IIpuka3z MuHuCTEpPCTBA 3IPABOOXPAHEHUS U COUMAJIBLHOIO pa3purusi PO
ot 12 ¢eBpans 2007 r. N 110
"O nopsiike HA3HAYEHUS U BHINHMCHIBAHNS JIEKAPCTBEHHBIX NMPENapaToB, U31eJIUil MeIUIIHHCKOT0
HA3HAYEHUS U CHEeNUATU3MPOBAHHBIX NPOAYKTOB Jie4eOHOr0 mMuTaHus"

B cootBercTBUM co crathedt 6.2. @epepanpHoro 3akona ot 17 wurons 1999 r. N 178-®3 "O
rocyaapcTBeHHOU coruanbHo momomu" (CoOpaHue 3akoHomarenbcTBa Poccuiickort ®eneparuu, 1999,
N 29, ct. 3699; 2004, N 35, ct. 3607; 2006, N 48, ct. 4945; 2007, N 43, cr. 5084; 2008, N9, cr. 817;
N 29, cr.3410; N 52, cr.6224; 2009, N 18, cr.2152; N 30, cr.3739; N 52, cr.6417; 2010, N 50,
cT. 6603) u B nemsax obecrnedyeHus TIpaxJaH, B TOM 4YHCIE HMMEIOIUX I[PaBO Ha IOJy4YECHUE
TrOCYyJapCTBEHHOM COLMAJBHOW TMOMOIIM, MO penentam Bpada (denpamepa) HEOOXOAMMBIMU
JIEKapCTBEHHbIMM IIpernapaTtaMy, H3AEIMSIMH MEAMLMHCKOTO Ha3HAYeHWs M ClIeUaTU3UPOBAHHBIMU
IPOAYKTaMH JIe4eOHOTO MUTAHUS JJIS IeTeH-UHBAINIOB, IIPUKA3bIBAIO:

1. YTBepauTh:

1.1. ®opmy "CreunanbHblid perenTypHblid OJaHK Ha HAPKOTHYECKOE CPENCTBO M ICHXOTPOITHOE
BEILIECTBO" COTJIaCHO MpUII0KEeHUIO N 1;

1.2. HWHcrpykumio mno 3anojHeHuto ¢opMbl  "CreuuanabHbId  peLENTypHBIH OJlaHK Ha
HapKOTHUYECKOE CPEACTBO U IICUXOTPOITHOE BEIIECTBO" COTTIACHO MPUIIOKEHUI0 N 2;

1.3. ®opmy N 148-1/y-88 "PenentypHslii 0:1aHK" cormacHo npuiioxeHuto N 3;

1.4. Unctpykumio mo 3anonHeHuto Gopmbl N 148-1/y-88 "Peuentypubiii Omank" corjacHo
npuiioxkenuto N 4;

1.5. ®opmy N 107-1/y "PeuentypHsiii 0:1aHk" coriacHo mpuioxenuto N 5;

1.6. Hnctpykumio mo 3amomnHeHuio ¢opmer N 107-1/y  "PeumentypHblit OmaHk" coriacHoO
npuoxeHuto N 6;

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

1.8. ®opmy N 148-1/y-06 (1) "Penent" cornacuo npunoxxenuto N §;

1.9. Muctpyknuto no 3anonHeHuto popmel N 148-1/y-06 (1) "Penent" u ¢popmer N 148-1/y-06 (1)
"Peuent" cornacHo npunioxxeruto N 9;

1.10. ®opmy N 305-1/y "Xypnan yuera B MeOUIMHCKUX opranuzanusx ¢opmbl N 148-1/y-88
"PenentypHbiii 61aHk", popmel N 148-1/y-04 (;1) "Peuent", dopmsr N 148-1/y-06 (;1) "Penent”, ¢popmbl
"CrenuanbHbIM perenTypHbIi OJaHK Ha HAPKOTHYECKOE CPEJACTBO M MICUXOTPOIMHOE BEMIECTBO' COTIacHO
npuitoxkeHuto N 10;

1.11. ®opmy N 306-1/y "Xypnan ydera B MeAMUMHCKMX opranuzauusx ¢opmel N 107-1/y
"PenientypHslii 61aHK" cornacHo npuioxenuto N 11;

1.12. VIHCTpYKIMIO O MOpsIIKE Ha3HAYEHMsI JEKApPCTBEHHBIX MPENapaToB COIJIACHO MPHIIOKEHUIO
N 12;

1.13. WHcTpyKuMi0O O NOpSAKE BBINUCBHIBAHUSA JIEKAPCTBEHHBIX IpenapaToB M odopmiieHus
pEeLenToB U TpeOOBaHMI-HAKIAJHBIX COTIacHO MpuiokeHuo N 13;

1.14. UHCTpYKIMIO O MOPSIAKE HA3HAUYCHUSI M BBIMMCHIBAHUS U3EIHI MEIUIIMHCKOTO HAa3HAUCHUS U
CHELHUATU3UPOBAHHBIX MPOAYKTOB JIEUEOHOTO MUTAHMS JIA JETeH-MHBAIMJOB COIJIACHO MPUIIOKEHUIO
N 14;

1.15. MHCTpYKIMIO O MOPSIJIKE XpAaHEHUsI PELENTYPHBIX OJaHKOB COTJIACHO MpUiIokeHuto N 15.

2. denepanpHON chyx0e 1O HamA30py B cdepe 3IpaBOOXpPAHEHUS W COIUAIBHOTO Pa3BUTHSA
oOecreynTh KOHTPOJb 3a COOJNIOJIGHHEM TOpsAKa Ha3HAUYECHHUs, BBIMUCHIBAHUS JICKAPCTBEHHBIX
[penapaToB, H3AEIUN MEIUIMHCKOIO Ha3HAuUeHUs U CHEHUAIU3HPOBAHHBIX MPOAYKTOB JI€4eOHOTO
NUTaHWS IS 1eTel-UHBAJIN/IOB.

3. IIpu3Hath yTpaTUBUIMMU CUITY:

npuka3 MuHucrepcTsa 3apaBooxpaHeHust Poccuiickoit @enepanuu ot 23 asrycra 1999 r. N 328
"O pauuoHaNbHOM Ha3HAYEHUH JIEKAPCTBEHHBIX CPEJICTB, MpPaBUJaX BHINUCHIBAHUS PELIETITOB Ha HUX U
HOpsI/IKE UX OTITYCKa alTEeYHBIMH YUPEXKACHUSAMHU (OpraHuzanusmu)" (3aperucTpupoBaH MHUHHCTEPCTBOM
tocturin Poccuiickoit @eneparuu 21 oktsiops 1999 r. N 1944);

npuka3 MunucTepcTBa 31paBooxpaHenust Poccuiickont denepanun or 9 susapa 2001 r. N3 "O
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BHECEHWH U3MEHEHMI U NOMOJHEeHMI B npuka3 Munsapasa Poccuu ot 23.08.99 N 328 "O parmonaibsHOM
HA3HAYEHUH JIEKAPCTBEHHBIX CPEJCTB, MPaBUiIaX BBINMCHIBAHUS PELENTOB HA HUX M MOPSIKE UX OTIIYCKa
anTeYHbIMM  YYPSXKICHUAMU (OpraHM3aunusMu)"  (3aperucTpupoBaH MMUHHUCTEPCTBOM  FOCTULIUU
Poccuiickoit ®eneparuu 23 siuBaps 2001 1. N 2543);

npuka3 MunucrtepcTBa 3apaBooxpanenusi Poccuiickoit denepamuu ot 16 mas 2003 r. N 206 "O
BHECEHMH U3MEHEHUI U JIONOJIHeHUM B puka3 Munsapasa Poccun ot 23.08.99 N 328" (3apeructpupoBan
MunucrepctBoM roctuninu Poccuiickoit @eneparuu 5 urons 2003 1. N 4641);

npuka3 MunmncrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 19 nexabps 2003 r. N 608
"O BHeceHMHM WH3MEHEHHH B mpuka3 MunzapaBa Poccum ot 23.08.99 N 328" (3apeructpupoBaH
MunucrepctBoM roctuninu Poccuiickoit @eneparuu 21 suapst 2004 . N 5441);

npuka3 MUHUCTEPCTBA 3paBOOXPaHEHMSI U COLIMAIIBHOTO pa3BuTHs Poccuiickoit denepaunn ot 22
HOs10pst 2004 1. N 257 "O BHeceHUHU JONOJHEHUH B prka3 Mun3apaBa Poccuu ot 23 aBrycra 1999 rona
N 328 "O paunoHaJIbHOM Ha3HAUYE€HUU JIEKAPCTBEHHBIX CPEJCTB, NPABUIIAX BBINHMCHIBAHUS PELENTOB Ha
HUX M HOpsAKE UX OTIYCKa aNTEeYHbIMM YUYPEKICHUAMHU (OpraHuzauusmMu)"’ (3aperucTpupoBaH
MunuctepcrBoMm roctunmu Poccuiickoit @eneparuu 30 HosOpst 2004 r. N 6148);

nprka3 MuHUCTepCTBa 3JpaBOOXPAaHEHUS U cOLMaIbHOro pa3sutus Poccuiickoit denepaunu ot 16
mapta 2005 r. N 216 "O BHeceHUM U3MEHEHUs B IpHKa3 MuHUCTEpCTBA 3/paBooxpaHeHus: Poccuiickoii
®enepaunn ot 23 aBrycra 1999 roga N 328 "O pannoHanbHOM Ha3HAYEHUU JIEKAPCTBEHHBIX CPEJCTB,
IpaBWJaX BBINKMCHIBAHUS PELENTOB HAa HHUX W IMOPSJIKE HMX OTHYCKa AaNTeYHbIMH YUPEKICHUSIMU
(opranm3anusamu)" (3aperucTpupoBaH MuHUCTEpCTBOM tocTulinu Poccuiickoit @enepamuu 8 anpens 2005
r. N 6490);

nprka3 MuHUCTEpCTBa 3/JpaBOOXPAaHEHUS U cOLMaIbHOro pa3sutus Poccuiickoit denepaunu ot 29
anpenst 2005 r. N 313 "O BHeceHuM usmeHeHU B MHCTpYKLMIO O NOpsAAKE HA3HAYEHUS JIEKAPCTBEHHBIX
CPEZCTB M BBIINKMCHIBAHUS PELENTOB Ha HUX, YTBEPXKIECHHYIO MPUKa3oM MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®enepaunu ot 23 aBrycra 1999 r. N 328" (3apeructpupoBaH MHMHHUCTEPCTBOM IOCTULIUU
Poccuiickoit ®eneparuu 20 mas 2005 r. N 6607);

INYHKT 2 mnpuka3a MuHHCTEpCTBa 3paBOOXpPAaHEHUS M COLMAIBbHOrO pa3Butus Poccuiickoit
@eneparun ot 14 gekabps 2005 r. N 785 "O mnopsake OTIycKa JIEKapCTBEHHBIX CpECTB"
(3apeructpupoBan MunucrepctBoM octuninu Poccuiickoit @eneparuu 16 susaps 2006 r. N 7353);

npuka3 MUHUCTEPCTBA 34paBOOXPAaHEHHS U COLMAIIBHOTO pa3BuTHs Poccuiickont denepaunu ot 13
utoHa 2006 r. N 476 "O BHeceHMM M3MEHEHUH B mpuka3 MuHHUCTEpcTBa 3/paBooxpaHeHus: Poccuiickoit
@enepanuu ot 23 asrycra 1999r. N 328 "O panuoHanpHOM Ha3HAYEHHWH JIEKAPCTBEHHBIX CPEICTB,
IpaBWJiaX BBIMKMCHIBAHUS PEIENTOB HAa HHUX W TMOPSJKE HMX OTHyCKa AamnTeYHbIMU YUYPEKACHUSIMU
(opranuzanusmMu)" (3apeructpupoBaH MuHucTepcTBoM toctuuuu Poccuiickoit @enepanun 13 uromns
2006 r. N 8044);

npuka3 MUHUCTEPCTBA 34paBOOXPAaHEHMS U COLIMANIbHOTO pa3BuThsl Poccuiickoit denepannu ot 17
depanss 2006 r. N 97 "O mnopsiake BBINMCHIBAaHUS PELENTOB HA JIEKAPCTBEHHBIE CPENICTBA OTAEIbHBIM
KaTeropusaM Ipax/iaH, UMEIOLMUX MIPaBO Ha MOJYyYEHHE TOCYJapCTBEHHON COLMAIbHON ITOMOIIH, B PaMKax
peanM3alyy  JIOMOJHUTEIBLHOTO JIEKApCTBEHHOro obecriedeHus" (3aperucTpupoBaH MMHHCTEPCTBOM
foctumu Poccuiickoit @eneparuu 6 mapra 2006 r. N 7561).

