0.0.3.3, 3.6, 3.7.2 NHCTpyKLUunM O
nopsaake HasHavYeHus NekapcTBeHHbIX npenapartoB (npunoxeHve N 12) (MyHKT B pepakuuu, BeegeHHon B Aencteue ¢ 10
anpens 2011 roga npukaszoMm MuHsapascoupassutua Poccuu ot 20 aHsapda 2011 roaa N 13H, - cM. OpeabiayLLyo peaakuumio).

1.4. PeuenTbl 60MNbHBIM AOMKHbI BbIMUCHIBATLCA C yKa3aHWeM BO3pacTa nauueHTa, nopsgka onnatbl NeKapCTBEHHbIX
npenapaToB M C Y4eTOM [AENCTBUSA BXOASALWMX B WX COCTaB WHIPEAMEHTOB Ha peuenTypHbIX BnaHkax, ¢opMbl KOTOPbIX
yTBepxaeHsl MUMHUCTEPCTBOM 34paBOOXPaHEeHNs 1 coumnanbHoro passutns Poccunckon ®epepaummn (npunoxenma N 1, 3, 5, 7
n 8) (NyHKT B pepakuun, BeeaeHHon B Aencteue ¢ 10 anpensa 2011 roga npukasom MwuHsapascoupassutmua Poccumn ot 20
aHBapsa 2011 roga N 13H, - cM. OpeAbIAYLLYI0 peaaKLIno).

1.5. PeuentypHble 6naHkun popmbl N 148-1/y-88 (npunoxenve N 3) npeaHasHayeHbl ANS BbINUCbIBAHWS 1 OTMyCKa:

- MCMXOTPOMHBLIX BeLlecTB, BHeCEeHHbIX B Cnucok Il NepeyHa HapKOTMYECKUX CPEeACTB, MCUXOTPOMHbIX BELIeCTB U UX
OpeKypcopoB, _noanexainx koHtponto B Poccuiickon  ®Penepauuu, yTBEPXOEHHOrO noctaHosrnexHvem [lpaBuTenscrsa
Poccuickon ®enepaumm ot 30 mioHa 1998 rona N 681 (ganee - ncmuxotponHble BelecTBa Cnucka lll), 3aperncTprpoBaHHbIX B
yCTaHOBIEHHOM MOpsiAKE B KAYECTBE NEKapCTBEHHbIX NpenapaTtoB (ab3ay B pedakuuu, BBegeHHoW B Aencteue ¢ 10 anpens
2011 roga npukaszom MuHagpascoupassutms Poccum ot 20 aHBapsa 2011 roaa N 13H, - M. NpeabiayLLyo pegakumto);

- MHbIX NEKApPCTBEHHbIX CPEACTB, Nnoanexawmx npegMeTHO-KONMYeCcTBEHHOMY YyYeTy (ab3ay B pedakuuu, BBEOEHHOW B
penctene ¢ 10 anpensa 2011 roga npukasom MwHsgpaBcoupassutua Poccnn ot 20 sHBapa 2011 roga N 13H, - cwm.

npeapblayLLyo peaakumio);

- aHabonMyecknx cTeponaos.

[ns BbINUCbIBaHUS M OTMNycKa NeKapCTBEHHbIX NpenapaToB AN aMOynaTopHOro NeyYeHus rpaxaaH B pamkax okasaHusi
rocyapCTBEHHOM COLMAnbHON NOMOLLM U rPaX[aH, UMEKLLUX NPaBo Ha MoNny4yeHne NnekapcTBEeHHbIX NpenapaTtoB 6ecnnartHo u
CO CKUAKOW, NpegHasHayeHbl pelenTtypHble 6naHkn doopmbl N 148-1/y-04(n) n peuentypHble 6naHkm chopmbl N 148-1/y-06(n)
(mpunoxenusa N 7 n 8) (ab3ay B penakumu, BBegeHHorn B aenicteue ¢ 10 anpens 2011 roga npukasom MwuH3npaBcoLpassutus
Poccuu ot 20 sHBaps 2011 rona N 13H, - cM. NpeabiayLLyo peaakumio).

Bce ocTanbHble nekapcTBeHHbIE NMpenapaThl BbINMUCBIBAKTCA Ha peLenypHbix brniaHkax chopmbl N 107-1/y (npunoxenune N
5) (ab3au B pepakuuun, BBegeHHon B aencteme ¢ 10 anpensa 2011 roga npukazom MuHsnpascolpassutusa Poccum ot 20 aHBaps
2011 rona N 13H, - cM. NpeabIayLLY0 peaakuuio).

1.6. HapKOTI/I‘-IeCKI/Ie cpeacTtea U NCUXOTPOMNHbIe BelleCTBa Cnucka I, 3aperncTpmnpoBaHHble B Ka4eCTBe J1ieKapCTBEHHbIX
cpenctB B yCTaHOBITIEHHOM 3aKOHOOATE1bCTBOM Poccuinckon CDep,epaLu/lM nopAagke, OOJKHbI BbINMUCbIBATbCA Ha crneuuarnbHbIX

[okyMeHT coxpaHeH ¢ nopTana docs.cntd.ru — anekTpoHHoro ¢oHaa u3 Gonee 100 000 000 HOpMaTUBHO-NPABOBLIX U HOPMATUBHO-TEXHUYECKUX [OKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/901711867#6580IP
http://docs.cntd.ru/document/901711867#6580IP
http://docs.cntd.ru/document/901711867#64U0IK
http://docs.cntd.ru/document/901711867#6580IP
http://docs.cntd.ru/document/901711867#65E0IS
http://docs.cntd.ru/document/902030092#7EO0KL
http://docs.cntd.ru/document/902030092#7EO0KL
http://docs.cntd.ru/document/902030092#7EO0KL
http://docs.cntd.ru/document/902030092#7EO0KL
http://docs.cntd.ru/document/902030092#7E20KB
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902273344#8OO0LO
http://docs.cntd.ru/document/902030092#7DA0K5
http://docs.cntd.ru/document/902030092#7DK0K9
http://docs.cntd.ru/document/902030092#7E40KG
http://docs.cntd.ru/document/902030092#7E00KC
http://docs.cntd.ru/document/902030092#7E20KD
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902273344#8OQ0LP
http://docs.cntd.ru/document/902030092#7DK0K9
http://docs.cntd.ru/document/901711867#65E0IS
http://docs.cntd.ru/document/901711867#65E0IS
http://docs.cntd.ru/document/901711867#64U0IK
http://docs.cntd.ru/document/901711867#64U0IK
http://docs.cntd.ru/document/901711867#65E0IS
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902030092#7E00KC
http://docs.cntd.ru/document/902030092#7E20KD
http://docs.cntd.ru/document/902030092#7E00KC
http://docs.cntd.ru/document/902030092#7E20KD
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902030092#7E40KG
http://docs.cntd.ru/document/902030092#7E40KG
http://docs.cntd.ru/document/902030092#7E40KG
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/901711867#6580IP

O nopsiAke Ha3HaYeHWs U BbINMUCHIBAHWUS NEKapCTBEHHbIX NPenapaTos, U3AENUii MEAVNLIMHCKOTO HasHaYeHUs 1 CrieLanmanpoBaHHbIX NPOAYKTOB Ne4eBGHOro NuTaHus (¢ Ctpanuua 14
M3MeHeHusIMK Ha 24 Hosbps 2021 roaa)
lMpuka3 MuH3dpascoupaszeumus Poccuu om 12 ¢hespans 2007 e. Ne 110

peLenTypHbIX BGriaHkax Ha HapKoTUYEeCKOe CPEeACTBO M NCUXOTPOMNHOe BelecTBo (Npunoxenve N 1).

1.7. Mpu BbINUCbIBAHUM peLenTa Ha NeKapCTBEHHYH MNPOMUCb MHAWBMOYANbHOTO W3TOTOBMEHUS, COAEepKallyo
HapKOTMYeCcKoe CPefACcTBO MM MCUXOTPONHOE BellecTBo Cnucka ll, u apyriue dapmakonormieckme akTMBHbIe BELLECTBa B J03€,
He NpeBbllUaloLLEeN BbICLUYIO pa3oBylo 403y, Y NPU YCIOBWUM, YTO 3TO KOMBUHUPOBAHHOE NEKapCTBEHHOE CPeACTBO He ABNAETCs
HapKOTMYECKUM CPEACTBOM UM MCUMXOTPONHLIM BellecTBoM Cnvcka |, crieayeT MCnonb3oBaTb peuUenTypHbIn 6naHk dyopmbl N

148-1/y-88.

OTn peuenTbl AOMKHbI OCTaBaTbCsA B anTeYHOW OpraHusaumm ans npegMeTHO-KONMYeCcTBEHHOMO yyeTa (ab3al B pedakumm,
BBeaeHHown B genicteue ¢ 10 anpens 2011 roga npukasom MunHsapaecoLpassutusa Poccum ot 20 auBapsa 2011 roaa N 13H, - cm.

npeablayLLyo peaakumio).

1.8. Mpu BbINUCLIBAHWUKM peLienTa Ha NekapcTBEHHYI NPONUCb MHAMBUAYANbHOMO M3roTOBINEHUS Ha3BaHUSA HapPKOTUYECKUX
CPEe/CTB M NCUXOTPOMHbIX BellecTs cnuckoB |l u I, MHbIX NEeKapCTBEHHbLIX CPeACTB, NoANeXallux NpeaMeTHO-KONMYeCTBEHHOMY
yyeTy, MULLYTCS B Ha4arne pelenTa, 3aTeM - BCe OCTalbHble UHIPEaUEHTHI.

1.9. BbinucbiBas HapkoTMyeckoe cpedcTBO MMM NCUXOTpornHoe BellecTBo cnuckos Il u lll, nHble nekapcTBeHHbIE cpeacTsa,
noanexawimMe npegmMeTHO-KONMYECTBEHHOMY Y4YeTy, J03a KOTOPbIX MPEeBbIWaeT BbICLUMA OAHOKPATHLIA MpuUeM, Bpay AOMmKeH
HanucaTtb 403y 3TOro cpeacTBa UMnn BellecTBa NPOnUCbio U MOCTaBUTb BOCKNMLATENbHBIN 3HaK.

1.10. He paspelwaetcs BbINMUCbIBaTb OMNpPeAeneHHble JeKkapCTBeHHble npenapaTtbl B OogHOM peuente 6onee Toro
Konm4yecTBa, KOTopoe yka3aHo B npunoxeHun N 1 k HacTosauien NHCTRyKLuK (MYHKT B pedakumy, BBe4eHHOW B aericteue ¢ 10
anpens 2011 roga npukaszoMm MuH3apascoupassutua Poccuu ot 20 aHeapa 2011 roaa N 13H, - cM. OpeabiayLLyo peaakuumio).

1.11. HopMmbl BbINUCbIBAHMA M OTMNycKa HapkoTudecknx cpeacTtB Cnwucka I, nponsBogHbix 6apObuTypoOBON KUCIOThI, MHbIX
NeKapCTBEHHbIX CPEACTB, Moanexawmx npeaMeTHO-KONMMYECTBEHHOMY Y4YeTy, AN MHKypabenbHbIX OHKOMOTMYECKUX U
remaTorniorm4eckmx 6onbHbIX MOryT ObITh YBENUYEHbI B 2 pa3a Nno CpaBHEHUIO C KONMYECTBOM, YKa3aHHbIM B npunoxernun N 1 K
HacToduen VHCTRYKLMK.