Bpuo Munuctpa B.U. Crapoay6oB

3apeructpupoBaHo B Muntocre PO 27 anpenst 2007 r.
Perncrpanmonnsiii N 9364

Ipunoxenne N 1
K IIprKkazy MUHHCTEPCTBA 31PaBOOXPAHECHHS

U COUMATBHOIO passutus PO
ot 12 ¢peBpans 2007 r. N 110

$OPMA
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crienqMaJIbHOI'O peLelTypPHOI'O 6y1aHKa Ha
HapKoOTHUYeCKoOe CpenCTBO M IICUMXOTPOIIHOE BelleCTBO

Yrparusno cuny ¢ 1 urons 2013 1.
IIpuioxenne N 2
K Ipuka3zy MUHHCTEpPCTBA 3APaBOOXPAaHEHHUS
U COHAJIBHOrO passutus PO
ot 12 ¢pepass 2007 r. N 110

HNucTpykuus
1o 3anoJiHeHu10 Gopmbl ""CrienuaibHbINA penenTypHbIid 0JIAaHK HA HAPKOTHYECKOE CPeACTBO U
NICUXOTPOIHOE BelecTBo"
(c usmenenusimu 20 ssuBaps 2011 r.)

Yrpatuno cuny ¢ 1 urons 2013 r.
pniaoxenne N 3
K Npukazy MUHHCTEPCTBA 3APaBOOXPaHEeHUs
H CONMAIBHOTO pa3putusa PO
ot 12 ¢eBpans 2007 r. N 110
(c usmMenenusivu ot 20 sstuBaps 2011 r)

PeuenTypHsnt 6GJaHK

Yrpatuno cuny ¢ 1 uromns 2013 r.
puiaoxenne N 4
K IpuKasy MUHHCTEPCTBA 3IPABOOXPAHEHH S
H CONUAIBHOTO pa3utusa PO
ot 12 ¢eBpans 2007 r. N 110

Hucrpykuus
no 3anoHeHn0 gopmbl N 148-1/y-88 "Penentypnblii 6s1ank"

VYrparuno cuny ¢ 1 uronsa 2013 r.
Ipuiaoxenune N S
K IIprKazy MUHHCTEPCTBA 31PaBOOXPAHCHHS
U COUHMATBHOIO passutus P@
ot 12 ¢eBpans 2007 r. N 110
(c usmeHenusimu ot 20 sstuBaps 2011 r.)

PeuenTypHsni 6JaHK

Yrparuno cuny ¢ 1 urons 2013 r.
Ipuiaoxenune N 6
K IIprKazy MUHHCTEPCTBA 3PaBOOXPAHECHHS
U COUMATBHOIO passutus PO
ot 12 ¢eBpans 2007 r. N 110

HNucTpykuus
no 3anoaHeHno ¢popmel N 107-1/y "PenentypHbiii 61aHK"
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VYrparuno cuny ¢ 1 urons 2013 r.
Ipuinoxenune N 7
K Ipuka3zy MUHHCTEpPCTBA 3APaBOOXPaHEHHU S
U COHAJIBHOrO passutus PO
ot 12 ¢pepaus 2007 r. N 110
(c usmeHenusimu ot 20 situBaps 2011 r.)
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MMHMCTEPCTBO 30PaBOOXPAaHEHMS
M COLMaJIbHOT'O Pas3BUTUI
Poccurickon denmepauum

YTBEPXIOEHA
NpMuKasoM MmMHMCTepCTBa BIOPaBOOXPaHEHUSI U
couManbHOT'O palBuTHS Poccuiickon $emepaumm
or 12 dpeBpans 2007 r. N 110

MTamn

Konm MemouMUMHCKOM OpTaHM3aluMu

Kon dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)
Kon Kon VICTOUHUK % OIJIaTH: Konm mexkapCTBEHHOTO Ipenaparta
KaTero- [HOB0JIOTUUYEeCKOM | pMHAHCUPOBAHUA : | (IOOUEPKHYTh) (BanojiHgeTCsa B alTeke)
pumn bopMel (IOOYEPKHYTH)
rpaxzdaH| (mo MKB-10) 1.demepabHBIM
2. CybwekT PO 1. BecnjuarHO
SIS (S |L |L |L |. |L |3.MyHMUMIAJELHEBI
2 50%
PELIEIT Cepus N IlaTa BHEIIMCKMA: 200 T.
®.M.0. nmaumeHTa IaTa poXOeHUS
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CHIJIC

N cTpaxoBoro
MeIULUVHCKOTO
nojmca OMC:

Apgpec mnayu N MEeIMLMHCKOM KapTh aMOyJlaTOPHOTO MallMeHTa
(McTOopUM paszBUTKUS pebeHKa)

®.1.0. Bpaua

(konm Bpaua, odernbpamepa)
lloonuce ¥ JMUHAadg IedaTh Bpaua (benbnumepa) M.II.

PeuenT IOEeNCTBUTEJIEH B TeueHue 1 Mecsuna, 3 MecsleB (HEHYXHOE 3auepKHYTH)

OTHnymeHO IO pPeLenTy: ToproBoe HaMMEHOBAaHUE
Y OO3MPOBKA:

IODaTa ornycka: " " 200 T. KommuecTBO!:

I[IpuroroBMII: I[lpoBepni: OrnycTui:




Kopemoxk pelLenTypHOTO OJlaHKa
HamMeHOBaHUE
JIEKAPCTBEHHOTO IpenaparTa:

HOo3UpPOBKaA :

Crnocob NpMMeHEeHU:
[TpOOOJIXUTEJNILHOCTD

KonmmuecTBO NPMEMOB B IEHb:
Ha 1 npuewm:

oHem

pas
en.




IIpuiaoxenne N 8

K IIpyKazy MUHHCTEPCTBA 31PAaBOOXPAHECHHUS
U COLMATBLHOIO passutus PO

ot 12 ¢pespass 2007 r. N 110

(c usmenenusimu ot 20 sstuBaps 2011 r.)



MUHMCTEPCTBO 3IPaBOOXPAHEHMUI
Y COLMAaJIbHOTO pPa3BUTUS

Poccurickon demepaunn MECTO IJIA HNTPUX-KOIA
r—— — — — — — /[
[ _I YTBEPXIEHA
_— Y — — — IprKas3oM MuMHMCTepCcTBa BIpPaBOOXPaHEHMUS U
MenuumrHCKas oOpraHM3aumusa couManbHOT'O pasSBuUTHSI Poccuiickon $enmepaumum
or 12 peBpans 2007 r. N 110
MITamn
Kon OI'PH
Kon ¢opmer mo OKYI 3108805
dopma N 148-1/y-06 (i)
Kon Konm HO3OJOTHMUYECKOM VCTOUHUK
KaTeTropumn bopmet buHaHCUpPOBAHUSA: [% OIJIa TH ns Penent
TpaxnaH (mo MKB-10) 1) benepallbHEM | MICTOYUHMKA OEeVCTBUTEJIEH B
OomxeT brHaHCUPOBAHUA : TeueHne 1
2) tioomxkeT|1) 100% Mecsdana
cybrekTa 2) 50%
Poccumckom (HyxHOE
demepauun IONUYEPKHYTH)
3) MYyHMLUIIAJIbHBIM
OmxeT
(HyX)XHOE
IIOOYEPKHYTH)
PELEIT Cepusa N oT

®.M.0. naumeHTa



http://mobileonline.garant.ru/document?id=79139&sub=0
http://mobileonline.garant.ru/document?id=4000000&sub=0

ITaTa
POXOEeHUS . . CHIIJIC

N cTpaxoBoro
MeOMLVHCKOT'O
rnoJjimca :

N MeOMUMHCKOM KapTh aMOyJIaTOPHOT'O OOJIBHOTO (MCTOPMS pa3BUTUS pebeHKa)

®.1.0. Bpaua (denbnuepa)

Kon Bpaua (dernbnoumepa)

BrinmmcaHo: (BamoyiHgeTCa CHeUMajiIMCTOM alTeYHOTO YyUYpeXIeHMS)
OTnymeHoO IO pelentTy:
Rp: IJaTa oTnycka
Kon mexapCTBEHHOTIO
npenapara
D.t.d. ToproBoOe HaMMEHOBAHUE
IosupoBKa
KommuecTBO enmHML]
Signa KommmuecTBO
lloonuce Bpada (denbnumepa) Ha obmywn cymmy
1 JIMYHaAd Ie4YaThb Bpauda
(penpnomepa)
M.II.

PeuenT OeMCTBUTEJIEH B TedeHue 1 Mecsaua, 3 MecsdlueR (HEeHYXHOE 3auepKHYTh)

————————————————————————————————————— (IMHMA OTPEIBA) ——— =~~~

Kopewoxk PELIEITA Cepusa N oT
Crnoco6 NpMMEeHEeHUA:
[IPOOOIXUTEJIbHOCTb oHeM HauMeHOBaHMEe JIeKApCTBEHHOT'O IIpernapara:

KommuecTBO NpMeMOB B HOeHb pas




Ha 1 npuewm ern. Io3MpOoBKa :




IIpuaoxenne N 9

K NpuKkazy MUHHCTEPCTBA 3IPABOOXPAHEHUS
U COHAJIBHOIO pa3sutus PO

ot 12 ¢pespass 2007 r. N 110

HNucTpykuus
1o 3anoJHeHu10 popmbl N 148-1/y-04(1) "Peuent' u ¢popmbl N 148-1/y-06(1) " Penent"

1. B Bepxaem neBom yriry dopmbsl N 148-1/y-04(1) "Penent" u ¢popmber N 148-1/y-06(i1) "Penent"
(mayee - peuenTypHbI ONaHK) MPOCTABISAETCS IITAMII MEJUIIMHCKON OpraHu3ali C yKa3aHHEM ee
HAaUMEHOBAaHMUs, ajpeca, TeaedoHa, a TAKKE YKa3bIBAeTCs KOJI JIe4eOHO-TPOPUIAKTUYECKOTO YUPEKICHHUS.