1.12. CoctaB nekapcTBeHHOro npenapata (B crnyvyae KOMOGWHMPOBAHHOrO npenapata), obo3HadeHne neKkapCTBEHHOW
dopmbl 1 obpalleHne Bpada K dapmaueBTU4eCKOMY paboTHWKY OO W3roTOBMEHUM M BblAade NEKapCTBEHHOro npenapata
BbINUCLIBAKOTCA Ha NaTUHCKOM s3blke (abs3ay B pepakuumn, BBegeHHow B gencteue ¢ 10 anpensa 2011 roga npukasom
MwuHsgpascoupa3ssutuga Poccum ot 20 auBapsa 2011 roga N 13H, - CM. NpeAbIAYLLYI0 PEAAKLINIO).

He ponyckaetcs cokpalleHne o603Ha4YeHuin Brn3knux no HaMMeHOBaHWSIM MHIPEAMEHTOB, HE MO3BONSLINX YCTAHOBUTD,
KaKoM MMEHHO fleKapCTBEHHbIN Mnpenapart BbinucaH (ab3au B pegakuuun, BBeaeHHon B genctene ¢ 10 anpensa 2011 roga
npukasom Munsapascoupassutua Poccun ot 20 aHeapsa 2011 roaa N 13H, - cM. NpegbiayLyo pegakumio).

Mcnonb3oBaHWe NaTMHCKUX COKPaLLEHM 3TUX O0BO03HAYEeHW paspeLlaeTcsl TONbKO B COOTBETCTBUM C COKpaLLEHUSIMU,
NPUHATBIMKM B MeOUUMHCKON M dapMaueBTUYEeCKON npakTuke, MpeaycMoTpeHHbIMU npunoxeHnem N 2 Kk HacTodulen
WHCTpyKLmu.

1.13. Cnocob npumMeHeHus1 nekapCTBEHHOro npenaparta 0b6o3HavyaeTcsa ¢ ykasaHMeM [03bl, YacToTbl, BPEMEHN NpUeMa n
€ero [OnuTenbHOCTM, a ANs JIeKapCTBEHHbIX MpenapaToB, B3aMMOOENCTBYIOWMX C MNULLENA, BPEeMEHW Wux ynoTpebneHus
OTHOCUTENbHO MpMeMa MUK (A0 edbl, BO BpeMsi eapbl, nocne egbl) (MyHKT B pedakumu, BBegeHHowm B gencteme ¢ 10 anpens
2011 roga npukaszom MuHagpascoupassutms Poccum ot 20 aHBapsa 2011 roga N 13H, - cM. NReAbIOYLLYI0 peakLnto).

1.14. Mpu HeOBXOAMMOCTU SKCTPEHHOIO OTMyCKa NEKapCTBEHHOro npenaparta GonbHOMY B BEPXHEN 4acTu peLenTypHOro
GnaHka npocTaBnsTca 0603HayYeHus "cito" (cpouHo) mnm "statim" (HemegneHHo) (MyHKT B peaakumun, BBEAEHHOW B AENCTBME C
10 anpena 2011 roga npukasom MwuHsgpascoupassutua Poccum ot 20 anBapsa 2011 roga N 13H, - CcM. npeabiayLlyto

penakumio).

1.15. Mpu BbINMUCbIBAHNM peuenTa KONMMYECTBO XUAKMX (hapMaLeBTUYECKMX CyOCTaHLMIM yKasbiBaeTCs B MUMNMIUTPaXx,
rpaMmmax Unum Kanmnsix, a octarnbHbIX hapMaLeBTUYECKNX CyOCTaHLMI - B rpaMMax (NMyHKT B pefakLuuu, BBEAEHHON B AEACTBUE C
10 anpensa 2011 roga npukaszom MwuHsapascoupassutua Poccun ot 20 gueapa 2011 ropa N 13H, - cM. OpeablayLuyo
peaakumio).
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1.16. CneumanbHble peuenTbl Ha HApPKOTUYECKOe CPeacTBO M MCUXOTPOMNHOE BELLECTBO AENCTBUTENbHbLI B TeYeHUe 5 aHeln
CO [HS BbINUCKM; peLenThbl, BINMCaHHbIE Ha peuenTypHbIX 6naHkax doopmbl N 148-1/y-88 - B TeueHne 10 gHen.

Peuentbl Ha nekapcTBeHHble Mpenapatbl (3a WCKMHYEHUEM MoAneXallnx MpPeaMETHO-KONIMYECTBEHHOMY Y4eTy),
BbINMCaHHbIe Ha peuenTypHbiX 6naHkax chopmbl N 148-1/y-04 (1) u dopmbl N 148-1/y-06 (1), Ans amBynaTtopHOro neyeHus
rpaxgaH B paMKax OKasaHWsl rocy4apCTBEHHOW couManbHOM MOMOWM W rpaxgaH, WMERLWMX MNpaBo Ha MonyyYeHue
nekapcTBEHHbIX NpenapaToB GecnnaTtHO U CO CKUAKOW, OEWACTBUTENbHBI B TedeHne 1 mMecsiua co AHS BbIMWCKW, a B criydae
BbIMUCKM TaKWX PeLenToB yKasaHHbIM KaTeropusiM rpaxkdaH, OOCTUIUMM MEHCUMOHHOro BO3pacTa, CPOK AeWCTBUS pelenTa
cocTaBnsieT 3 Mecsita CO AHS BbINMCKW. [nsi nevyeHus 3aTsikHbIX U XPOHUYECKMX 3aboneBaHui rpaxgaHam MeHCMOHHOIo
BO3pacTa MOryT BbINMUCbLIBATLCA PeLIENTbl Ha NekapCTBEHHbIE NpenapaTthbl Ha Kypc neveHus 0o 3 mecsiues (abs3au B pegakuuu,
BBeaeHHon B gencteue ¢ 10 anpens 2011 roga npukasom MuHsgpascoLpassutmnga Poccum ot 20 aHBapsa 2011 roga N 13H, - cMm.
npeablayLLyo peaakumio).

PeuenTbl Ha BCe ocTanbHblE NTEKAapPCTBEHHbIE NpenapaThl AENCTBUTENbHbI B TEYEHNE 2 MeCsILIEB CO OHA BbINUCKK (ab3au, B
penakumm, seegeHHon B gencteme ¢ 10 anpensa 2011 roga npukaszom MuHsapascoupassutng Poccun ot 20 aHesapsa 2011 roga
N 13H, - cM. NpeablayLLY0 pefakUmio).

PeuenTbl Ha npousBogHble 6apbuTypoBON KMCMOThl, 3deapvH, nceBgoadenpuH B YMCTOM BuOE M B CMECUM C ApYrumu
neKkapCcTBeHHbIMU CpeacTBamMu, aHabonmnyeckne cTepouabl, KnosamnuH, TMaHenTUH Ans fedeHust DONbHbIX C 3aTSKHbIMU U
XPOHUYECKMN 3ab60NneBaHMsIMU MOTYT BbIMUCBLIBATLCA Ha Kypc nedveHus 0o 1 mecsida. B aTux cnyvyasx Ha peuenTtax OOrmkHa
6bITb Hagnueb "Tlo cneumanbHOMY Ha3HAYeHUH", CKpPenneHHas NoAMMChI0 Bpada U nevyarbio MeauUMHCKOW opraHnsauum "Ons
peuenToB" (ab3ay B pegakuum, BBeageHHon B fencteme ¢ 10 anpens 2011 roga npukazom MuH3sapascoipassutug Poccun ot 20
aHBapsa 2011 roga N 13H, - cM. NpeabigyLLyo pegakuuto).

1.17. Tpw BbINUCBIBAHUN XPOHUYECKUM OOMNbHBLIM PELENTOB Ha FOTOBbIE NEKAPCTBEHHbIE MpenapaTbl U NeKapCTBEHHbIE
npenapatbl UHOUBMAYANbLHONO M3rOTOBMEHWUS BpadaM paspellaeTcs yCTaHaBnMBaTb CPOK OENCTBUA peuenTta B npegenax Ao
ogHoro roga, 3a wucknodeHnem (absauy, B pepakumm, BBegeHHow B pgencteune ¢ 10 anpensa 2011 roga npukasom
MwuHsapascoupassutug Poccum ot 20 gauBapsa 2011 roga N 13H, - cM. NpeablAyLLYI0 PEAAKLINIO):

- NIeKapCTBEHHbIX CpeacTB, noariexawnx npegmMmeTHO-KONnM4eCTBeHHOMY y4eTy,
- NIeKapCTBEHHbIX NpenaparTos, obnapatoLwmx aHabonmMyeckom akTMBHOCTLIO;

- NleKapCTBEHHbIX MpenapaTtoB, OTMYCKaeMblX M3 anTeYHbIX OpraHusauuii No peuentam AN ambynaTopHOro feYeHus
rpaxgaH B pamKax oOKasaHusi ToCydapCTBEHHOW couuanbHOM MOMOLWM M rpaxaaH, WMMelWMX MpaBo Ha Mony4vyeHue
neKkapcTBEHHbIX cpeacTB 6ecnnaTtHo M co ckuakom (absauy B pepakumu, BBeaeHHon B gencteue ¢ 10 anpens 2011 roga
npukasom MuHsapascoLpassutua Poccun ot 20 aHeapsa 2011 roaa N 13H, - cM. NpegbiayLuyo pegakumio);

- CMUPTOCOAEPKALMX FIEKapCTBEHHLIX MpenapaToB MHAMBUAOYaNbHOrO M3rotoBneHus (absay B pedakuvu, BBEOEHHOW B
penctene ¢ 10 anpensa 2011 roga npukasom MwHsgpaBcoupassutua Poccnn ot 20 sHBapa 2011 roga N 13H, - cwm.

npeablayLLyio peaakumio).

Mpwn BbINMCBIBAHMM TaKMX PELIENTOB Bpay AOIMKEH cAaenaTb NOMETKY "XpoHuMdeckomy OornbHOMY", ykasaTb CPOK AENCTBUS
peuenTta U NepuMoaudHOCTb OTMYyCKa NEeKapCTBEHHLIX NPenapaToB U3 anTe4YHOW opraHusaumm (eXXeHemenbHO, eXeMEeCsIHHO U
T.N.), 3aBepUTb 3TO YKa3aHWEe CBOEW MOAMUCLI0O N JIMYHOM MevaTblo, a Takke neyaTtbid MeOMLMHCKOM opraHm3auun "[ns
peuenTtoB" (ab3ay B pegakumn, BBeaeHHon B gencteme ¢ 10 anpens 2011 roga npukasom MuHsapaecolpassutusa Poccum ot 20
anBaps 2011 rona N 13H, - cM. NpeabiayLLyo pefakumio).

1.18. PeuenT, He oTBedvawlWmii XOTS Obl OOHOMY M3 MEPEYUCIIEHHbIX TPEOOBaHUM MNU COAepXallMi HECOBMECTUMbIE
nekapcTBeHHble CPEACTBA, CUMTAETCs HeaencTBUTENbHbIM (ab3ay, B peaakumy, BBegeHHon B aewcteue ¢ 10 anpenst 2011 roga
npukaszoM MwuHsapascolpassutug Poccun ot 20 aueapsa 2011 rona N 13H, - CM. OREALIAYLLYIO PEOAKLIMIO).