B Bepxmeit wactu ¢dopmbr N 148-1/y-06(a1) "Pement" o0003Ha4eHO MeECTO [UIsi HaHECEHUS
HITPUX-KOJIa.

2. OdopmiieHue perentypHoro OyiaHKa BKIIIOYAeT B ceOs MU(ppOBOEe KOAUPOBAHUE W 3aIOJHEHUE
OnaHka.

3. Hudposoe kogupoBaHue perenTypHoro 01aHKa OCyIECTBISETCS M0 CIEAYIONEH CXeMe:

IpU U3TOTOBICHUHM PEIENTYPHBIX OJAHKOB I€YaTaloTCs KOJ MEIULMHCKOW OpraHu3alud B
co0oTBeTCTBUU ¢ OCHOBHBIM I'OCY/IapCTBEHHBIM perucTpaunoHHsM HomepoM (OI'PH);

Bpau (enpamep) Ha aMOyIaTOPHOM MpUEME BHOCHUT KOJA KaTeropuu rpaxiad (SSS), nmeromux
IPaBO Ha €XEMECAYHYI0 [EHEXKHYI BbIIIATY M OOecHedYeHHE JIEKAPCTBEHHBIMU IpenaparaMd B
COOTBETCTBUU cO cTaThaMmu 6.1. u 6.7. denepanbHoro 3akoHa ot 17 uronsg 1999 r. N 178-®3 "O
rocyaapcTBeHHOM cormanbHo momomu" (CoOpanue 3akoHonarensctBa Poccuiickont denepanuu, 1999,
N 29, cr.3699; 2005, N 1, ct.25; 2006, N 48, ct.4945) u xox Ho3zomornyeckord (opmer (LLLLL) mo
MKB-10 nmyTtem 3aHeceHust K10 LU(PBI B MyCThIE SIUEHKH, TOUKA IPOCTABISIETCS B OT/AETIBHON A4eiiKe.

Hcrounuk QuuancupoBanus (denepanbHbiii Oropker [1], Owomker cyobekra Poccuiickoit
Oenepaunn  [2], MyHununansHeii Owomker [3]) u mpoment omnatel (6ecruatho [1], 50% [2])
yKa3bIBAIOTCS MOAUYEPKUBAHUEM.

[Ipu oTmycke JieKapCTBEHHBIX MpenaparoB, BeIMUCAaHHBIX Ha popme N 148-1/y-04 (i) "Penent"”, B
anTeyHOM OpraHu3alMy NPOCTABISIETCs KO/ JIEKApCTBEHHOTO Mpernapara.

4. 3arnoHEeHUE pelenTypHoro OJaHKa.

PenientypHbIit 651aHK BBIMHMCHIBAETCS B 3 3K3EMIUIAPAX, UMEIOLINX €AUHYI0 ceputo U Homep. Cepust
peuentypHoro OnaHkKa BKJIIOYaeT Koja cyobekra Poccuiickoit ®enepanuiv, COOTBETCTBYIOLIUN IBYM
nepBbiM nuppam OOmepoccuiickoro kinaccudukaropa 00BEKTOB aJMHUHHCTPATUBHO-TEPPUTOPUATBHOTO
nenenus (OKATO). Homepa npucBanBaroTcs 10 HOPSAIKY.

[Tpu odopmieHnH peuenTypHOro OJaHKa YKa3bIBalOTCS IMOJHOCTBIO (aMHIIUS, MUMS, OTYECTBO
00JbHOTO, JaTa POXKIEHHS, CTPaxoBOM HOMEp HHIUBUAYAIbHOIO JIMIIEBOTO CYeTa TpaKIaHUHA B
[Tencuonnom ¢ouge Poccuiickoit ®@eneparuu (CHUJIC), HOMEp CTpaxoBOTO METUIIMHCKOTO TMOJKCA
OMC, anmpec wim HOMEp MEAUITMHCKON KapThl aMOyIaTOPHOTO MallieHTa (MCTOPUN Pa3BUTHS peOCHKA).

B rpade "®.1.0. Bpaua (penpamepa)” ykazpBaroTcs paMHIUS U MHULIUAIBI Bpaya ((penpamepa).
B rpade "Rp:" ykazbiBarorcs:

- Ha JIATUHCKOM s3bIK€ HAWMEHOBAaHHE JIEKApPCTBEHHOTO Ipemapara (MeXIyHapoaHOe
HENaTeHTOBAaHHOE WJIM XMMHUYECKoe, JIN0O TOproBoe), 3apeructpupoBanHoro B Poccuiickoit denepanum,
€ro J103UpPOBKa U KOJINYECTBO;

- Ha PYCCKOM WJIM PYCCKOM M HAallMOHAJIBHOM S3bIKaX CIOCOO MPHUMEHEHHUs JIEKapCTBEHHOI'O
npemnapara.

3anpemnaercs OrpaHUYMBaThC O0IUMH yKazanusmu: "Brayrpennee", "M3BecTHO" u T.1I.

Pa3pematoTcsi TOJNIBKO MPUHSATHIE MpaBUJIAMH COKpAIIeHUs 00O3HAYCHUH; TBEpPAbIC M CHITy4YHe
dapmareBTHUECKHE CyOCTaHIIMU BhIMUChIBatoTCA B rpammax (0,001; 0,5; 1,0), sxuakue - B MIJUTHIUTPAX,
rpaMMax H Karisx.

Penent mnoammceiBaercsi BpadoMm  (denmpamiepoM) H 3aBEpSETCS €ro  JUYHOM TeYaThlo.
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JIOTIOTHUTEIBHO PELIETIT 3aBEPSIETCS MeUaThl0 MEAUIIMHCKON opranu3aiuu "Jis peuentos.

Kon B rpade "Kon Bpaua (denpamepa)" yka3pBaeTCs B COOTBETCTBUU C YCTAHOBJICHHBIM OPTaHOM
yIpaBJIeHUs 31paBooxpaHeHHeM cyOwbekta Poccuiickoit ®exepanuu mnepeyHeM KOJOB Bpayei
(penpamiepoB), UMEIOMIMX MPAaBO Ha BBIIUCKY JIEKAPCTBEHHBIX IMPENapaTroB B IENAX MPEAOCTaBICHUS
TOCYJapCTBEHHOMN COIMAIbHON MTOMOIIH B BUJI€ HA0Opa COLMANIBHBIX YCIIYT.

[Ipu BeINKCKE JIEKAPCTBEHHOI'O Ipenapara MO PEelIeHHI0 BpaueOHOW KOMHCCHU Ha 000poTe
pelenTypHOro OJIaHKa CTAaBUTCS CIEIMAbHAS OTMETKA (IITamI).

5. Ilpu oTmycke JieKapCTBEHHOTO IperapaTa B alTeYHOW OpraHM3alliyd Ha PelenTypHOM OilaHKe
YKa3bIBAIOTCS CBEACHUS O (DAaKTUYECKH OTIIYIIEHHBIX JICKApPCTBEHHBIX Mpernaparax (MeXIyHapOaHOe
HENaTeHTOBAaHHOE WJIM XHUMHUYECKOe, JUOO TOpProBoe HAMMEHOBaHUE, J03UPOBKA, KOJIUYECTBO) U
IIPOCTaBIISIETCA JJaTa OTIIYCKA.

6. Ha penientypHoMm OjaHKe BHU3Y UMEETCS IMHUSL OTPHIBA, pa3eNsIIoNIasi pelenTypHbIi OlaHK U
KOPEIIOK.

Kopemok ot penenta BbiaeTcss OOJIBHOMY (JIMIly, €ro MPEICTaBISIONIEMY) B alTeYHOM
OpraHM3aliy, Ha KOPEILKEe JIelaeTcsd OTMETKAa O HaUMEHOBAaHUM JIEKAPCTBEHHOTO Ipenapara, J103UpOBKeE,
KOJIMYECTBE, CIIOCO0E MPUMEHEHUS, U OH OCTaeTcs y O0JNBHOTO (JIMIA, €T0 MPEACTABISIONIETO).

7. PeuenTypHblii OJIaHK 3allOJHSETCS MPU BBINMCHIBAHUH JIEKAPCTBEHHBIX MPENapaTroB, U3AEINN
MEJMIIMHCKOTO  HAa3HAYeHWs H  CICUUATM3UPOBAHHBIX MPOAYKTOB JIEYEOHOrO HUTAHHS  AJs
JNeTeH-NHBAIUAOB, BKJIIOYEHHBIX B IEPEYHM JIEKAPCTBEHHBIX IIPENapaTroB, HU3JEIMH MEIULUHCKOTO
Ha3HAYCHHUs] U CHEIHATU3UPOBAHHBIX MPOJAYKTOB JIEUEOHOrO THUTAHHUS JUIS JCTeH-UHBAITUIOB,
YTBEPKAAEMbIX B YCTAHOBJIEHHOM IMOPSAKE, a TaKKE MHBIX JEKApPCTBEHHBIX IPENapaToB, OTIIYCKAEMBbIX
OecIIaTHO WJIH CO CKUAKOM.

8. TpeOoBaHMs, NpPeabSBISIEMble K BBINUCHIBAHUIO H3JEIUN MEAMIMHCKOIO Ha3HAu€Hus u
CHELMATU3UPOBAHHBIX TPOJAYKTOB JIEUeOHOro MNHTAaHUS JUIsd JeTeH-MHBAJIUAOB B paMKaX OKa3aHM
roCy/1apCTBEHHOW COIMAIbHOM MOMOIIM aHAJIOTMYHbl TPEOOBAHMSIM, MPENBSABISEMBbIM K BBIHCHIBAHUIO
JIeKapCTBEHHBIX IPEnapaToB (3a UCKIIOYEHNEM OTMETKH BpaueOHOM KOMUCCHN).

9. Opran ympaBieHusi 37paBooxpaHeHreM cyobekTa Poccuiickoit Degepannyi MOXKET pa3peliuTh
U3rOTOBJICHHE PELENITYPHBIX OJAHKOB B MEAULMHCKUX OPraHU3alMsIX C UCHOJIb30BAHUEM KOMIIBIOTEPHBIX
TEXHOJIOTHA.

10. Honyckaetcst opopMiieHHEe BCeX PEKBU3UTOB peLenTypHbIX O1aHkoB Gopmbl N 148-1/y-06 (i)
"Penennt" ¢ uCnosib30BaHMEM KOMITHIOTEPHBIX TEXHOJIOTHH.

11. Ha oGopoTtHo#t cTopoHe peuentypHoro Oianka ¢opmbl N 148-1/y-06 (1) mevyaraercst Tabmauna
CJICAYIOIIETO COJICPKAHMS:

[IpuTOoTOBMII [lpoBepmi OrnycTmi

12. Ha penentypHbix Omankax ¢opm N 148-1/y-04 (1) u N 148-1/y-06 (1) BBITUCHIBAECTCS OJTHO
HAaUMCHOBAaHHWE  JICKAPCTBEHHOT'O  Mpernapara,  W3JeIWs  MEAMIIMHCKOTO  Ha3HAueHUS WU
CHEIUAM3UPOBAHHOTO MPOIYKTA IEY€OHOTO MUTAHUS.

VcnipaBiieHust IpH BEITUCHIBAHUN PEIICTITOB HE JIOMMYCKAIOTCA.

13. Cpok neiictBus perienta (1 mecsir, 3 Mecsilia) yka3plBaeTCs MyTeM 3a4epKUBAHUS.

IIpuaoxenne N 10

K IIpuKazy MUHHCTEPCTBA 3PAaBOOXPAHECHHUSA
U COLMATBLHOIO passutus PO

ot 12 ¢pespaus 2007 r. N 110



(c usmeHenusimu ot 20 ssuBaps 2011 r.)



MMHMCTepCTBO 30PaBOOXPaHEHMA

M COLMAaJIBHOT'O pa3BUTUA

Poccumickom denmepaumum

(HaMMeHOBaHMEe MEeOMUIMHCKOM OpIaHM3aluu)

dopmer N 148-1/y-04 (i)

XypHan* yueTa B MeIUUMHCKMX opraHmsaumsix ¢opmsr N 148-1/y-88 "Peuentypusii 6iaHk",
"PenenT", bopmet N 148-1/y-06 (i)

Kon oopwmer mo OKY[I
Kon yupexnenmsa no OKIIO

MenomMumHCKasa OOKYMEHTAaLUS
dopma N 305-1/y
YrBepxmeHa nprkazoM MmMHMCTepCTBa BAPaBOOXpPaHEHMUS
M COLMaNBHOT'O Pas3BUTUSI PoccuiicKom
depepanum or 12 dpeBpanss 2007 r. N 110

"Peuent",

6J1aHK Ha HapkKOTHM4YeCKOe CpenCTBO M ICHMXOTPOIIHOE BelleCTBO

bopmel "CnieumanbHEM peLenTypHbI

N [Ipuxon Pacxon ®.1M.0. [Ocra-
n/ n TOK
naTa N u obmee |cepuu u|xoamue-| O©.M.0. u naTa |cepmusa |KoOJIU— ®./1.0. |momnmcsh |IDOONMCH
perucT-| nara KOJIMYe— | HoMepa CTBO IIOONMCH BBEIOAUN " 4YeCTBO |OTBETCT- |[OTBETC— |OTBETC—
pauumM |[moxkyMe-| CTBO peuern—- |(6OJaHKOB|OTBEeTCTBe- |peLell— |HOMepP |BbOAH—-|BEHHOI'O |TBEHHO- [TBEHHO-

Npuxon— |HTa, OT|NOCTy—- |TYPHBIX 1o HHOT'O TYPHEIX | pelen— | HBX MeIOMLUVH— To To
HOTO KOT'O nuemMx |OJAHKOB |CepusaM |(MeIMUMHC- |OJjlaH- |TYypPHO- |pelen—| CKOTO Menuuu- | padoT-—
IOOKyMe-— [IOCTy— |[penen-— KOT'O KOB To TYPHBIX | pPaOOTHM— | HCKOT'O HMKA,
HTa [IJI TYPHEIX pPabOTHUKE, OJlaHKa | OJlaH— Ka, pabor- |BEIOAB-—
OJIaHKOB [IOJIydMBlIe — KOB [IOJIyUMB— | HMUKa, mero
TO mero [IOJIy4uM— | pelern-—
peLenTyp- pelLenTty-| BWETrO |TypPHBE
HEle OJIaHKM PHEIE peuen- |OJaHKK
OJIaHKM | TyPHEE
OJIaHKU
1 2 3 4 5 6 7 8 9 10 11 12 13 14
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* XKypuan nomkeH ObITh TPOHYMEPOBAH, MPOLIHYPOBAH M CKPEIICH MOJIMUCHI0 PYKOBOAMUTENS U
nevyaThio MEIUIIUHCKON OpraHu3aiuu.

CornacoBaHo
PykoBoguTens (3aMeCcTUTETh PYKOBOIUTEIS) O.H. Xapuukun
®CKH Poccuu
12 deBpans 2007 r.

Hpuiaoxenne N 11

K Nprka3zy MuHHMCTEPCTBA 3APAaBOOXPaHEeHHs
H CONUAJBHOTO pa3utus PO

ot 12 ¢eBpans 2007 r. N 110

(¢ usmMenenusimu ot 20 ssuBaps 2011 r.)

MMHMCTEPCTBO 3OPaBOOXPaHEHUs
M COLUMaJyibHOT'O Pa3BUTHUSA
Poccurickon demepauum

(HaMMeHOBaHME MeIMUMHCKOM OpTraHM3alun)
Kon ¢opmer nmo OKYI
Kon yupexnenmsa no OKIIO
MemuiMHCKAasg IOOKyMeHTalms
dopma N 306-1/y
YTBepxmeHa NprkKasoM MmHmcrepcTBa

BApaBOOXpPaHeHUs:
M COLUManbHOT'O PaB3BUTUSI POCCHICKOM
depmepauum or 12 peBpanst 2007 r. N 110

XypHan* yueTa B MeOUUMHCKMX opraHmsaumsix ¢opmsr N 107-1/y "PeuenTypHsm
6iaEk"

VYrparuno cuny ¢ 1 uronsa 2013 r.

* XKypHan nomxkeH ObITh IPOHYMEPOBAH, MPOIIHYPOBAH U CKPEIUIEH MOJIUCHIO PYKOBOJAUTEINS U
NeYaThi0 METUIIMHCKOM OpraHu3aluu.

IIpunoxenne N 12
K Ipuka3zy MUHHCTEpPCTBA 31pPaBOOXPaHEeHHU

U COUMATBHOIO passutus P@
ot 12 ¢eBpans 2007 r. N 110

HNucTpykuus
0 NMOopsi/iKe HA3HAYEHUH JIEKAPCTBEHHbIX NPenaparoB

VYrparuno cuny ¢ 1 urons 2013 r.
IIpuaoxenne N 13
K IIpyKazy MUHHCTEPCTBA 3PAaBOOXPAHECHHUSA
U COLMANBLHOIO passutus PO
ot 12 ¢pespass 2007 r. N 110

HNucTpykuus
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0 MOopsi/IKe BHINMNCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB U 0()OpMJIEHUS PelenTOB U
TpeOOBAHUI-HAKJIATHBIX

I. O0uue TpeGOBaHUA BHINUCHIBAHUS JIEKAPCTBEHHBIX NIPENapaToB

1.1. Ilpyn HamM4YuM COOTBETCTBYIOIIMX IOKAa3aHUIl rpakaaHaMm, OOpaTHUBLIMMCS 3a MEIULMHCKOM
IOMOILBI0 B  aMOYJIaTOPHO-NOJUKIMHUYECKOE YUPEKIEHHE, a TaKkKe B CIydasX HEOOXOIUMOCTH
NPOJIOJDKCHHS JIEYCHUs TIOCJIE BBIMUCKM OOJNBHOIO M3 CTAlOHapa HA3HAYAIOTCAd JIEKAPCTBEHHBIC
IIpenapaTsl ¥ BBIIACHIBAIOTCS PELIENITHI HA HUX.

1.2. 3anpeniaercs BHIIUCHIBATH PELIETITHI:

Ha JICKapCTBEHHBIE IIpEnapaTrhbl, HE Pa3pelICHHbIE B YCTAHOBIECHHOM IOPAJIKE K MEIULIUHCKOMY
IPUMEHEHUIO;

IIPY OTCYTCTBUHU MEIULIMHCKUX ITOKA3aHUM;

Ha JIGKAPCTBEHHBIC MPENaparhl, WCIOJIb3YEMbI€ TOJIKO B MEAMIMHCKUX OpraHm3anusx (3dup
HApKO3HBIA, XJIOPITWI, (eHTaHua (KpoMe TpaHCAEpMalbHOM JeKapCcTBEHHOH (opmbl), coMOpeBHH,
KaJIMICOJ, PTOpPOTaH, KETAMUH U Jp.);

Ha HAapKOTHYECKUE CPEACTBA M IICUXOTPONHBIE BellecTBa, BHeceHHble B Cnucok II Ilepeuns
HapKOTUYECKUX CPEJICTB, ICHUXOTPOIHBIX BEIIECTB M MX MPEKYpCOPOB, MOJIEKAIIUX KOHTPOJIIO B
Poccuiickoit @enepanuu, yrBepkaeHHoro nocranosienueM IlpasutensctBa Poccuiickoit @eaepauun ot
30 urons 1998 r. N 681 (manee - HapKOTHUECKUE CPEACTBA M IcuxoTpornHble Bemecta Crnucka II) - nns
JICYEHUs1 HAPKOMAHHUH;

Ha HapKOTUYECKHE CPEACTBA U IICUXOTPOIHbIE BemecTBa cniucKoB II u III - yacTHOmpakTHUKyromumM
BpaydaM.

1.3. 3yOHble Bpauu, (enbAlepbl, aKyIIepKH BBITUCHIBAIOT OOJIBHBIM pELENnThl Ha JIEKAPCTBEHHBIE
npenaparsl 3a CBOEH MOANKCHIO M € YKa3aHMEM CBOETO MEAMIMHCKOTO 3BAaHMS TOJBKO B CIIydasx,
yKazaHHbIX B IL.I. 3.3., 3.6., 3.7.2. VHCTpyKUMH O MOpsAKE Ha3HAUEHUs JIEKApPCTBEHHBIX IIpernaparoB
(mpunoxxenue N 12).

1.4. Peuentbl OOJNBHBIM JOJIKHBI BBIMMCHIBATHCS C YKa3aHMEM BO3pacTa IallMeHTa, IMOpsJKa
OIIAThl JIEKAPCTBEHHBIX NPENapaToB U C y4ETOM JEHCTBUS BXOASIIMX B UX COCTaB MHIPEAMEHTOB Ha
peuenTypHblX OnaHkax, @OpMbI KOTOPBIX YTBEPKIAEHbl MUHHCTEPCTBOM 3/IpaBOOXpPAaHEHUS M
couuansHOro pazputus Poccuiickoit @enepanuu (npmioxkenus N 1, 3,5, 7 u 8).

1.5. Peuentypusie Onanku ¢opmbl N 148-1/y-88 (mpunoxenue N 3) npenHazHadeHbl JUIs
BBINKCBIBAHUS U OTITyCKa:

- TICUXOTPOIIHBIX BemecTB, BHeceHHble B Cnmcok III IlepedyHss HapKOTHYECKMX CpEACTB,
IICUXOTPOIHBIX BELIECTB M MX MPEKypCcOpoB, MNOAJIEKaluX KoHTpomo B Poccuiickoit denepanumy,
YTBEpKJIEHHOro nocraHoBieHueM lIpaBurensctBa Poccuiickoit @enepannn ot 30 urona 1998 r. N 681
(manee - mcuxotponHble BemiectBa Crucka II), 3aperucTpupoBaHHBIX B YCTAaHOBJIEHHOM IMOpSAKE B
KayeCTBE JIEKAPCTBEHHBIX MPENapaToB;

- MHBIX JIEKapPCTBEHHBIX CPEJCTB, MOJIEKAIINX IPEAMETHO-KOJINUYECTBEHHOMY YUETY;

- aHa0OJIMYECKUX CTEPOUJIOB.