B criyyae BO3MOXHOCTM YTOYHEHMS ¥ Bpada Unv Apyroro MeauLmMHCKOro paboTHMKa, BbiMMCaBLUErO peLenT, HauMeHOBaHUS
NeKkapcTBEHHOrO mnpenapara, ero [JO3VMPOBKW, COBMECTUMOCTU M T.N., pabOTHUK anTe4yHOW opraHu3aumMm MOXET OTMyCTUTb
nekapcTBeHHbI npenapaTt nauveHty (absay B pepakuun, BeegeHHon B pgencteue c¢ 10 anpens 2011 roga nmpukasom
Munsapascoupassutus Poccum ot 20 aueapa 2011 roaa N 13H, - cM. npeabiayLLyo peaakumio).
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Il. TOPAAOK BbINMACbIBAHUA PELIENTOB HA NIEKAPCTBEHHbIE MNMPEMAPATbDI
ONA AMBYNATOPHOIO NIEYEHUA MPAXXOAH B PAMKAX OKA3AHUA FOCYOAPCTBEHHOW
COLIMATNIbHOW NMOMOLL U rPAXXAAH, UMEIOLLMX NMPABO HA NMONYYEHUE
NEKAPCTBEHHbIX CPEACTB BECIMJIATHO U CO CKUAKOWU

(HanmeHoBaHuWe B pegakumu, BBegeHHon B gencteue ¢ 10 anpens 2011 roga
npukasom MuHsapascoLpassutua Poccum ot 20 aHeapsa 2011 ronga N 13H, -

CM. NPeAbIAYLLYIO peAakLmio)

MyHkTbl 2.1-2.10 HacTosawen UHcTpykumm ¢ 1 uiona 2013 roga He NPUMEHATCA K MPaBOOTHOLLEHUAM, CBSI3aHHbIM C
Ha3Ha4YeHVEeM U BbINMUCbIBAHNEM NEKapCTBEHHbIX MPenapaToB U MEQULMHCKUX U3AENun, - MyHKT 2 npukasa MuHsapasa Poccun
0T 26 dheBpansa 2013 rona N 94H.

2.1. CamocTodaTenbHO fevawumM BpayoM WM BpadoOM-CreLManmcToM nevyebHO-NpohnNakTUYECKoro yypexaeHus
BbINUCLIBAKOTCA peLenTbl Ha NeKapCTBEeHHble npenapatbl Ansi amOynaToOpHOro fevYeHust rpaxgaH B paMKax OKalaHust
rocygapCTBEHHON CoLManbHOM MOMOLLM U rpaXKaaH, MMEIOLMX NpaBo Ha NosflydYeHme NnekapCTBEHHbIX cpeacTB 6ecnnartHo un co
CKMOKOW, B COOTBETCTBMM CO CTaHAapTaMu MELMLMHCKOM MOMOLLM, 33 UCKIIOYEHWEM CryvyaeB HasHavyeHusi, onpeneneHHbIX
nyHkToM 2.4.1 HacTosiwen WHCTRykuMM (NYHKT B pedakuun, BBegeHHou B gencteue ¢ 10 anpenss 2011 roga npukasom
MwuH3gpascoupassuTusa Poccum ot 20 guBaps 2011 roga N 13H, - CM. NpeabIayLLYI0 PEAAKLIMIO).

2.2. MNMpaBo camoCTOATENbHO BbINMUCHLIBATb peuenTbl ANs MNOMy4YeHUs B anTeYHOW OpraHuM3aumn NeKapCTBEHHbIX CPEACTB
rpaxxgaHam B nopsiake, ycTaHoBneHHoM n.2.1 Hactosulen WHCTRPyKUUKW, UMET Takke (NyHKT B pedakuun, BBEOEHHOW B
pencteme ¢ 10 anpena 2011 roga npukasom MwuH3agpascolpassutna Poccumn ot 20 anBapsa 2011 ropa N 13H, - cwm.
0peaplAyLLYIo peaakLmio):

2.2.1. B npegenax cBoeln KOMNETEHLMN Bpaydun, paboTalLme B MEQULIMHCKOW OpraHM3aumm no COBMECTUTENBCTBY (MYHKT B
penakumm, seegeHHon B gencteme ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassutmng Poccun ot 20 aHeapsa 2011 roga
N 13H, - CM. NpeabIaYyLLYI0 PeAAKLNI0);

2.2.2. Bpayn CTauMOHaApPHbIX yqpe>+<,u,eH|/|l7| counanbHOM 3aWuTbl U ncnpaBuUTENbHbIX yqpe>|<,qu|/||7| He3aBncmmMmo ot
BEJOMCTBEHHOM NPUHaAANEXHOCTH;

2.2.3. Bpaun BeOOMCTBEHHbIX NONMMKNNHKK doeaepanbHoro (cyobekta Poccuiickon degepauun) nogumHeHns:

- rpaxgaHam, VMellWMM cTaTyc no npodpeccMoHanbHOMYy MpuU3HaKy, pacxodbl Ha 6ecnnaTHoe nekapcTBeHHoe
obecneveHne KOTOpbIX B COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickon ®depepaumm MNOKPbIBAIOTCA 3@ CYET CPEeAcTB
denepansHoro 6roaxeTa;

- WHbIM KaTeropuam rpaxnaaH, pacxodbl Ha fecnnaTHoe NneKkapCcTBeHHoe obecneyeHne KOTOpPbIX B COOTBETCTBUUN C
3aKkoHogaTenbcTBOM Poccuickon <Dep,epau,vm NOKPbIBAKOTCA 3a CHET CpeacTB OrompkeToB Pa3nnYHbIX ypOBHeVI n o6sA3aTenbHOro
MeOULUMHCKOIo CTpaxoBaHuAa Nno corflacoBaHUo U B nopapke, onpegendemMom opraHamum WCNONHUTENBHOW BNacTu cy6be|<Ta
Poccuinckon cbep,epau,mm, ecnn B GrogxeTax COOTBETCTBYHOLLNX doen,epaanblx opraHoB WCNONHUTENBHOM BacTU HE BbiAemNeHbI
(*)I/IHaHCOBbIe cpencTBa Ha 3Tu uenu;

2.2.4. vacTHonpakTukylolmMe Bpadn, paboTaiowme Mo [OrOBOPY C TepputopuaribHbiM — OpraHoM  yrpaBrieHus
30paBOOXpPaHEHMEM W/Unu TeppuTopuanbHbIM  (QOHAOM 0653aTenbHOr0 MeOULMHCKOTO CTpaxoBaHUsl, W okKasblBatolime
MEAMUMNHCKYIO MOMOLLb rpakaaHam B paMKax NporpaMmmbl OKasaHWs rocydapCTBEHHOW COUManbHOW MOMOLUM M rpaxgaHam,
MMEKLLUM MPaBO Ha MOSflyYeHMEe NeKapCTBEHHLIX MpenapatoB GecnnaTHO M CO CKMAOKOW (MYHKT B pegakuumn, BBEOAEHHOW B
penctene ¢ 10 anpensa 2011 roga npukasom MwHsgpaBcoupassutua Poccnn ot 20 suBapa 2011 roga N 13H, - cwm.
npeabIayLyo penakLmio).

2.3. B ocobbix cny4vasix (NpoXknBaHWe B CENbCKOM MECTHOCTU, IOe HaxoguTCs TONMbKO MeAMUMHCKas opraHu3auus unm ee
obocobrneHHoe nogpasgeneHne, He UMeloLLlee Bpada) peLenTbl Ha NekapcTBEHHbIE npenapaTtbl Ans aMOynaTopHOro revyeHus
rpaxgaH B paMKax oOKasaHusi FOCyAapCTBEHHOWM COuManbHOM MOMOLUM M FpaxdaH, WUMEeWMX MpaBO Ha MosyyYeHue
nekapcTBeHHbIX NpenapaTtoB 6ecnnaTtHoO 1 CO CKUAKOM, MOTYT ObITb BbIMMCaHbl CAMOCTOSATENBLHO BeAyLLUM Npuem denbalepom
UIK akyLlepKon Takon MegULMHCKON opraHn3aumm B COOTBETCTBUM C N.2.1 HacTosuen NHCTpyKuuu.
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TekcT/Pepakuymna aokymeHTa noarotoeneHel AQ "Kopekc"

MepeyeHb MEOMLMHCKMX OpraHu3auun u NopsaoK JIEKapCTBEHHOro obecneyeHus yKasaHHbIX FpakgaH onpefensioTcs
OpraHoMm UCMONHUTENBHOM BNacTu cyobekTa Poccuiickon denepaumm B cepe 30paBoOOXpaHEHUS.

(MyHkT B pepakumun, BeBegeHHon B Aencteme ¢ 10 anpensa 2011 roga npukaszom MuH3agpascolpassutug Poccum ot 20
aHBapa 2011 roaa N 13H. - CM. NpeablayLLyo peaakLnto)

2.4. BbinucbliBaHWe peLenToB Ha NekapCTBEHHbIE MpenapaTthbl AN aMOynaTopHOro feYeHns rpaxxaaH B paMkax okasaHus
rocygapCcTBEHHOWN CoLMarnibHOM NOMOLLM U rpaXaaH, MMEOLWKUX NpaBo Ha nonyvyeHne nekapcTBEHHbIX NpenapaTtoB 6ecnnartHo 1
CO cKuMakon, ocyuwlectenserca (NyHKT B pedakumu, BBegeHHon B pgenctBue ¢ 10 anpens 2011 roga npukasom
MwuHsgpascoupa3ssutua Poccum ot 20 auBapsa 2011 roga N 13H, - CM. NpeAbIAYLLYI0 PEAAKLINIO):

2.4.1. Bpadamn-crneLmanmctamm:

- Ha HapKoTun4yecKume cpenctBa u MnpoTuBOONyxorneBble npenapartbl (OHKOJ'IOI'MLIeCKI/IM/FeMaTOHOI'MLIeCKI/IM 60]'IbeIM) -
OHKOJI0roM W/MUnu remaTororom, He('prJ'lOI'OM, peBmaTosiorom 1 gp.;

- Ha UMMYHOMOZYNATOPbI - FEMaTONoroM U/Unn OHKONOroM (Mocrne NPOBeAEHUS NMYyYEBOW /UMM XUMUOTEPANUK, NEpPECanKU
KOCTHOro moa3ra), UMmyHosnorom (6onbHbiM CIMVL vnu apyrummn TsKenbiMU HapYLWEHUSIMU MMMYHUTETA), TPaHCNIIaHTONIorom
(nocne nepecagky opraHoB U TKaHew), pEBMAaTONOroM U MHbIMU CrieumanucTamu;

- Ha NPOTUBOTYOEpKyneaHble Npenapatsbl - PTU3NATPOM;

- Ha npoTtuBogmabetTnyeckne (6onbHbIM caxapHbiM AMabeToM) M npoyne NeKapCTBEHHblE Mpenaparbl, BAMSAIOWMNE Ha
3HOOKPUHHYIO CUCTEMY, - SHAOKPUHOMOroM, B nopsake, onpegeneHHoM B fyHkTe 2.4 WVHCTPyKLUMWM O nopsake HasHavyeHus
fiekapcTBeHHbIX npenapartoB (npunoxexvie N 12) (ab3av B pegakumm, BBeaeHHou B gericteue ¢ 10 anpens 2011 roga npukasom
MuHsapaBcoupassuTus Poccum ot 20 auBapa 2011 roaa N 13H, - cM. npeabiayLLyo peaakuuio).