JUist BBIMMCHIBAHUS U OTITyCKa JIEKAPCTBEHHBIX MpenapaToB g aMOyIaTOPHOTO JICYEHUs TpakJaH
B paMKaX OKa3aHUs TOCYJapCTBEHHOM COIMAIbHOM MOMOIIM U TpaXk/JaH, UMEIOIIUX MPaBO Ha MOJy4YeHHE
JIEKapCTBEHHBIX IpernapaToB OECIUIaTHO M CO CKMUIKOM, MpeaHa3HaueHbl pelenTypHble OnaHku (HopMBI
N 148-1/y-04 (n1) u peuentypubie 6;1anku Gopmbl N 148-1/y-06(m) (mpunoxxenust N 7 u 8).

Bce ocranbHble JIeKapCTBEHHBIE Ipenaparhl BBIMMCBIBAIOTCS HA PELENTYPHBIX ONaHKax (OpMbI
N 107-1/y (mpunoxxenue N 5).

1.6. Hapkotnueckue cpeacrtsa M IncuxorpomnHble BemecrtBa Crucka II, 3apeructpupoBaHHbIE B
KauyeCTBE JIEKQPCTBEHHBIX CPEJCTB B YCTAaHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit denepanuu
HOPSI/IKe, TOJDKHBI BBIMHUCHIBATHCS HA CIICIUATIBHBIX PEIENTYPHBIX OJTaHKaX Ha HAPKOTHYECKOE CPEJICTBO U
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MICUXOTPOIHOE BeliecTBO (nmpuioxenue N 1).

1.7. 1lpn BBIIKCBIBAHMM pELENTA HA JICKAPCTBEHHYIO NPONKCHh MHAWBHIYAIBHOTO M3TOTOBJICHMS,
COJIEpKallyl0 HApKOTUYECKOE CpPEACTBO MWIM HcuxoTponHoe BemectBo Cnucka II, u  apyrue
(apMakoJOTHUYeCKHe AaKTUBHBIE BELIECTBA B J103€, HE INPEBBIIAIOLIEH BBICIIYIO PAa30BYIO 103y, U IpU
YCIIOBUH, YTO 3TO KOMOMHMPOBAHHOE JIEKAPCTBEHHOE CPEJCTBO HE SABJIETCS HAPKOTHUUECKHUM CPEICTBOM
win ncuxorponHsiM BemectBoM Chucka II, cnenyer wucmonbp3oBaTh peuenTypHbll OnaHk  (opMel
N 148-1/y-88.

OTH peuentsl JOJDKHBI OCTaBaThCA B ANTEYHOM OPraHU3ALMU U1 IIPEIMETHO-KOJIUYECTBEHHOTO
ydera.

1.8. IIpu BBINMUCBHIBAHMM PELIENITA HA JEKAPCTBEHHYIO MPOIUCh MHIUBUAYAIBHOIO WU3TOTOBJICHUS
Ha3BaHUs HApKOTUYECKUX CPEACTB M NCUXOTPONHBIX BemecTB crnuckoB II m III, MHBIX JIeKapCTBEHHBIX
CPEICTB, MOJUIEKAIIUX IPEIMETHO-KOIMYECTBEHHOMY YYeTy, IUIIYTCS B Hadaje peuentTa, 3aTeM - BCe
OCTaJIbHbIE UHTPEAUEHTHI.

1.9. BeinuceiBasi HAPKOTHUYECKOE CPEJCTBO WIIM MCUXOTpornHoe BemecTBO cnuckoB Il u III, uHbie
JIEKapCTBEHHBIE CPEICTBA, MOJIEKAIINE IIPEAMETHO-KOJINYECTBEHHOMY YYETY, 1032 KOTOPBIX IIPEBBIIIACT
BBICIIMI OJHOKPATHBIM IIPUEM, Bpad JOJDKEH HAIKMCATh 103y 9TOrO CPEICTBA WM BEIIECTBA IPOIUCHI0 U
MOCTaBUTh BOCKJIUIIATENIbHBIN 3HAK.

1.10. He pa3zpemiaercs BbIIUCHIBATh ONPEECICHHBIE JIEKaPCTBEHHBIE NIPENapaThl B OJHOM pELENTE
0oJjiee TOro KOJIMYeCTBa, KOTOPOE yKa3aHo B npuiiokeHuu N 1 k Hactosmet MHcTpykuuu.

1.11. Hopwmbl BbIIMCBIBAaHMS W OTIyCKa HapkoTtudeckux cpeacts Cnucka II, mpousBogHbIx
06apOUTYpOBOI KHUCIIOTHI, WHBIX JIEKAPCTBEHHBIX CPEJICTB, IMOMJICKAIINX IMPEIMETHO-KOINYECTBEHHOMY
yueTy, AJIl UHKypaOeIbHbIX OHKOJIOTHYECKUX U FeéMaTOJIOrMYeCKUX OOJIBHBIX MOT'YT ObITh YBEIMUYEHBI B 2
pasa 1o CpaBHEHUIO C KOJIMYECTBOM, YKa3aHHBIM B IpuiokeHnH N 1 x Hacrosuient MacTpykumm.

1.12. CocTaB ekapcTBEHHOIO Ipernapara (B ciydyae KOMOMHHUPOBAHHOTO Ipernapara), 0003HaueHHe
JeKapcTBEHHOM (opMbl U oOpalieHue Bpada K (papManeBTHYECKOMY paOOTHHUKY OO0 HM3TOTOBJICHUM U
BbIJIa4y€ JIEKAPCTBEHHOTO MTpenapaTa BhIIACHIBAIOTCS HA JATUHCKOM S3BIKE.

He nonyckaercs coxpaiieHue o0003Hau€HUN ONM3KHUX 10 HAUMEHOBAaHUSM HHIPEINEHTOB, HE
MO3BOJIAIOIINX YCTAHOBUTH, KAKOM UMEHHO JIEKapCTBEHHBIN ITpenapaT BhIINACAH.

Hcnonp30BaHne JaTUHCKUX COKpAIllEeHUH 3THX 0003HAaYeHUI pa3peniaercs TOIbKO B COOTBETCTBUU
C COKpAIEHUSIMH, MPUHATHIMH B MEIUIMHCKON M (hapMaleBTHUECKOW MpaKTUKE, MPeTyCMOTPEHHBIMU
npuioxenueM N 2 k HacTosiiiert MHCTpykimy.

1.13. Cnoco® mpuMeHEeHMs JIeKapCTBEHHOrO IpenapaTa O0O3Ha4yaeTcsi C YKa3aHMeM J03bl,
4acTOThl, BpPEMEHM TMpueMa M €ro JUIMTENbHOCTH, a JJs JIGKQpCTBEHHBIX IIPEnaparos,
B3aMMO/JICHCTBYIOIIMX C MHUIIEH, BpEMEHH UX YNOTpeOJeHUs OTHOCUTEIbHO MpUeMa MHUIIM (A0 ebl, BO
BpEMSI €]1bl, [TOCIIE €Ibl).

1.14. Tlpy HEOOXOIUMOCTH SKCTPEHHOIO OTIYCKa JIEKapCTBEHHOTO Ipernapara OOJIbHOMY B
BEPXHEH 4YacTH pelenTypHOro OJlaHKa MPOCTABISIOTCA oOo3HaueHus 'cito" (cpouno) wmm '"statim"
(HEeMeIJIEHHO).

1.15. Tlpu BBIMKUCHIBAaHUM peleNnTa KOJWYECTBO JKUJIKHUX (QapMaleBTUYECKUX CyOCTaHIIMA
YKa3bIBA€TCs B MIJIIWIINTPaX, TpaMMax WM KaIulixX, a OCTAJIBHBIX BEIIECTB - B TpaMMaXx.

1.16. ChoeumanbHble pEUENTHl HAa HAPKOTHYECKOE CPEICTBO M ICHUXOTPOIHOE BEIIECTBO
JIeMCTBUTENIbHBI B TE€UEHHE 5 JHEW cO JHs BBIMUCKHU; PELENTHl, BBINMCAHHbIE Ha PELENTYPHBIX OJlaHKaX
¢dopmbl N 148-1/y-88 - B Teuenue 10 nueit.

Penentel Ha JIEKapCTBEHHBIE Ipenaparsl (3a UCKIIIOYEHHEM MOJIJIEKALUX
PEeIMETHO-KOJIMYECTBEHHOMY yU€eTY), BBIIMCAHHBIE HA pelenTypHbIX O6mankax ¢popmbl N 148-1/y-04 (1) u
dopmbr N 148-1/y-06 (1), At aMOynaTopHOTO JEUEHHs TPaKAAaH B paMKaxX OKa3aHUs ToCydapCTBEHHOMN
COLMAJIBHONM MOMOIIU U I'PakJlaH, UMEIOIIUX MIPABO HA MOJYyYEHHE JIEKAPCTBEHHBIX MPENapaToB OECIUIaTHO
U CO CKHUIKOHM, NEHCTBUTENIbHbI B TE€UEHHE | Mecsla cO JHA BBIIMCKU, a B CIy4yae BBINUCKH TaKHUX
PELENnTOB YKa3aHHBIM KaTErOpUsAM I'PaXKAaH, JOCTUTIIMM IIEHCHOHHOTO BO3pPAacTa, CPOK JEHCTBUS PELeNTa
COCTaBJISICT 3 Mecsla CO JHs BBIMUCKU. J[JIst TeueHus 3aTSHKHBIX M XPOHUYECKUX 3a00JIeBaHUM TpakaaHam
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MEHCHOHHOTO BO3pPacTa MOTYT BBIIIUCHIBATHCS PELIETITHl HA JIEKAPCTBEHHBIE MpenapaTsbl Ha KypeC JCUCHHS
0 3 MECSILIEB.

PenienThl Ha Bce OCTaIbHBIE JIEKAPCTBEHHBIC MTpENaparhl ACUCTBUTEIBHBI B TEUCHUE 2 MECSLIEB CO
JTHS BBITTHCKH.

Penienitel Ha MpoM3BOAHBIE OAPOUTYPOBOI KUCIOTHI, dQeApuH, TICEBAOIPEAPHUH B YUUCTOM BHUJIC U B
CMECH C JPYI'MMH JICKAPCTBEHHBIMU CPEICTBAMH, aHAOOIMYECKHUE CTEPOUIbI, KJIO3allMH, THAHENTUH JIJIs
JedeHuss OOJBHBIX C 3aTSHKHBIMH U XPOHHUYECKUMHU 3a00JIEBAaHUSMU MOTYT BBIMHCHIBATHCS Ha KYypC
nedeHuss 10 1 mecsama. B atux cimydasx Ha penentax goipkHa ObITh Haanuchk "Ilo cneruanbHOMY
Ha3HA4YEeHMI0", CKPEIUIEHHAs IIOJIUCHIO Bpaya U MeyaThlo MEAUIIMHCKON opranu3anuu "Jlins peuentos".

1.17. Ilpu BBINHCHIBAHUM XPOHUYECKUM OOJBHBIM PELENTOB Ha TOTOBBIC JIEKAPCTBEHHBIC
npenaparbl M JIEKapCTBEHHbIE IIpenaparbl WHIWBHUIYAJIBHOTO WM3TOTOBJIEHUS BpayaM pa3perniaeTcs
yCTaHaBIMBATh CPOK JCHCTBUS pelenTa B mpeaenax 10 OAHOrO Tojia, 3a UCKIIOUEHUEM:

- JIEKaPCTBEHHBIX CPEJICTB, MOUIEKAIIMX IPEIMETHO-KOIMUYECTBEHHOMY YUETY;

- JISKapPCTBEHHBIX MPENapaToB, 00JIaAAI0MINX aHA0OINYECKOW aKTUBHOCTBIO;

- JIGKapCTBEHHBIX MpENapaToB, OTIYCKAEMBIX W3 aNTEYHBIX OpraHU3alMi MO peuentam s
aMOyJIaTOpPHOTO JIEYEHHs] TpaXKAaH B paMKaX OKa3aHUS TOCYAapCTBEHHOW COLMAIbHOW IOMOIIM U
rpa)<aaH, UMEIOLIUX [IPaBo Ha MOJyYEHHUE JIEKAPCTBEHHBIX CPEACTB OECIUIATHO U CO CKUAKOM;

- CIIUPTOCOIEPKALIUX JICKAPCTBEHHBIX MPEnapaToB UHIUBUIYATbHOTO U3TOTOBJICHHUS.

[Ipu BBIMUCHIBAHUM TAKUX PELIETITOB Bpay JOJDKEH CAENaTh MOMETKY "XpoHudeckomy OoinpHOMY",
yKa3zaTh CPOK JOEHCTBHUS pelenta U MEePHOJUYHOCTh OTIYCKA JIEKAPCTBEHHBIX IMPEMapaToB U3 alTeYHON
OpraHu3anuu (€XeHEIeNbHO, €KEMECIYHO U T.II.), 3aBEPUTh 3TO YKa3aHHE CBOCH MOANMCHIO U JIMYHOU
MeYaThlo, a TAKXKe MeYaThlo MEIULIMHCKON opranu3anuu "/{is penentos".

1.18. Peuent, He oTBe4aromMi XOTSI Obl OJHOMY U3 IEPEUUCICHHBIX TpPEOOBaHUN WM
CoJIepXKalIfil HECCOBMECTUMBIE JIEKAPCTBEHHBIE CPEACTBA, CUNTAETCSA HEJIEHCTBUTEIIbHBIM.

B ciayyae BO3MOXHOCTM YTOYHEHHS VY Bpada WM JIPYroro MEAUIIMHCKOro paboTHHKA,
BBIIIMCABILIETO PELENT, HAMMEHOBAHUS JIEKAapCTBEHHOI'O Mperapara, €ro JO03UPOBKH, COBMECTUMOCTU M
T.I1., paOOTHHUK alTeYHON OpPraHU3aIly MOXKET OTIYCTHUThH JICKAPCTBEHHBIN MpernapaT marueHTy.

I1. ITopsiiok BHINMMCHIBAHUS PelleNITOB HA JIeKAPCTBEHHbIE MpenapaThbl A1 aM0yJIATOPHOI0 J1e4eHUsl
rpakIaH B paMKaxX 0Ka3aHMs rocy1apcTBeHHOI cOlMAaIbHON NOMOIIM M IPA’KIaH, MMEIOIIMX NPaBo
HA MOJy4YeHHe JICKAPCTBEHHBIX CPeACTB 0eCIJIATHO U CO CKUAKOM

2.1. CaMocTosTeNbHO Jeyanym BpauoM I BpauoOM-CIELMATUCTOM
71e4eOHO-TTPO(MITAKTUYECKOTO YUPEXKJICHHS BBHIIMCHIBAIOTCS PELENThl Ha JIEKApCTBEHHBIE Mperaparhbl JUIs
aMOyJIaTOpPHOTO JIEYeHHs] TpaXKJAaH B paMKaX OKa3aHUS TOCYAapCTBEHHOM COLMAIbHOW IOMOIIM U
rpaxJaH, MMEIONIMX IpaBO Ha IOJIyu€HHE JIEKAPCTBEHHBIX CpPEJCTB OECIUIaTHO M CO CKHUIKOH, B
COOTBETCTBUU CO CTaHIapTaMU MEAMIMHCKOW TIOMOIIM, 3a HWCKIIOYEHHEM CIlydyaeB Ha3HaueHus,
onpeAeNeHHbIX MyHKTOM 2.4.1. HacTosmen MHcTpyKuun.

2.2. IIpaBO €caMOCTOSITEIBHO BBINKMCHIBATH PELENTHI I MOJY4YEHHS B aNTEYHOW OpraHM3aluu
JIEKapCTBEHHBIX CPEACTB I'paXkJlaHaM B NOPSJKE, YCTAHOBIEHHOM II. 2.1. HacTosmen NHCTpyKInK, UMEIOT
TaKXKe:

2.2.1. B mpezaenax CBOEH KOMIIETEHIIMM Bpaud, paboTaroliyde B MEAMIMHCKON OpraHu3aluu Io
COBMECTUTEILCTBY;

2.2.2. Bpauu CTAllMOHAPHBIX YYPEKJIEHUI COLMAIBHOW 3aIUTHl M UCHPABUTEIBHBIX YUPEKACHUN
HE3aBHCHUMO OT BE€JOMCTBEHHOW NTPUHAJICKHOCTH;

2.2.3. BpauM BEJIOMCTBEHHBIX IMOJMKIMHUK (enepanbHoro (cyobekra Poccuiickoit ®enepanun)
NOXYUHECHMS:

- TpaXJaHaM, UMEIOIMIUM CTaTyc MO Npo(ecCHOHAIbHOMY IMpH3HAKY, pacxolbsl Ha OecIuiaTHOe
JIEKapCTBEHHOE 00ECIIeUeHHEe KOTOPBIX B COOTBETCTBUHU C 3aKOHOAATENbcTBOM Poccuiickoit deneparuu



MOKPBIBAIOTCS 32 CUET CPEICTB (heepaabHOro OI0IKETa;

- MHBIM KaTeropusM IpaxJaH, pacxoJibl Ha OecIUIaTHOE JEKapCTBEHHOE O0ecreyeHue KOTOPhIX B
COOTBETCTBUH C 3aKOHOJATeNbcTBOM Poccuiickoit denepannu MOKPBIBAIOTCS 38 CYET CPEACTB OIOJIKETOB
pa3IMYHbIX YpPOBHEH M 0053aTeJbHOTO MEIMIMHCKOIO CTPAaXOBaHUs IO COIVIACOBAHUIO U B IOPSIKE,
OTIpeIeNIIEMOM OpraHaMH MCIIOJTHUTEIBHOU BIIacTH cyOnhekTa Poccuiickoit denepanuu, ecinu B O10pKeTax
COOTBETCTBYIOLIMX (peiepanbHbIX OpPraHOB UCIIOJHUTENILHON BJIACTU HE BbIIENIEHBI (PMHAHCOBBIE CPEACTBA
Ha 3TU LENH;

2.2.4. 4aCTHOIPAKTUKYIOIIKME Bpauu, paboTalollue M0 JOrOBOPY C TEPPUTOPHAIBHBIM OPraHOM
yIpaBJICHUS 3/IPaBOOXPAHEHUEM W/WIM TEPPUTOPUAIBHBIM (OHIOM 003aTEIBHOIO MEAMIIMHCKOTO
CTPaxOBaHMsl, M OKAa3bIBAOILIME MEIUIMHCKYIO IIOMOIIb TpakJaHaM B paMKax IPOrpaMMbl OKa3aHHs
roCy/1apCTBEHHOW COLMAJIbHON MOMOIIM U IpaKAaHaM, UMEIOLIUM IIPaBO Ha IOJIyYEHHUE JIEKapCTBEHHBIX
npenapaToB OECIIATHO U CO CKUIKOM.

2.3. B o0co0pix ciydasx (IIPOKUBAaHUE B CEIBCKOHM MECTHOCTH, TJE HAXOAHWTCS TOJIBKO
MEIMIUHCKasl OpraHu3alys Wik ee 000co0JIeHHOe MOojpa3/elieHHe, He MMEIOIIee Bpaya) pelenThl Ha
JIEKapCTBEHHBIE IIpenapaThl s aMOyJaTOPHOTrO JIEUEHUs IpaKJjaH B paMKaxX OKa3aHHs rOCy1apCTBEHHON
COLMAJIBHOM MOMOILM U I'PakJlaH, UMEIOIIUX [TPaBO Ha MOJyYEHHE JIGKAPCTBEHHBIX MpenapaToB OeCIuIaTHO
U CO CKMAKOW, MOTYT OBITH BBITMCAHBI CAMOCTOSITEIBHO BEAYIIUM MpUEM (QETbAMEPOM HIH aKyIIepKOH
TAaKOM MEIULIMHCKON OPraHU3alliy B COOTBETCTBUM C II. 2.1. Hacrosmen MHcTpyKuuy.

[lepeyeHp MENMLMHCKUX OpraHM3alMi W NOPSAIOK JIEKAPCTBEHHOI'O OOECHEUYEeHMs YKa3aHHBIX
rpaXkJlaH OINpeNeNsIIoTC OPraHOM MCIIOJHUTENbHOM BiacTu cyObekTa Poccuiickoit denepanuu B chepe
3/1paBOOXPaHEHUS.

2.4. BpInuceiBaHUE pELENTOB Ha JIEKAPCTBEHHbIE IMpenapaTbl [uid amMOyJaTOPHOTO JeueHHs
rpakJaH B paMKaX OKa3aHUs rOCYJapCTBEHHOH COIMalbHOM MOMOILIM U Tpa)KJAaH, UMEIOIIUX MpPaBO Ha
HOJy4EeHHUE JIEKAPCTBEHHBIX MPenapaToB OECIIaTHO U CO CKUJIKOM, OCYIIIECTBIISAETCS:

2.4.1. BpauaMu-CIIeIIUATUCTAMU:

- Ha HapKOTUYECKUE CpeacTBa u IIPOTHUBOOITYXOJIEBBIE IpenapaTsl
(OHKOJIOTMYECKUM/T€MATOJIOTHYECKUM  OOJBbHBIM) - OHKOJIOTOM W/WJIM TeMaToJIOrOM, HE(pOJIorom,
pPEBMATOJIOTOM U Jp.;

- HAa UMMYHOMOJYJIATOPBI - T€MaTOJIOIOM W/HJIM OHKOJIOTOM (ITOCJi€ MPOBEIEHUS JTy4eBOU W/Wiu
XUMUOTEpAInH, Mepecaku KOCTHOrO Mo3ra), UMMyHosorom (6oasHbM CITUJL wnu 1pyruMu TsDKeNbIMU
HapyILICHUSIMHU UIMMYHUTETA), TPAHCIIJIAHTOJIOTOM (I1OCJIE MePEeCca Kl OPraHOB U TKaHEH ), peBMaTOJIOrOM U
WHBIMU CIIEUAINCTAMU;

- Ha IPOTUBOTYOEPKYJE3HBIE MTpenapaThl - PTU3NATPOM;

- Ha mnporuBoguabeTnyeckre (OOJIBHBIM CaxapHbIM JAMAa0ETOM) M MpOYHME JIEKapCTBEHHBIE
npenaparsl, BIUSIONIME HAa SHIOKPUHHYIO CHUCTEMY, - SHAOKPHUHOJIOTOM, B TMOPSJAKE, ONpEACTIEHHOM B
nyHKkTe 2.4. UTHCTpyKIMu 0 nopsKe Ha3HAYEHMsI JIEKaPCTBEHHBIX NpenapaTos (npunoxenue N 12).