I'Ipvl OTCYTCTBUM YKa3aHHbIX CrneunanncTtoB BbINMUACbIBaHME JbrOTHbIX peuenTtoB B 3TUX Clly4dYadaXx npoun3BoauTcd nedawmm
BpayomM Mno peLleHunto Bpaqe6H017| KOMUCCUU NMOJTUKITUHUKW;

2.4.2. nevawm BpayoM WNM BpPaYOM-CMELMANIUCTOM TOMbKO MO PELUEHVIO BpayvyebHOM KOMUCCUMU MELMLUHCKON
opraHusauuu (ab3ay B pegakuun, BeegeHHon B gericteue ¢ 10 anpens 2011 roga npukasom MuH3apascoLipassutus Poccun ot
20 anBapa 2011 rona N 13H, - cM. OpeabIaYLLY0 peaakLumio):

- Ha TMNCUXOTponHble BelwecTBa ClNUCKOB Il n lll, nHble NeKapCTBeHHble cCcpeactea, noanexailune npegmMmeTHO-
KONnM4eCTBEHHOMY Y4eTY, aHabonunuyeckne cTepounabl;

- Ha HapkoTu4yeckme cpefctea Cnucka |l 6onbHbIM, HE CTPaAaloLWMM OHKONIOrMYECKUM (reMaToriorMyeckum) 3abonesaHnem;

- Ha NeKapCTBeHHble NpenapaTbl, HasHa4YaeMble nevaliMM BpayoM W Bpadamu-crieymannucramu, ogHomy OGonbHOMY B
KOnmMyecTBe MATM HaMMeEHOBaHWA M Bonee OQHOMOMEHTHO (B T€YEHME OAHMX CYTOK) MMM CBbille AEeCATU HauMeHOBaHUI B
TeyeHMe ogHoro wMecaua (abs3ay B pedakumu, BBegeHHoW B pgenctBne ¢ 15 pekabpsa 2009 rogpa npukasowm
MwuH3npascoupassutua Poccun ot 25 ceHtabps 2009 roga N 794H; B penakumu, BBeaeHHon B gencteue ¢ 10 anpensa 2011
roga npukasom MuHaapascoupassutus Poccum ot 20 aHBapsa 2011 roga N 13H, - cMm. NpeabiayLLyo pegakunio);

- Ha neKkapcTBeHHble npenapaTbl B CRyvyasX HETUMWUYHOTO TeYeHUst GOnesHu, MpU HanmuyuMu OCHOXHEHUA OCHOBHOTO
3aboneBaHus U/Mnu coveTaHHbIX 3aboreBaHunii, NPU Ha3HaA4YeHUN onNacHbIX KOMBMHaLUWIA NEKAPCTBEHHbIX CPEACTB, a Takke Nnpu
WHAUBWAYaNbHOW HENepeHOCUMOCTMU.

2.5. TlyHKT yTpatun cuny ¢ 7 oktabps 2007 roga - npukas MuHsgpascoupassntus Poccum ot 27 asrycta 2007 roga N 560.
- CM. npegplayLLyo peaakumio.

2.6. He pgonyckaeTcsi BbiMUCbIBaHUE PELIENTOB Ha JleKapCTBEeHHble npenapatbl Ans ambynaTopHOro fevyeHust rpaxaaH B
pamMKax OKasaHWsl rOCyLapCTBEHHOW COLManbHOW MOMOLUM M TpaXdaH, MMEIOLWMX MpaBo Ha MofyYeHne JeKapCTBEHHbIX
npenapaTtoB GecnrnaTHO U CO CKUAKOW, Bpadamiy CaHATOPHO-KYPOPTHLIX YYPEXAeHWI, Bpayamy CTaUMOHAPHBIX YYPEXOEHWUN, B
T.M. [OHEBHbIX (32 WCKMOYEHWEeM CTaUMOHApHBLIX YYPEXOEHW COLManbHOW 3aluTbl), a Takke BpadYamu MeauLMHCKUX
OpraHM3aLuii B Nepmos HaxoxaeHUst 6onbHbIX Ha CTaLMOHAapPHOM fle4eHUM B COOTBETCTBUM C AEMCTBYOLWMUM nopsigkom (ab3au B
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penakumu, BeegeHHon B genctene ¢ 10 anpensa 2011 roga npukazom MwuHsapascoupassutua Poccum ot 20 auBapa 2011 roga
N 13H, - CM. MpeabIayLLYI0 PeaaKLuio).

YacTHONPaKTMKYHOLMM Bpayam 3anpeLlaeTcsi BbIMMCbIBaTb PELIENTbl Ha flekapCTBEHHbIE npenapaTtbl Ansg ambynaTtopHoro
neYeHns rpaxaaH B pamkax OKasaHWs rocygapCTBEHHOM COuManbHOW MOMOLUM U rpakaaH, MMEKLWMX NpaBo Ha MNony4YyeHue
NeKapCTBEHHbIX npenapaTtoB 6ecnnaTtHO M CO CKMAKOW, 3a UCKIOYEHWEM CrydaeB, YKa3aHHbIX B NyHKTe 2.2.4 HacTodulen
WHcTpykuum (ab3au B pegakumu, BBegeHHon B genctane ¢ 10 anpens 2011 roga npukasom MuH3sgpaBcoupassutus Poccun ot
20 anBapsa 2011 rona N 13H, - cM. NpeabIayLLyo pegakumio).

2.7. HasHaueHne nekapCTBEHHbIX npenapaToB ANnd amMOynaTtopHOro feyvYeHus rpaxgaH B paMKax oOKasaHus
rocyapCTBEHHOM COLManbHON NOMOLLM U rPaxaaH, UMEIOLLUX NpaBo Ha Mony4yeHne nekapcTBeHHbIX NpenapaTtoB 6ecnnartHo u
CO CKMOKOW, OTpaxaeTcsd B MeOMLMHCKOM KapTe ambynaTtopHoro OOonbHOro B nopsgke, nNpeaycMOTPEeHHOM nyHkTom 1.6
VHCTRYKLMM O nopsaaKke HasHavyeHus NeKapCTBEHHbIX npenapatoB (mpunoxenHue N 12), nyHktamu 1.2-1.10 HacTosulen
WHCTpyKLMK, C yka3aHMeM HOMepa peLenTa u B TanoHe ambynaTtopHOro nauueHTa, yTBepX4eHHOM B YCTaHOBMEHHOM Nopsiake
(ab3au B pegakumm, BBeeHHoun B Aenctere ¢ 10 anpens 2011 roga npukasom MuHsapascolpassutus Poccum ot 20 gaHBapsa
2011 rona N 13H, - cM. NpeabIayLLYI0 PeAaKLInI).

Mpu BbINMCbIBAHNM PELIENTOB Ha NEKapCTBEHHbIE Mpenaparbl Ans ambynaTopHOro neyYeHus rpaxaaH B paMKax okasaHust
rocyapCTBEHHOM COLMArnbHON NOMOLLUM U FPaX[aH, UMEILLUX NPaBo Ha MoMNy4YeHne NekapcTBEeHHbIX NpenapaToB 6ecnnarHo u
CO ckuakomn, oba3aTenbHO yKkasbiBaeTcs HOMep TernedoHa, No KOTOPOMY pabOoTHMK anTe4YHOW opraHM3aumum MOXeT COrnacoBaTb
C nevawMm BpayoMm (Bpayom-crneunanuctom, BpadyebHON KOMUCCUMEN MEOMLMHCKOM OpraHvM3aumnyM) CUMHOHUMWYECKYIO 3aMeHy
nekapcTBeHHoOro npenapata (abs3au B pegakumv, BBegeHHon B penctBue ¢ 10 anpena 2011 roga npukasom
MuHsapascoupassutug Poccum ot 20 gauBapsa 2011 roga N 13H, - cM. npeablayLuyio peaakLumio).

2.8. Peuent Ha peuentypHom 6naHke chopmbl N 148-1/y-04(n) n N 148-1/y-06(n) BbiNMCbIBAaeTca Bpavom (cbenbaliepom) B
3 ak3emnnapax, ¢ AByMsl 9K3eMMnsipaMy KOTOporo 0onbHoM obpallaeTcs B anTevHyk opraHusauumio. lNocnegHuin sk3emnnsip
peuenTa nogknensaeTcs B ambynaTopHyto KapTy 6onbHoro (MyHKT B pefakumun, BeegeHHon B aencteue ¢ 10 anpensa 2011 roga
npukasom MuHsapascoLpassutua Poccun ot 20 aHeapga 2011 rona N 13H, - cM. OpeablayLLyo peaakLmio).

2.9. HapkoTuuyeckue cpeactea M NcuxoTpornHble BelwlectBa Cnuvcka |l ons amGynaTopHOro neyeHust rpaxgaH B pamkax
OKa3aHusi rocy4apCTBEHHOW CouManbHOM MOMOLLM M rpaxdaH, MMEKLWUX NpaBo Ha NofydYeHue NekapCTBEHHbIX Mpenapartos
GecnnaTtHO M CO CKMOKOW, BbINUCHIBAOTCA Ha CneumanbHOM peuenTypHOM OnaHke Ha HapKOTU4eckoe cpeactso U
NCUXOTPOMHOE BELLECTBO, K KOTOPOMY AOMOMHUTENBHO BLINUCHLIBAKOTCA peuenTbl Ha peuenTypHom 6nadke chopmbl N 148-1/
y-04(n) wnu chopmbl N 148-1/y-06(n) (abs3ay B pepakumu, BBegeHHon B aenctBue ¢ 10 anpens 2011 roga npukasom
MwuHsgpascoupa3ssutua Poccum ot 20 auBaps 2011 roga N 13H, - CM. NpeAbIAYLLYI0 PEAAKLINIO).

McuxotponHble BewecTBa Cnucka lll, MHble NekapCTBEHHbIE CPEACTBa, nognexalume npegMeTHO-KONMYECTBEHHOMY YYETY,
aHabonuyeckme ctepounapl, NpegHasHadeHHble AN amOynaTopHOro NeYeHns rpaxkgaH B pamkax rocygapCTBEHHON coumanbHOM
NOMOLLIM W FpaxdaH, MMEILMX NPaBo Ha NONy4YeHne NekapCTBEHHbIX NpenapaTtoB 6ecnnaTHo 1 CO CKUOKOW, BbINMUCHLIBAKOTCA Ha
peuentypHoMm 6rnaHke N 148-1/y-88, k kKOTOPOMY AONOMHMTENBHO BbINUCLIBAKOTCSA pPeLenTbl Ha peuenTypHoM 6naHke dyopmbl N
148-1/y-04(n) vnn dopmbl N 148-1/y-06(n) (ab3au B pegakumm, BBegeHHon B gencteme ¢ 10 anpens 2011 roga npukasom
MwuH3gpascoupassutusa Poccum ot 20 gauBaps 2011 roga N 13H, - CM. NnpeablayLuLyio peaakumio).