[Ipy OTCYTCTBUM YKa3aHHBIX CIIEHUAINCTOB BBINMCHIBAHHE JBIOTHBIX PEIENTOB B 3THUX CIy4asx
IPOM3BOIUTCS JIeUaIllUM BPayoM I10 pEIIeHUI0 BpauyeOHOH KOMUCCUU MOJMKIMHUKHY;

2.4.2. nedanyM BpauoM WJIM BPauyoOM-CIIEHUATMCTOM TOJBKO IO PELIEHUI0 BpauyeOHON KOMHUCCHH
MEAMIMHCKON OpraHU3aliu:

- Ha ncuxoTponHbie BemecTBa cnuckoB Il u III, nHBIE JIeKapCTBEHHBIE CPEACTBA, MOJJIEKAIINE
PEIMETHO-KOINYECTBEHHOMY YU€Ty, aHa0OJIMUECKUE CTEPOHIbI;

- Ha Hapkotmyeckue cpenactBa Crmcka Il GonmbHBIM, HE CTpagalONIUM OHKOJOTHYECKHM
(reMaTooOruH4ecKruM) 3a00J1€BaHUEM;

- Ha JIeKapCTBEHHbIE IMpenaparbl, Ha3HayaeMble JIeHalldM BPauyoM U BpadyaMHU-CHEIHaTUCTaMH,
OJTHOMY OOJILBHOMY B KOJMYECTBE MATH HAMMEHOBAHUHU U 0oJiee OMHOMOMEHTHO (B T€YEHHUE OJHUX CYTOK)
WIH CBBIIIE JECSITH HANMEHOBAaHUM B TEUEHUE OJHOIO MECHIa;

- Ha JIEKapCTBEHHBIC NpenapaTbl B CIIydasX HETUIUYHOTO TEYEHUs OOJIe3HW, NMPH HATMYUH
OCJIOKHEHUH OCHOBHOTO 3a00JieBaHMsI W/WIM COYETAaHHBIX 3a00JIEBaHMI, NMpPHU HA3HAUYEHUM OMACHBIX
KOMOWHAIIMI JIEKAPCTBEHHBIX CPEJICTB, a TAK)KE PU MHIMBUAYATbHONW HETIEPEHOCUMOCTH.
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2.5. YTparun cumy.

2.6. He nomyckaercs BBIIIMCBIBAHUE PELENTOB Ha JEKapCTBEHHbIE IpenapaTsl Uil aMOyIaTOpHOTo
J€YEHUsl IpaKAaH B paMKaX OKa3aHMsI FOCYJapCTBEHHOM COLMANIbHOM NMOMOLIM W Ipa)<AaH, MUMEIOLINX
IpaBO Ha IIOJlyYeHHE JIEKapCTBEHHbIX IIpernaparoB OecmylaTHO M CO  CKUAKOH, BpadaMu
CaHaTOPHO-KYPOPTHBIX YUPEXKJEHUM, BpayaMH CTAlMOHAPHBIX YUYPEKICHUH, B T.4. JHEBHBIX (3a
UCKJIIOUEHHEM CTALMOHAPHBIX YUYPEXKJICHUH COLMANbHOM 3alllUThI), a TaKKe BpadyaMHM MEIUIHMHCKUX
OpraHu3aliiii B TEpPHOA HaxXOXIEHHUS OONBHBIX HA CTAlMOHAPHOM JIEYEHWH B COOTBETCTBHH C
JEHCTBYIOIUM IOPSIKOM.

YacTHONPAKTUKYIOIMM BpadyaM 3alpeliacTcsl BBIIUCHIBATH PELENThl Ha JIEKapCTBEHHbIE
npenaparsl JUid aMOyJIaTOPHOIO JIEYEHMs TPpaXIaH B PaMKax OKa3aHUs TOCYIapCTBEHHOW COLIMAIbHOM
IOMOIIM M TpaxkJaH, UMEIOIIMX IIpaBO Ha IOJIyYE€HUE JIEKApCTBEHHBIX IpEnaparoB OECINIaTHO U CO
CKMJIKOM, 32 UCKJIIOUEHUEM CIIy4YaeB, YKa3aHHbBIX B MyHKTE 2.2.4. Hactrosawend NHcTpykuuu.

2.7. Ha3naueHue JEKapCTBEHHBIX MpPENapaToB Ui aMOyIaTOPHOTO JICUCHHUS TPaKJAaH B paMKax
OKa3aHMsl TOCYIAPCTBEHHOM COLMANbHOM NOMOIIM M TpaKAaH, MMEIOUIMX IpaBO Ha IOJIy4eHHUe
JCKapCTBEHHBIX TIpenapaToB OecIlaTHO M CO CKUAKOH, OTpa)kaeTcss B MEIUIIMHCKON KapTe
amMOynaTOpHOro OOJIBHOTO B MOpSAIKE, MPEelyCMOTPEHHOM NyHKTOM 1.6. MHcTpykuumum o nopsjake
Ha3HAa4YeHMs JIEKapCTBEHHbIX IpenapaToB (mpuwioxkenue N 12), nynkramu 1.2. - 1.10. Hacrosiuei
WNHcTpykLny, ¢ yKa3aHueM HOMepa pelenTa U B TajoHe aMOyJaTOPHOTO MallMeHTa, YTBEPXKICHHOM B
YCTaHOBJIEHHOM HOPSIKE.

[Ipy BbINMCHIBAHMM pPELIETITOB Ha JIEKAPCTBEHHBIE IIpernaparbl sl aMOyJATOPHOIO JICYCHMS
rpaXKJaH B paMKaX OKa3aHUs rOCYJapCTBEHHOH COIMaIbHOM MOMOIIM M I'pa)</JaH, UMEIOIIUX MpPaBO Ha
HOJy4eHUE JIEKapCTBEHHBIX IPENapaTroB OECIIATHO M CO CKUAKOHM, 00s3aTeNbHO YKa3bIBae€TCs HOMEP
TenedoHa, MO0 KOTOpOMY paOOTHHK anTeYHOM OpraHu3aldd MOXKET COIJIacoBaTh C JIeHalllUM BpavyoM
(BpauoM-CHeMaICTOM, BpaueOHON KOMHCCHEH MEeIUIIMHCKONW OpraHu3allii) CHHOHUMHUYECKYIO 3aMEHY
JIEKapCTBEHHOTI'O Ipernapara.

2.8. Peuent Ha peuentypHoM Onanke Gopmbl N 148-1/y-04 (;1) u N 148-1/y-06 (i1) BeIUCHIBaeTCS
BpauoM (denpamepomM) B 3 3K3EMIULIpaX, C JIBYMsS IK3EMIUISIpAMH KOTOPOro OOJIbHOW oOpamaercst B
anTeyHylo opraHusauuio. IlocinenHuil sk3emmsp perenrta HOJAKIEUBAaeTCs B aMOyJIaTOPHYIO KapTy
OO0JIBHOTO.

2.9. HapkoTtuueckue cpecTBa 1 cuxoTpomnHeie BeniectBa Criucka Il ams amOynaTopHOro gedeHust
rpaXJaH B paMKaX OKa3aHUsl TOCYJapCTBEHHOH COIMAIbHOM MOMOIIM U Tpaxk/aH, UMEIOIIUX MpaBo Ha
NOJIy4EeHUE JIEKapCTBEHHBIX IpernapaTroB OECIUIAaTHO M CO CKHUJKOM, BBIMHMCHIBAIOTCS Ha CIEUaTIbHOM
peuenTypHoM OJllaHKe Ha HApKOTUYECKOE CPEeACTBO U ICUXOTPOMHOE BEIIECTBO, K KOTOPOMY
JIOTIOJTHUTEIIBHO BBIMHMCHIBAIOTCS PELeNThl Ha perentypHoM Oianke ¢opmel N 148-1/y-04 (;1) unu Gpopmbl
N 148-1/y-06 ().

Ilcuxorponnele BemectBa Crnucka III, wWHBIE JEKapCTBEHHBIE CpPEACTBA, MMOMAJIEKALIUE
PEeIMETHO-KOJIMYECTBEHHOMY Y4eTy, aHa0OJIMYECKUE CTEPOUIbl, TIpeJHa3HAYCHHbIE JIJIsl aMOyIaTOPHOTO
JIEYEHUs] TpaXJaH B paMKax TIOCyJapCTBEHHOM COLIMAJIBHOW NOMOIIM M TpaXkJaH, UMEIOIIMX IMpaBO Ha
MOJTy4YeHHUE JIEKAPCTBEHHBIX IpernaparoB OECIIaTHO U CO CKUAKOW, BBIMHMCHIBAIOTCS HAa PELENTYpHOM
6manke N 148-1/y-88, Kk KOTOPOMY JOIMOJHUTEIHHO BBIMUCBHIBAIOTCS PELENThl HAa PELENTYpHOM OJIaHKe
dopmbl N 148-1/y-04 (1) unu popmst N 148-1/y-06(1).

2.10. Ins obecriedeHns HAPKOTHUYECKUMHU CPEACTBAMH M IICUXOTPOMHBIMH BELIECTBAMHU OOJIbHBIC
NPUKPETUISIOTCS K KOHKPETHOM MEIMIMHCKON M anTeuyHOM opraHu3anusM IO MECTY JKUTEIbCTBA B
HOpsi/IKe, OMpeesieMOM OpPraHOM HCHOJHHUTENbHOM BiacTH cyowsekTa Poccuiickoit ®@enepanuu B chepe
3/1paBOOXpaHEHUSI.

I11. ITopsinox opopmireHnst TpeOOBAHMII-HAKJIAHBIX B AITEYHYI0 OPTAaHU3ALHMIO HA MOJIy4YeHHue
JICKapCTBEHHBIX MPENapaToB /sl MeIMIMHCKUX OPraHu3auui
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3.1. Jns oOecrneyeHus Jie4eOHO-AMArHOCTHUECKOTO TIpOLEecca MEAULMHCKUE OpraHu3aliH
HOJY4aloT JICKapCTBEHHbIC IpenapaTbl W3 alTeYHOW OpraHu3alud 10 TpeOOBaHUSAM-HAKIIAIHbBIM,
YTBEPXKACHHBIM B YCTAaHOBJIEHHOM IOPSIZIKE.

TpeboBaHue-HaKIaJHasE HA MOJYyYEHHE W3 alTEUYHBIX OpPraHU3alMi JICKApCTBEHHBIX IPENaparoB
JOJDKHA UMETh LITaMIl, KPYIJIylo II€4aTh MEIULIUHCKON OpraHu3aliy, NOAIUCh €€ PYKOBOAUTENS WU €r0
3aMeCTUTEIIA 10 JeueOHOM JacTu.