2.10. Ona obecneyeHnss HaPKOTUYECKMMMU CPELOCTBAMWM U MCUXOTPOMHbIMU BellecTBaMu 6OmnbHble NPUKPEMMAIOTCA K
KOHKPETHON MEeOMLIMHCKOA W anTeYyHOW OpraHuMsauusM no MeCTy XWUTenbCTBa B MOPsiAKe, OnNpesenseMoM OpraHoMm
ncnonHUTenbHon Bractu cybobekta Poccuickon denepaumm B cepe 3opaBOOXpaHEeHUs (MYHKT B pedakuuun, BBEOEHHOW B
pencteme ¢ 10 anpena 2011 roga npukasom MwuH3agpascoupassutna Poccumn ot 20 anBapsa 2011 ropa N 13H, - cwm.
0peapIAyLLYI0 peaakLmio).

ll. TOPAAOK O®OPMJIEHUA TPEEOBAHUN-HAKNAOHbIX B ANTEYHYIO OPFAHU3ALIUIO HA MONYYEHUE
NEKAPCTBEHHbIX NPEMNAPATOB N MEAUUUHCKUX OPFAHU3ALIUIA

(HaMmeHoOBaHWe B peagakuuun, BBegeHHon B genctene ¢ 10 anpens 2011 roga
npukasom MunHaapascoLipassutuga Poccum ot 20 aHBapsg 2011 rona N 13H, -
CM. NpeabIayLLYo peaakLnio)
3.1. Ona obecneyeHns nevyebHO-ONArHOCTUYECKOrO Mpouecca MeaWUMHCKME opraHvM3aumy Mony4varoT JeKapCTBEHHbIE
npenapatbl M3 anTeYHOW OpraHusauuu no TpeboBaHMAM-HaKNagHbIM, YTBEPXOEHHbIM B YCTAHOBMNEHHOM nopsigke (absau B
penakumm, seegeHHon B gencteme ¢ 10 anpensa 2011 roga npukaszom MuHsapascoupassutng Poccun ot 20 aHesapsa 2011 roga
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N 13H, - CM. MpeabIayLLYI0 PeaaKLuio).

TpeboBaHMe-HakNagHas Ha NosfyYeHne U3 anTeyHblX OpraHM3auuii NekapCTBEHHbIX NpenapaToB AOfHKHA MMETb LuTamnm,
KpYrnyto neyatb MeAMUUHCKOW opraHusauum, Noanvucb ee pykoBOAUTENS UMM ero 3aMectutens no nevebHon Yactu (absau B
penakumu, BeegeHHon B genctene ¢ 10 anpensa 2011 roga npukazoMm MwuHsapascoupassutua Poccum ot 20 aHBapa 2011 roga
N 13H, - CM. NpeabIgyLLY0 pegakumio).

B TpeboBaHuM-HaknagHoOM yka3biBaeTCAd HOMep, [aTa COCTaBneHus [JOKyMeHTa, OTnpaBuTenb W nonyyarenb
nekapcTBEHHOro npenaparta, HauMMeHOBaHWe neKapCTBEHHOro npenapata (C ykasaHueM [03UPOBKW, (OPMbl BbiMycka
(Tabnetku, amnynbl, Masu, Cynno3vTopun T.N.), BUO YNakoBku (KOpoOku, dorakoHbl, Ty6bl 1 T.N.), cnoco® npumeHeHus (ons
WHBEKLMIN, ANS HApY>KHOro NPYMEHEHWs1, NPUeEMa BHYTPb, MMasHble Kannu 1 T.n.), Konn4ecTBo 3aTpeboBaHHbIX NeKapCTBEHHbIX
npenapaToB, KONIMYECTBO U CTOMMOCTb OTMYLLEHHbIX NeKapCTBEHHbIX NpenapaTtoB (ab3ay B peaakunv, BBEAEHHOW B AENCTBUE C
10 anpena 2011 roga npukasom MwuHsapascoupassutua Poccum otr 20 anBapa 2011 roga N 13H, - cM. npegbigoyLuyto
pegakumio).

HanmeHoBaHMA nekapCTBEHHbIX NPenapaToB MULLIYTCA Ha NaTMHCKOM s3blke (ab3al B pegakumu, BBEAEHHOW B AENCTBUE C
10 anpens 2011 roga npukasom MwuHsapaBcoupassutua Poccum ot 20 gusapsa 2011 roga N 13H, - cM. npeablgyLuyto
peaakumio).

Tpe6OBaHVIF|-HaKJ'Ia£I,HbIe Ha JIeKapCTBEHHbIe cpeacTea, noanexatwine npeamMmeTHoO-Kornnm4eCTBeHHOMY y4yery,
BbINMNCbIBAKOTCA Ha OTAENIbHbIX OnaHkax Tpe6OBaHMVI-HaKHaﬂHbIX AN Kaxaom rpynnbl npenapaTtos.

MegnunHckmMe opraHusaunm nNpy cocTaBneHNM 3asiBOK Ha HapKOTUYeCKMe CpeacTBa M NCUXOTPONHbIE BeLlecTBa cnuckos I
un Il 4OMKHBI PYKOBOACTBOBATLCS pacYeTHBIMU HOpMaTUBaMU, YTBEPXKAEHHBIMM B YCTAHOBIEHHOM nopsake (absay B pegakuum,
BBeaeHHou B gencteue ¢ 10 anpens 2011 roga npukasom MuHsapascoLpassutusa Poccuu ot 20 auBapsa 2011 rona N 13H, - cm.
npeablayLLyo peaakLumio).

3.2. TpeboBaHus-HakNagHble CTPYKTYPHOro noapasgeneHns MeauumMHCKON opraHm3auun (kabuHeTta, oTAeneHnsa u T.n.) Ha
nekapcTBeHHble Mpenaparbl, HanpaeBnseMble B anTe4yHylo opraHu3auuto, oopMIISIOTCA B NOPSAKe, onpeaeneHHOM MYHKTOM
3.1 HacToAuler VIHCTRYKLIMUK, NOANUCHIBAIOTCA PYKOBOAMTENEM COOTBETCTBYHIOLLErO noapasgeneHms n ohopmMsioTCs WTaMnom
MeOMLMHCKOW opraHusaumu.

Mpu BbINMCbIBAHUM JEKAPCTBEHHOrO Mpenapata AN MHAMBMAOYanbHOro OOMbHOrO AOMOMHUTENLHO YKa3blBAeTCs €ero
amunns n nHuumansl, Homep UCTopun 6onesHu.

(MyHkT B pepakumun, BeBegeHHon B Aencteme ¢ 10 anpensa 2011 roga npukaszom MuH3agpascolpassutna Poccum ot 20
aHBapsa 2011 roga N 13H. - CM. npeablayLLyio peAaKLmio)

3.3. Cromatonoru, 3ybHble BpayuM MOryT BbINMCbIBaTb 3a CBOEW MOANUCHI0 TpeboBaHMsS-HaKNagHble TONMbKO Ha
nekapcTBeHHble Npenaparbl, NPUMeEHsIEMble B CTOMATONOrM4eckoM kabnHete, 6e3 npaBa Bblgavn Ux naumMeHTam Ha pyku (MyHKT
B peaakuuun, BBegeHHon B genctene ¢ 10 anpensa 2011 roga npukasom MuHsapascoLlpassutma Poccum ot 20 sHeapsa 2011 roga
N 13H, - CM. MPEeAbIAYLLYI0 PEAAKLMIO).

3.4. TpeboBaHusa Ha S40BUTblE NEKAPCTBEHHbIE CPEACTBa, KPOME MOAMMCKM cTomaTtorora unu 3yOHOro Bpada, OOSmKHbI
MMETb NOAMMCb PYKOBOAUTENS ydpeXaeHUs (OTAENEHUS) UM ero 3aMecTUTenNs U KPyrny nevyatb MeQUUMHCKON opraHnsaumm
(nyHKT B penakumun, BBegeHHon B gencteue ¢ 10 anpensa 2011 roga npukasom MuHsapascoupassuntmus Poccum o1 20 gaHBaps
2011 rona N 13H, - cM. IpeabIayLLYyo peaakLmio).

3.5. TpeboBaHusA-HakNagHbIe Ha OTMYCK YACTHOMPAKTUKYHLIMM Bpayam JEeKapCTBEHHbIX NpenapaTtoB (3a UCKIOYEHMEM
HapPKOTUYECKNX CPEACTB U MCUXOTPONHbIX BewecTB cnuckoB Il u I, a Takke nekapCTBEHHbIX MpenapaToB, coAepXalimx 3Tn
cpencTea u BellecTBa) opopMIisoTca B nopsigke, onpeaeneHHom n.3.1-3.4 HacTosuler VIHCTRYKLUMU Ha OCHOBaHWM [OroBopa
KYNnu-npogaxku Mexay YacTHOMPaKTUKYIWMM BpavyoM W anTedyHoOM opraHusaumMen u fMUeH3Mn Ha MegMLMHCKYHo
OeATenbHOCTb, BbIJAHHON B YCTAHOBMNEHHOM Mopsiake (NMyHKT B pedakuun, BBegeHHow B aewnctBue ¢ 10 anpenst 2011 roga
npukaszoM MwuHaapascolpassutug Poccun ot 20 aueapsa 2011 rona N 13H, - CM. OREAbIAYLLYIO PeOAKLIMI).

3.6. B anteuHbix opraHmMsauusax TpeboBaHUsi-HaknagHble ne4yebHO-NMPOUNaKTUIECKUX YUYPEXOEHUA Ha OTMyCK
HapPKOTUYECKMUX CPEACTB M NCMXOTPOMHbIX BelecTB cnuckos |l u Il xpaHaTca B TedeHne 10 neT, Ha OTNYCK UHbIX NeKapCTBEHHbIX
CpeacTB, noanexalimx npegMeTHO-KONMYEeCTBEHHOMY YYETY - B TedeHue 3 NeT, OCcTanbHbIX rpynn fNekapcTBEHHbIX NpenapaTos -
B TeyeHWe OAHOro KaneHgapHoro roga (MyHKT B pegakuwmn, BBedeHHon B pgenictBue ¢ 10 anpens 2011 roga npukasom

JokyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro doHaa u3 6onee 100 000 000 HOpMaTUBHO-MPaBOBbIX 1 HOPMATUBHO-TEXHUYECKUX [OKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902273344#8PC0LV
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/901711867#6580IP
http://docs.cntd.ru/document/901711867#65E0IS
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902030092#8PC0LV
http://docs.cntd.ru/document/902030092#8PC0LV
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902273344#8PE0M0
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902273344#8PG0M1
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902273344#8P20LP
http://docs.cntd.ru/document/901711867#6580IP
http://docs.cntd.ru/document/901711867#65E0IS
http://docs.cntd.ru/document/902030092#8PA0LU
http://docs.cntd.ru/document/902030092#8PA0LU
http://docs.cntd.ru/document/902258905#7DI0KA
http://docs.cntd.ru/document/902273344#8P40LQ
http://docs.cntd.ru/document/901711867#6580IP
http://docs.cntd.ru/document/901711867#65E0IS
http://docs.cntd.ru/document/902258905#7DI0KA

O nopsiAke Ha3HaYeHWs U BbINMUCHIBAHWUS NEKapCTBEHHbIX NPenapaTos, U3AENUii MEAVNLIMHCKOTO HasHaYeHUs 1 CrieLanmanpoBaHHbIX NPOAYKTOB Ne4eBGHOro NuTaHus (¢ Crtpanuua 20
M3MeHeHusIMK Ha 24 Hosbps 2021 roaa)
lMpuka3 MuH3dpascoupaszeumus Poccuu om 12 ¢hespans 2007 e. Ne 110

MwuHsgpascoupa3ssutua Poccum ot 20 auBapsa 2011 roga N 13H, - CM. NpeAbIAYLLYIO PEAAKLINIO).

3.7. TpeboBaHus-HakNagHble MEOUUMHCKUX OpraHu3auui OOSKHbl XpaHWUTbCS B anTe4YHOW opraHu3auuMu B YCOBMSIX,
obecneymBaloLLMX COXPaHHOCTb, B COPOLUIOPOBAHHOM K ornevYaTaHHOM BUAE UM OPOPMIISTLCS B TOMa C yKkasaHMem Mecsila u
roga (NyHKT B pedakuuu, BeegeHHon B gencteme ¢ 10 anpensa 2011 roga npukasom MuH3sgpascoupassutnsa Poccum ot 20
aHBapsa 2011 roga N 13H, - CM. NpeAbIAYLLYI0 PeAaKLINO).

3.8. MyHkT yTpatnn cuny ¢ 1 mapta 2022 roga - npukas MuHsapasa Poccum ot 24 Hoabps 2021 rona N 1094H, aencteyeT
no 1 mapta 2028 roga. - CM. npeablayLLyo peaakuuio.

IV. KOHTPOJb 3A BbINUCbIBAHUEM PELLENTOB U TPEBEOBAHUNA-HAKIAOHbIX
HA NNEKAPCTBEHHbIE NPENAPATbI

(HaMmeHoOBaHue B peaakumun, BBegeHHon B gencteme ¢ 10 anpens 2011 roga
npukasom MuHsapascoupassutusa Poccum ot 20 aneapsa 2011 rona N 13H, -
CM. NREAbIAYLLYIO peAakLmto)
4.1-4.13. MNyHkTbl yTpaTtuna cuny ¢ 1 nona 2013 rona - npukas Munsapasa Poccuu ot 26 dheBpans 2013 rona N 94H. -
CM. mpeablayLyo pefakLmio.

MpunoxeHue N 1

K MHCTPYKLMKM O nopsifKe BbINUCbIBaHUA
neKapcTBEeHHbIX npenapaToB U ohopMneHus
peuenTtoB U Tpe6boBaHUM-HaKNaAHbIX

(rpudch B pegakuun,

BBeAeHHon B aencteue ¢ 10 anpens 2011 ropa
npukasom MuHsapascoupasBuTua Poccuu

ot 20 aHuBapsa 2011 rona N 13H, -

CM. NpeAbIAyLLYyI0 peaakumio)

NPEQENBHO AONYCTUMOE KOJINYECTBO
NEKAPCTBEHHbIX CPEOCTB A5A BbIMAUCbIBAHUA HA OOWH PELIENT

(c nameHeHuamm Ha 20 aHBapst 2011 roga)

N HanmeHoBaHWe nekapCcTBEHHOrO cpeacTaa dopma BbInNycka 1 O3MPOBKaA Konunyectso
n/n
1. bBynpeHopduH TabneTku gns cyGrnMHrBanbHOro 50 Tabn.
npuema 200 mkr n 400 mkr
2. bBynpeHopduH PacTeop Ans nHbekumin, amnynel
300 mkr/mn 1 mn 30 amnyn
300 mKr/mMn 2 mn 15 amnyn
3. bynpeHopduH TpaHcoepmanbHas TepaneBTuyeckas
cucrema
35 MKr/y 20 nnacr.
52,5 MKr/y 8 nnacr.
70 MKr/y 5 nnacr.
4. [OurngpokopenH-petapg (AIK KoHTuHyC) TabneTkn ons npuema BHyTpb
60 mr 40 Tabn.
90 mr 30 Tabn.
120 mr 20 Tabn.
5. Aunuponop (nuputpamug) Pacteop ans uHbekuui, amnynsl 0,75% 50 amnyn
no 2 mn
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6. MopdmHa rugpoxnopug PacTBop ans uHbekuuin, amnynsl 10 mr 20 amnyn
B1Mn
7. OMHoOMoH Pacteop ans uHbekuuid, amnynsl 1% 10 amnyn
2% no 1 mn
8. [lpomenon (TpumenepuauHa rmapoxnopua) TabneTku gns npuema BHyTpb 25 Mr 50 Tabn.
9. [llpomenon (TpumenepuanHa rmapoxnopua) PacTBop ons uHbekuun, amnynsl 11 10 amnyn
2% no 1 mn
wnpuu-Trobukn 1 1 2% no 1 mn 10 wnpuu-
TIOOMKOB
10. MopdwmHa cynbdat (MCT KOHTUHYC unn apyrue aHanoru TabneTkn 1 kancynbl NPOANEHHOO
NPOAOIKUTENBHOCTBI0 AENCTBUS HE MeHee 12 yacoB) AEeNCTBUS Ans npvema BHyTpb
10 mr 160 Tabn.
30 mr 60 Tabn.
60 mr 20 Tabn.
100 mr 20 tabn.
200 wmr 20 Tabn.
11. Mpocuaon Tabnetkn gns 6ykkanbHoro npuema 10 50 Tabn.
Mr un 20 mr
12. Mpocugon PacTBop ons uHbekuuin, amnynsl 10 mr 50 amnyn
B1mn
13. ®eHTaHun TpaHcaepmanbHas TepaneBTudeckas
cuctema
12,5 mkr/yac 32 nnacr.
25 mkr/yvac 16 nnacr.
50 mkr/yac 8 nnacr.
75 MmKr/yac 5 nnacr.
100 mkr/yac 4 nnacr.

(NyHKT B pegakumn, BBeeHHOW B aencTeue ¢ 15 gekabpsa 2009 roga npukasom MuH3apascoLpassutusa Poccum ot 25 ceHTsabps
2009 roaa N 794H, - cMm. NpeablayLLyo peaakumio)

14. KogewvH (kogevHa docdar) MopoLuok 02r
15. KOMBUHMPOBaHHLIE NeKapCTBEHHbIE NpenapaThl, CoaepKalume Tabnetkn, kancynel, pacteopbl U T.4.  He 6onee 0,2
KogewH (kogeuHa cocdar) re

(nyHKT B pegakumu, BBeaeHHow B aericteue ¢ 10 anpens 2011 roga npukazom MuHanpascoLpassutmsa Poccuun ot 20 sHBaps
2011 rona N 13H, - cM. NpeabioyLLY0 pedakuuio)

* [Mpu BbINUCbIBAHWUM 1 OTNYCKE NIEKapCTBEHHOIO Npenapara Npou3BoAMTCS NepecyeT Ha YMCTOe BeLLeCcTBO (CHOCKa B
peaakuun, BBegeHHon B gencteme ¢ 10 anpens 2011 roga npukaszom MuHagpaecoupassutusa Poccum ot 20 aHBapa 2011 roaa
N 13H, - CM. NpeabIayLLY0 peaakumio).

16. STnnMopduHa ruapoxnopua (GUOHUH) MopoLuok 0,2r*

** B rnasHbIx Kannsax v Massix AUOHUH MOXET BbINMCBIBATLCA B KONMMYECTBaxX A0 1 r NpM HanuumMu ykasaHusi Bpava Ha
peuenTe "o cneynanbHOMY HasHaYeHU", 3aBepeHHOro NOANMUCHIO U NIMYHOW NeYaTbio Bpaya, nevatbio MeaULMHCKON
opraHusauun "[nsa peuenTtoB” (CHOCKa B peaakumu, BBeaeHHou B aencteue ¢ 10 anpens 2011 roga npukasom
MwuHsapaBscoupassutus Poccuu ot 20 auBapa 2011 rona N 13H, - CM. NpeapiayLLy0 pefakuumio).

17. AmcenpamoH (cpenpaHoH) Tabnetku, gpaxe 25 mr 50 Tabn.

18. XanbLMoH (Tprasonam) Tabnetkn 250 mkr 30 Tabn.

19. Hatpusa okcubyTtupat Pacteop ans npuema BHyTpb 66,7%, 2 dnakoHa
cupon ans npuema BHyTpb 5%

20. 3beapuHa rugpoxnopua v gpyrue conu acegpuHa MopoLuok 06r

21. TeodpenpwiH, Teocbeapun-H, Heo-TeodeapuH Tabnetkn 30 Tabn.

22. ConyTtaH PactBop 50 mn 1 dpnakoH

23. CnasmoBepanruH, CnasmoBepanrnH-Heo Tabnetkn 50 Tabn.
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24. [Ipyrne KOMOUHMPOBaHHLIE NEKapCTBEHHbIE Npenaparhl, TabneTtku, NOPOLLKM U T.4. 1 ynakoBka
cogepxaiyme adenpuHa ruapoxnopua,n nognexaime npeameTHo-
KONMUYECTBEHHOMY Y4ETY

(nyHKT B pegakumu, BBegeHHow B aericteue ¢ 10 anpens 2011 roga npukazom MuHanpascoLpassutmsa Poccun ot 20 aHBaps

2011 rona N 13H, - cM. NpeabioyLLY0 pedakLuuio)

25. KoMOrHMpoBaHHbIE NEKapCTBEHHbIE NpenapaThkl, coaepkaline Kancynbl, nopoLuku, cupon, TabneTtkn, 1 ynakoBka
ncesgoadeaprHa ruapoxnopua u nognexaiime npeameTHo- XMOKOCTb ANs Npuema BHyTPb U T.A4.
KONMYECTBEHHOMY YYeTY

(nyHKT B pegakuun, BBeaeHHon B aencteue ¢ 10 anpensa 2011 roga npukasom MuHsapaecoupassutua Poccum ot 20 aHBaps

2011 roga N 13H, - cM. npeabiayLLyo pefakLmio)

26. KnodenuH Tabnetkn 0,075 wr, 0,15 mr 1 ynakoBka

27. MaxvkapnuHa rugponoguna MopoLuok 1,2r

28. AHabonwnyeckue ropmoHbl: MeTangpocteHonoH, OkcaHAPOsoH TabneTtku, pacTBOp ANs UHBEKUMIA U 1 ynakoBka
Petabonun, HangponoH, ®eHobonun, CunabonuH n gpyrue T.A0.

29. KomMbrHupoBaHHbIE NEKapCTBEHHbIE NpenapaThbl, cogepXaline Kancynbl, Tabnetkn, cupon, kannetsl 1 1 ynakoBka
heHnnponaHonamuH, 1 nognexative npeaMmeTHo- T.0.

KONUYECTBEHHOMY Y4ETY
(nyHKT B pegakumu, BBeaeHHow B aericteue ¢ 10 anpens 2011 roga npukazom MuHanpascoLpassutmsa Poccuun ot 20 aHBaps
2011 roga N 13H, - cM. npegblayLLyto pedakLmio)

30. deHobapbuTan Tabnetkn 50 mr, 100 mr 10-12
Tabnetok
31. beHsobapbutan (beHsoHan, beHsobamun) Tabnetkn 50 mr, 100 mr 1 ynakoBka
32. NMpumungoH (MekcammauH, MuconuH) Tabnetkn 125 wmr, 250 mr 1 ynakoBka
33. bytopdaHon (Ctagon, Mopagon) PacTBop ons uHbekuui 2 mr/mn 1 M 10 amnyn

Tekct/Pepakuma apokymedTa noarotoenersl AQ "Koaekc"

MpumevaHune:

Mpy BbINUCbLIBAHUN HAPKOTUYECKUX NEKAPCTBEHHbIX NpenapaTtoB, He MpeayCMOTPEHHbIX HACTOSAWUM MPUMOXKEHUEM, WX
npegenbHO AONYCTMMOE KOMMYECTBO ANA BbINMCbIBAHUS B OAHOM peuenTe MOXET B MNATb pa3 npeBblilaTb pasoBylo A03Y,
YKa3aHHY0 B MHCTPYKLWUM MO MEAMULMHCKOMY NMPUMEHEHMIO BbINMUCHIBAEMOrO NEKapCTBEHHOro npenaparta (absay B pegakumu,
BBeaeHHou B gericteue ¢ 10 anpens 2011 roga npukasom MunsapascoLpassutua Poccuu ot 20 auBapsa 2011 rona N 13H, - cm.
npenbiayLLyo peaakuuio).

MpunoxeHue N 2

K UHCTPYKLMM O nopsiaKe BbINUCbIBaHUS
neKapcTBEeHHbIX npenapaTtoB U opopMIIeHnsA
peuenToB U Tpe6oBaHUM-HAaKNAAHbIX

(rpud B pepakumn,

BBeaeHHoun B genucteue ¢ 10 anpens 2011 ropga
npukasom MuHaapaBcoupasButua Poccuun

ot 20 auBapsa 2011 rona N 13H, -

CM. NpeAbIAYLLYI0 peaakumio)

BAXXHEWLWWME PELEENTYPHbIE COKPALLEHUSA

CokpaweHne [lonHoe HanucaHue MepeBog
aa ana no, NOPOBHY

ac.acid. acidum Kucnota

amp. ampulla amnyna

aq. aqua BOoAa
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Crpanuua 23

aq. destill.
but.

comp., cps
D.

D.S.

D.t.d.

Dil.

div.in p.aeq.
extr.

ol.
past.
Ppl.
p.aeq.
ppt., praec.
pulv.
g.s.

r., rad.
Rp.
Rep.
rhiz.
S.
sem.
simpl.
Sir.
sol.
supp.
tabl.
t-ra, tinct.
ungq.
vitr.

aqua destillata
butyrum

compositus (a, um)

Da (Detur, Dentur)
Da, Signa

Detur, Signetur

Da (Dentur) tales doses

dilutus

ANCTUNNMpoBaHHas Boda
macno (TBepgoe)

CMNOXHbIN

Bbigan (nycTb BbligaHo, NycTb OyaeT BblAaHO)
Bbigan, 0603Ha4ub

MycTb OyaeT BblgaHo, 0603HaAYEHO
Beigan (Myctb ByayT BblAaHbI) TakvMe 403bl
pa3BedeHHbIN

divide in partes aequales pa3genu Ha paBHble YacTu

extractum

fiat (fiant)

qutta, guttae
infusum

in ampullis

in tab(u)lettis
linimentum
liquor

massa pilularum
Misce, Misceatur
numero

oleum

pasta

pilula

partes aequales
praecipitatus
pulvis

quantum satis
radix

Recipe

Repete, Repetatur
rhizoma

Signa, Signetur
semen

simplex

sirupus

solutio
suppositorium
tab(u)letta
tinctura
unquentum
vitrum

SKCTPaKT, BbITSKKA
MycTb 0bpa3syetcs (0bpa3syroTcs)
Kannsi, kannm

HacTown

B amnynax

B TabneTkax

Xugkas masb

XKMOKOCTb

nunnbHasa macca

Cwmewan (MycTb Byget cmelaHo)
yncnom

macno (ugkoe)

nacta

nunons

paBHble YacTu

OcaxaeHHbIN

MopoLuok

Ckonbko noTpebyeTcsi, CKOMNbKO Hado
KOpeHb

Bo3bmu

Moetopwu (MycTb Byaet NnoBTOPEHO)
KOpHeBuLLEe
0O603Haub (MycTb byaet 0603Ha4YeHo)
cems

npocTon

cupon

pacTteop

cBeva

Tabnetka

HacTolka

Masb

CKNsIHKa

MpunoxeHue N 3

K MHCTPYKLMKM O nopsiaKe BbINUCbIBaHUA
neKapcTBEeHHbIX npenapaToB U ochopMneHus
peuenToB U TpeboBaHUN-HAKNAAHbIX,
yTBEPXAEHHOW NPUKa3oMm
MuHsgpaBcoupassutusa Poccumn

ot 12 deBpansa 2007 roga N 110

(B pepakuun,
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BBeaeHHoun B geucteue ¢ 10 anpens 2011 ropga
npukasom MuH3apascoupasBuTusa Poccuu

ot 20 auBapa 2011 rona N 13H, -

CM. NpeAbIAYyLIYI PeAakLmio)

AKT
OB YHUUYTOXEHUU TPEEOBAHUN-HAKNAOHbIX ANSA NONYYEHUA
HAPKOTUYECKUX CPEACTB U NMCUXOTPOINHbIX BELWWECTB MO UCTEYEHUU
CPOKOB UX XPAHEHUA*

* AKT ohOpMNSETCA EXKEMECAYHO.

or ""200r N

Komuceus B coctaBe:
Mpeacenatens
( BomkHOCTb N ®.UN.O. NONHOCTLIO)
YUneHbl komnceuu:
(momkHocTb N ©.M.0O. NONHOCTLIO)
(momkHocTb N ®.M.O. NONHOCTHLIO)
(aormkHocTb U @.M.0O. NonHOCTLI0)

npoussena" " 200 r. M3bATUE N YHUYTOXEHME B
(HaumeHoBaHWe opraHusaumu)
TpeboBaHWN-HaKNaAHbIX AN NOMYyYEHNS HAPKOTUYECKUX CPEACTB U MNCUXOTPOMHLIX BELLECTB 3a

(mecsu, roa)

N HaumeHoBaHWe nekapcTBEHHOro npenaparta, 4O3MPOBKa, EanHuua Homep n gata TpeboBaHus- Konunyectso
n/ BU NeKapCTBEHHON pOpMbI n3mepeHuns HaknagHown TpeboBaHWnN-
n HaknagHbIX
1 2 3 4 5

WNTOro no akTy yHUUYTOXEHbI MyTEM CXXUraHUSI UMK paspbiBa U NOCMeayoLwero

3amMa4MBaHVs B pacTBOpPE XJTIOPHOW U3BECTU (HY>KHOE NOAYEPKHYTb)
(konnyecTBo

TpeboBaHWN-HaKNaaHbIX.
undpamm 1 NPonmncbIo)

Mpencenatens KOMUCCUMK:
(mognuce)
YUneHbl komnceuu:
(noanuce)
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(mognuce)
(mognuce)

TekcT/Pegakuma aokymeHTa noarotoenensl ACQ "Kopekc"

MpunoxeHue N 4

K MHCTPYKLMKM O nopsiaKe BbINUCbIBaHUA
neKapCTBEHHbIX npenapaTtoB n oopmMreHuns
peuenToB U TpeboBaHUN-HaKNaAHbIX

(rpudp B pepakuun,

BBeaeHHoun B geucteue ¢ 10 anpens 2011 ropga
npukasom MuH3apaBcoupasButua Poccuun

ot 20 auBapa 2011 rona N 13H, -

CM. NpeAbIAYyLIYI PeAakLuio)

AKT
OB YHUYTOXEHUM TPEEOBAHUN-HAKINAOHbBIX ANA NONYYEHUA UHBIX
NEKAPCTBEHHbIX CPEACTB, NOANEXALLKMX NPEAMETHO-KOJINHECTBEHHOMY
YYETY, MO NICTEYEHUU CPOKOB UX XPAHEHWUA*

* AKT odpopMrIsieTcs exemMecsayHo.

or""200r. N

Komucens B cocrase:
Mpeacenatens
( momkHoCTb N ®.MN.O. NONHOCTLIO)
YUneHbl Komuceuu:
(aomxHocTb 1 ®.M.0O. nonHocTbLI0)
(momxkHocTb 1 ®.1.0. nonHocTLIO)
(BomkHocTb N ®.M.0O. NONHOCTLIO)

npoussena " " 200 I. USbATME N YHUYTOXEHNE B
(HaMmeHoBaHWe opraHusaLmn)
TpeboBaHMN-HaKNaAHbIX ANs NOMyYeHUs NHbIX NeKapCTBEHHbLIX CPEACTB, noanexalumnx

NpeaMeTHO-KONMYECTBEHHOMY Y4YeTy 3a :
(mecsy, ron)

B KOnuyecTse LUTYK.
(umMdpamu 1 NponUcCkIo)
TpeboBaHMsA-HaKNagHble YHUHTOXEHbI MyTEM CXXWUIraHUsi Ny paspbiBa U MOCINEAYIOWEro 3aMaynBaHus B pacTBOpe XITOPHOW

N3BECTU (HY>KHOE NMOAYEPKHYTh).

Mpeacenatenb kKomuccuu:
(noanuce)
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UneHbl KOMUCCUN:
(nognuchb)
(noanwuceb)
(nognuce)

Mpunoxexnne N 14

MHCTPYKLUA
O NOPAOKE HA3HAYEHMUSA U BbINMUCbIBAHUA U3OENUUA MEOULIMHCKOIO
HA3HAYEHUA U CNELUMANTU3NPOBAHHBLIX NMPOAOYKTOB NEYEBHOIO NMUTAHUA
OnAa QETEN-MHBANUAOOB

(c nameHeHuamm Ha 20 aHBapst 2011 roga)

MpunoxeHne N 14 k HacTosiwemy npukasy ¢ 1 mona 2013 roga He NPUMEHSIETCA K MPaABOOTHOLLEHUSAM, CBSI3aHHLIM C
HasHa4YeHWEeM U BbINMUCbIBAHNEM NEKapCTBEHHbIX MPENapaToB U MEQULIMHCKUX U3AENui, - MyHKT 2 npukasa MuHsapasa Poccuun
0T 26 dheBpana 2013 rona N 94H.

1. Visgennsi MeamumHCKOro HasHadyeHns M crneuvanusvpoBaHHble NPOoAyKTbl NeYebHOro nuTaHus And AeTen-uHBanuaos
HasHa4yalTCA U BbINUCLIBAKOTCHA B paMKax NpefocTaBreHns OTAeNbHbIM KaTeropmsiM rpaxxgaH rocyfapCTBEHHON coumanbHOn
nomMoLun B BMAE Habopa coumanbHbIX yCryr (MyHKT B pedakumu, BBefeHHow B denctsume ¢ 10 anpensd 2011 roga npukasom
MuHsapaBcoupassuTus Poccum ot 20 auBapa 2011 roaa N 13H, - cM. OpeabiayLLyo peaakumio).

2. WN3genust MeOMUUHCKOTO Ha3HadYeHUs Ha3HadalTCs M BbIMUCbIBAOTCA Bpavamu (denbaliepamu) MeguuUHCKUX
OpraHu3aLui, OKasbiBalLLUX MEPBUYHYK MEOMKO-CaHWTapHyk nomoulb (ab3al B pepakumu, BBegeHHon B gencteve ¢ 10
anpens 2011 roga npukasom MuHsapascoLpassutua Poccum ot 20 aneaps 2011 rona N 13H, - cM. IpeablayLLy peaakLmio).

CneuunanuaupoBaHHble MNPOAYKTbl Ne4YebHOro nuTaHus Ang OeTel-UHBanuAoB Ha3Ha4alTCsl BpadamMy MeOMLMHCKUX
opraHusauui, OKasblBalLWMX MeONKO-TeHETUYECKYD MOMOLLb, W BbIMUCHIBAOTCA BpavYaMy MeOMLIMHCKUX OopraHu3auuin,
OKa3blBalOLLMX MeOUKO-TEHETUYECKYI0 MOMOLLb, UKW Bpayamu-cneumManuctamn (B criydae Mx OTCYTCTBMS Jievyalium Bpayvom)
MEOMLIMHCKUX OpraHu3aumin, okasbiBaloLWMX MNEPBUYHYIO MeAUMKO-CaHUTapHy nomolwb (ab3ay B pedakuuu, BBeAEHHOW B
aenctene ¢ 10 anpena 2011 roga npukasom MwuHsapascoupassutua Poccun ot 20 auBapa 2011 roga N 13H, - cwm.
npeablayLLyo peaakLumio).

3. PeuenTbl BbINMCLIBAOTCA Ha M3O0enns MELULMHCKOrO Ha3Ha4YeHus U cneunanm3anpoBaHHble NPOAYKThI neyebHoro
nuTaHnMa gna geten-mHBanuaoB, BKIKOYEHHblE B nepeyHun n3genvm MeguLMHCKOrO HasHadeHus u cneymnanm3anpoBaHHbIX
NpPOAYKTOB neyebHoro NuTaHusa onsa AeTen-mHBannaos, yTBEpXOaeMble B YCTaHOBJIIEHHOM nopsagke.

4. PeuenTbl BbINMCLIBAOTCA Ha peuenTypHbix GnaHkax dhopmbl N 148-1/y-04(n) n N _148-1/y-06(1n) B COOTBETCTBUMN C
TpeboBaHuAMK, NpegyCcMOTpeHHbIMK pasaenamu | n Il HCTpyKuumM 0 nNopsake BbINUChIBAHWA NeKapCTBEHHbIX NpenapaTtoB U
odhopmeHusa peuentoB 1 TpeboBaHui-HaknaaHblx (mpunoxeHne N 13) (NyHKT B pegakumu, BBedeHHou B genctsme ¢ 10
anpens 2011 roga npukaszoMm MuHaapascoupassutma Poccum ot 20 aHeapa 2011 roaa N 13H, - M. IpeabiayLLyo peaakumio).

5. Mpu BbINUCBIBAHUM XPOHUYECKUM BOSbHBLIM PELENnToOB Ha CreuuanusMpoBaHHble MPOAYKTbl fle4ebHOro nuTaHua ans
AeTel-MHBanuaoB Bpayam paspeluaeTcsl ycTaHaBnmMBaTb CPOK AeNCTBUS peLenTa B npedenax 4o O4HOMo roga.

Mpwn BbINMCBIBAHMM TaKMX PELIENTOB Bpay AOIMKEH cAaenaTb NOMETKY "XpoHudeckomy OonbHOMY", ykasaTb CPOK AENCTBUS
peLenTa u NepMoanyHOCTb OTMyCKa CrneumnanmM3npoBaHHbIX MPOAYKTOB fevyebHoro NnuTaHusa ans AeTen-MHBanuaoB U3 anTeyHoro
yupexaeHus (opraHnsaumm) (exxeHegenbHO, eXXEMECSAYHO U T.M.), 3aBEPUTb 3TO YKasaHWe CBOEW NOAMMUCHIO U JIMYHONW nevaTblo,
a Takke neyaTtbio MeauuMHCKON opraHmsauun "[nsa peuentoB” (ab3au B pegakuun, BBeaeHHon B genctene ¢ 10 anpens 2011
roga npukasom MuHsapascoupassuTtus Poccum ot 20 auBapa 2011 rona N 13H, - cM. npeabiayLuyo peaakuuio).

MpunoxeHune N 15
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MHCTPYKLUA
O NOPAAKE XPAHEHUA PELIENTYPHbIX BJIAHKOB

(c nsmeHeHuamun Ha 20 aHeapsa 2011 ropa)

MpunoxeHne N 15 k HacToswemy npukasy ¢ 1 mona 2013 roga He NPUMEHSAETCA K MPaBOOTHOLLEHUAM, CBSI3aHHbIM C
XpaHeHMeM peuenTypHbIX BrnaHKoB Ha rnekapcTBeHHble npenapaTtbl U MegUUMHCKUE U3denus, - NyHKT 3 npukasa MwHsgpasa
Poccum ot 26 chespand 2013 rona N 94H.

1. MeguuunHcKkMe opraHmMsauumn nonyyawT HeobxoauMmble peuenTypHble OnaHkM 4Yepes TeppuTopuanbHble OpraHbl
ynpaBneHnsi 34paBoOXpaHEHNEM UMM OpraHu3aumn, YNorIHOMOYEHHbIE Ha 3TO OpraHamn MCMONTHUTENbHOW BNacTu CyObeKToB
Poccuinckon ®epepaumm (ab3ay B pegakumm, BBeaeHHon B aencteme ¢ 10 anpensa 2011 roga npukasom MuH3apaBcoLpa3BuTms
Poccun ot 20 aHeapa 2011 rona N 13H, - cM. NpeabiayLLyo peaakumio).

3anac peuenTypHbIX GrMaHKOB B MEOUUMHCKUX OpraHm3auusax He AOIbKeH MpeBbilaTb MONyrogoBOW, a crneuvanbHbIX
peuenTypHbIX GNaHKOB Ha HApPKOTUYECKMEe CpeacTBa M MNCUXOTPONHble BewecTBa Cnucka Il - mecayHon notpebHocTn (ab3ay B
penakumu, seegeHHon B gencteme ¢ 10 anpens 2011 roga npukasom MuHsapascoupassutng Poccun ot 20 aHsapsa 2011 roga
N 13H, - CM. NpeabIayLLY0 pegakumio).

YacTHOMpaKTUKyloWMe BpayyM CaMOCTOATENbHO 3aKasblBaloT OnaHku peuenToB (3a WCKIOYEHMEM  crieumanbHbIX
peuenTypHbIX GNaHKOB Ha HapKOTMYECKOe CPeACTBO M MCMXOTPOMHOE BELLEeCTBO) C yKasaHWem TunorpadckumM crnocobom B
BEpPXHEM IeBOM YINy afapeca Bpaya, HoMepa, AaTbl U CpoKa AeWCTBUS NULIEH3UM, HauMeHOBaHUSI opraHa rocyLapCTBEHHOM
BacTW, BblAaBLLErO AOKYMEHT, MOATBEPXAAOWMNIA HAnMYme NULEH3NN.

2. B kaxgo MeguLUMHCKOW opraHusauuu MnpyvkasoM pPYKOBOAWUTENS Ha3Ha4yaeTCs NUUOo, OTBETCTBEHHOE 3a MOoryyYeHue,
XpaHeHue, ydeT 1 Bbigavy Bcex BMOOB peLenTypHbiX ONaHKoB (MyHKT B pegakuuu, BBegeHHon B fgenctame ¢ 10 anpens 2011
roga npukasom MuHsapascoupassuTtus Poccun ot 20 aueapa 2011 roaa N 13H, - cM. npeabiayLLyo peaakLuio).

3. PeuenTypHble OnaHku AOMKHbI XPAHWUTLCS! OTBETCTBEHHbLIM fULIOM MOA, 3aMKOM B METannnyeckom Likadgy (cendpe) mnm
MeTannmM4yeckom siluMKe, a crneumanbHble peuenTypHble BnaHKM Ha HapKoTUYecKoe CPEACTBO U MCUXOTPOMHOE BELLECTBO - B
cende.

YacTHONpaKTUKYOWUIA BpaYy OOMKEH XpaHUTb peuenTypHble BraHku nog 3amMkoM B MeTannuyeckom wkady (cerdpe) nnm
ALLMKe.

4. YyeT peuenTypHbIX OnaHkoB No BuAaM BELETCS B XXypHanax, NpOHYMepOBaHHbIX, NMPOLUHYPOBAHHbLIX U CKPensieHHbIX
NnoanuCblo PYKOBOAMTENS M NeyvaTblo MEeOMLMHCKON opraHu3aumm no ycrtaHoBrneHHbIM dopmam (mpunoxenua N 10 m N _11)
(NyHKT B pegakummn, BBeOeHHoM B gencteue ¢ 15 gekabpa 2009 roga npukasom MuHsgpascoupassutua Poccun ot 25 ceHTabps
2009 rona N 794H; B pegakuun, BBeaeHHon B aenctene ¢ 10 anpensa 2011 roga npukasom MwuH3gpascoupassutua Poccumn ot
20 anBapa 2011 rona N 13H, - CM. OREObLIOYLLYIO peaakLmio).

5. MocTosiHHO AencTByloLasi KOMUCCUS, co3daBaemMasl B MeOMLMHCKOW OpraHu3auun, NpoBepsieT COCTOSIHME XpaHeHus,
yyeTa, pakTUYeckoe Hanmume u pacxod creumanbHbIX peuenTypHbIX GnaHKoB Ha HapKOTUYECcKoe CPeAcTBO M MCUXOTPOMHOE
BELLECTBO OAMH pa3 B Mecsl, M ApYrMx peuenTypHbiXx OnaHKoB - oguH pa3 B kBapTan (abs3al B pegakuuun, BBEOEHHOW B
penctene ¢ 10 anpensa 2011 roga npukasom MwuH3gpaBcoupassutua Poccnn ot 20 sHeapa 2011 roga N 13H, - cwm.
NREAbIAYLLYIO PEAAKLMIO).

B cnyyae HecoBnageHMst KHUXKHOMO OCTaTka peuenTypHbiX GnaHkoB ¢ PakTMYECKMM HanuuMeM fnnuo, OTBETCTBEHHOE 3a
nonyyeHne, XpaHeHue, Y4eT W Bblgady peuenTypHbiX OnaHkoB, HECET OTBETCTBEHHOCTb, MNPEAYCMOTPEHHYHO
3akoHogaTenbcTBom Poccunckon ®enepaumm.

6. OpraHbl ynpaBneHust 3opaBoOXpaHeHnem cyobektoB Poccuickon Pegepaumm npu obcrnegoBaHMM MeAUMLMHCKMX
OpraHu3aLun KOHTPOMMPYHOT WCMONb3oBaHWe M obecrnedeHne COXPaHHOCTW peLenTypHbIX OnaHKoB (MYHKT B pegakuumu,
BBefeHHou B aenctaue ¢ 10 anpensa 2011 roga npukasom MuHsapascoupaseutna Poccum ot 20 aueapsa 2011 rona N 13H, - cm.
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OpeablayLLYIO penakLmio).

7. PeuenTypHble GrnaHkM B KonuYecTBe 2-HedernbHOW MOTPeGHOCTM BbIOATCA MEOULIMHCKAM paboTHUKaM, WMEIOLLIUM
npaBo BbINUCLIBAHWUA PELENTOB, MO PACMNOPSHKEHWNIO MMABHOMO Bpaya Unv ero 3aMecTuTens.

8. Jlevalwiemy Bpayy paspeluaeTcs BblaaBaTb eANHOBPEMEHHO He Bonee fecsaTn cneumanbHbIX peuenTypHbiX 6naHkoB Ha
HapKOTU4YEeCKOE CPencTBO M NCUXOTPOMHOE BELLECTBO YCTAHOBMEHHOIO obpasua A5s BbINMUCbIBAHUSA HAapKOTUYECKUX CPEaCTB U
NCMXOTPOMHbIX BewecTs Cnucka .

9. MonyyeHHble peLenTypHble GrnaHky MeanuMHCKUue paboTHUMKM AOMKHbI XPaHUTb B MOMELLEHMsIX, obecneymBaiowmx ux
COXpPaHHOCTb.

Pepakuunsa gokymeHTa ¢ y4eToMm
M3MEHEHWUIN 1 OOMNONHEHUN NOAroTOBMNEHA
AO "Kopekc"

Tekct/Pepakuma apokymedTa noarotoenersl AQ "Koaekc"
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