B TpeGoBannm-HaKIaTHON YKa3bIBa€TCS HOMEp, JaTa COCTABJICHHUS JOKYMEHTA, OTIPABUTENb U
[OJIy4aTeNnb JIEKApCTBEHHOrO IpenapaTa, HaWMMEHOBAaHUE JIEKAPCTBEHHOro npemnaparta (C yKa3aHMEM
JO3UPOBKH, (POPMBI BBITyCcKa (TaOJEeTKH, aMIyJbl, Ma3d, CYNIO3UTOPHUU T.I.), BUJ YIAaKOBKU (KOPOOKH,
(u1akoHbl, TyOBl M T.I.), CIOCOO NMPUMEHEHUs (A7 MHBEKUMH, IJI HAPYKHOIO NMPUMEHEHHs, Mpuema
BHYTpb, [V1a3HbIE KAILJIM U T.II.), KOJMYECTBO 3aTPEOOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB, KOJIUYECTBO U
CTOMMOCTb OTIYLIEHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

HaumeHnoBaHus 1ekapCTBEHHBIX NIPENApaTOB MUIIYTCS HA JIATUHCKOM SI3bIKE.

TpeboBaHusI-HaKIIaIHbIE Ha JIEKapCTBEHHbIE CPEJICTBA, MOJIEKALUE
NPEIMETHO-KOJIMYECTBEHHOMY YYETy, BBIIHCHIBAIOTCS HA OTAENBHBIX OJIaHKaX TpeOOBaHMI-HAKIATHBIX
JUISL K&KJJOU IPYyIIIbI IPENapaTos.

MeaunuHCKUE OpraHu3alMy IpUd  COCTABJIEHHWU 3aiBOK Ha HApKOTUYECKUE CpEACTBA U
ncuxorponssle BeniecrBa cnuckoB II u III moykHBI PyKOBOACTBOBATHCA PAacCUYETHBIMM HOPMATHBAMH,
YTBEPKACHHBIMU B YCTAHOBJIEHHOM IOPSIJIKE.

3.2. TpebOoBaHMs-HaKIaJHble CTPYKTYPHOIO IOJApa3feieHUs MEAULUHCKOW OpraHu3aluu
(xabuHeTa, OT/AENEHHUS U T.I1.) HA JIEKApCTBEHHBIE IIPENapaThl, HallpaB/IsIEeMbIE B alITEUHYIO OpPraHU3altIo,
oopMIISIOTCS B MOpAAKE, ONpeAeraeHHOM IyHKToM 3.1. Hacrosimed MHCTpyKIMH, HOJIUCHIBAIOTCS
PYKOBOJUTENIEM COOTBETCTBYIOLIErO MOApA3JeiNeHUss U OQOPMISIOTCA IITAaMIOM MEAMIIMHCKOU
OpraHM3alH.

[Tpu BeIMMCHIBAHUU JIEKAPCTBEHHOTO IpenapaTa AJi MHAWBUIYaJIbHOTO OOJBHOTO AOMOJHUTEIBHO
yKa3bIBaeTCs ero (aMuIns ¥ UHUIMAIIbI, HOMEpP UCTOPUH OO0JIe3HU.

3.3. Cromatosioru, 3yOHbIE Bpaud MOT'YT BBIITUCHIBATH 32 CBOCH MOMUCHIO TpeOOBaHUA-HAKIIAIHBIC
TOJIbKO Ha JIEKapCTBEHHBIE Ipernaparbl, NPUMEHseMble B CTOMAaTOJIOIMYECKOM KaOuHere, 0e3 mpaBa
BbIJIaYM UX NAIlEHTaM Ha PyKH.

3.4. TpeboBaHusi Ha SJOBUTHIE JIEKApCTBEHHbIE CPEACTBA, KPOME MOJMUCH CTOMATOJIOra WU
3yOHOr0 Bpaya, JOJKHbI UMETh MOJANUCH PYKOBOAUTENS YUPEKACHUS (OTAETICHHS) UM €r0 3aMECTUTENS U
KPYTIIYIO II€4aTh MEJUIIMHCKON OpraHu3aluy.

3.5. TpeOoBaHMs-HAKJIaJHbIE HA OTHYCK YaCTHONPAKTHKYIOIIMM BpadyaM JIEKapCTBEHHBIX
npenapaToB (3a UCKIOYEHHEM HAapKOTHYECKUX CPEICTB M NMCUXOTpomHbIX BemiecTB cnuckoB II u III, a
TaK)Ke JIEKapCTBEHHBIX MPEnaparoB, COJAEPKAIIMX 3TH CPEJICTBA U BEIIECTBA) OPOPMIISIOTCS B MOPSJIKE,
onpeaeneHHoM 1. 3.1. - 3.4. Hactosmeil MHCTpyKIMM Ha OCHOBaHMHM JOTOBOpPA KYIIU-TPOAAKU MEKIY
YaCTHONPAKTUKYIOIIUM BpauoOM U alTe€YHOW OpraHM3alfei U JTUIEH3UU Ha MEIULUHCKYIO J1eATeIbHOCTD,
BBIIaHHOM B YCTaHOBJIEHHOM IOPSJIKE.

3.6. B anTeuHbIX oOpraHu3alnuax ~—TpeOOBaHUSA-HAKIAIHBIE JIe4eOHO-NPOPHIAKTHUECKUX
YUPEKICHUN Ha OTIYCK HAPKOTHUYECKUX CPEACTB U ICUXOTPOINHBIX BemecTs cruckos II u Il xpansarcs B
tedeHue 10 jeT, Ha OTIYCK MHBIX JIEKAPCTBEHHBIX CPENICTB, MOJICKAIINX MPEIMETHO-KOJINYECTBEHHOMY
y4eTy - B TEUEHHE 3 JIET, OCTAJbHBIX TIpPYyNI JIEKAPCTBEHHBIX IPENApPaTOB - B TEUEHUE OIHOIO
KaJIEHIapHOTO roJia.

3.7. TpeOGoBaHus-HAKJIAQAHbIE MEIUIMHCKUX OpPraHM3aLMN JOJDKHBI XPAHUTHCS B aNTEYHOU
OpraHM3aIlH B YCIOBHUAX, 00ECTIEYMBAIOLINX COXPAHHOCTh, B COPOLIIOPOBAHHOM M ONEYaTaHHOM BHJIE U
o(opMIIATECS B TOMA C YKa3aHUEM MecsIia U To/ia.

3.8. Tlo wucreueHun cpoka XpaHEHUsS TPEOOBAHUA-HAKIAIHBIC IIOJUICKAT YHHUYTOKCHHUIO B
IPUCYTCTBUM WIEHOB CO3/1aBa€MOM B alTEYHOM OpraHU3alud KOMHCCUH, O YEM COCTABIIAIOTCS aKTBhI,
(GhopMBI KOTOPBIX MpeycMoTpeHbl pmiioxkeHueM N 3 u 4 k Hacrosieit MacTpyKiuy.
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IV. KoHTpoJIb 32 BHIUCHIBAHHEM PEleNTOB M TPEOGOBAHUIT-HAKIATHBIX HA JIEKAPCTBEHHbIE
npenaparbl

4.1. Yrparun cuny ¢ 1 urons 2013 r.
4.2. Yrpatun cuiy ¢ 1 urons 2013 1.
4.3. Yrparun cuny ¢ 1 urons 2013 r.
4.4. Yrpatun cuiy ¢ 1 urons 2013 1.
CornacoBaHo

PykoBonuTensb (3aMecTUTENb PYKOBOAUTEIIS)

®CKH Poccuu
12 deBpans 2007 r.

O.H. Xapuukun

pniaoxenne N 1

K MHCTpYKIINY 0 MOPsiIKe BHIMHCHIBAHUSA
JIEKapPCTBEHHBIX NpPenapaToB U oGopMIeHUsI
penenToB U TPeOOBaAHNI-HAKJIATHBIX,

YTB. Iprka3oM MHUHHCTEPCTBA 3IPABOOXPAHEHHUS

U COUMATBHOIO passuTus PO
ot 12 dpepans 2007 r. N 110

HpelleﬂbHO AOMMYCTUMO€ KOJIHYECTBO JICKAPCTBCHHBIX CPEACTB 1JIsl BBINIUCbIBAHUA HA OAUH peUenT

N /o

HamvMmeHOBaHMeE JIEKAPCTBEHHOTO
cpexncTBa

dopma BHIIYyCKa U
IO3UPOBKA

KonnuecTrO

BynpeHopomH

TabaeTku Ojasga
CyOJIMHTBAJILHOTO
npmueMa 200 MKT un
400 MkT

50 Tabs.

Bynpenop¢mnH

PacTtBOp ni4a
VHBEKLMUM, aMIIyJIE

300 mxr/Ma1 1 Mt

300 MKD/MJI 2 MII

30 amnya

15 amnya

BynpeHopomH

TpaHcoepMalbHasa
TepaleBTUYEeCKad
cucTeMa

35 MKT/U

52,5 MKI/4

70 MKrD/u4

20 nnacr.

8 mjacT.

5 mnacr.

InrnopoxkoneuH-perapn (OT'K
KounTuuyc)

TabjaeTku 4
npreMa BHYTPb

60 Mr

40 TabJ.
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90 wmr 30 Taba.
120 wmr 20 Taba.
5. IununoJsiop (nupuTpaMmm) PacTBOop 4 50 amnyas
MHBEKLMM, aMIIyJIb
0,75% o 2 Mxu
6. MopdMHa I'MIOPOXJIOPUI PacTBOp o4 20 amnyis
UHBEKLUUNM, aMIIyJIbl
10 M0 B 1 Mt
7. OMHOIIOH PacTtBOp IJi4
UHBEKLUN, 10 ammys
aMniyJiel 1% u 2% 1o
1 M
8. [IpoMenosl (TpMMeNepMOMHA TabneTkn 104 50 TabJ.
TMOPOXJIOPU) npueMa BHYTPb 25
MT
9. [Ilpomenos (TpMUMeNepUOMHA PacTBOp IJ4a
TUIOPOXJIOPUIO) MHBEKLNM,
amMniyJiel 1 u 2% 1o 10 amnys
1 Mn
mnpri-ToOrky 1 » |10 mnpui-TioOMKOB
2% o 1 M
10. Mopdmua cynbdaT (MCT TabjeTku u
KOHTUMHYC MM OpyTMe aHaJloTHu KarlCyJibl
IPOIOJIXUTEJIbHOCTRI0 OeMCTBUS IIPOIJIEHHOTO
He MeHee 12 uyacos) OercTBUS IOJ4
npreMa BHYTPb
10 mr 160 Taba.
30 MmT 60 TabJ.
60 wmT 20 Taba.
100 wmr 20 Taba.
200 mr 20 Taba.
11. [Ipocunmon TabseTkn nJs 50 TabJ.
OYKKaJIbHOTO
npmema 10 mr m 20
MT
12. [Ipocumoa PacTBOp o114 50 amnymn

MHBEKLUMY, AaMIIYyJIb
10 M7 B 1 mMI




13.

deHTaHUII

TpaHcoepMalibHaA
TepalieBrTmnueckKad
cucrTeMa

12,5 mxr/uac

25 Mxr/4ac

32 mnacrtT

16 nmnacrt.

50 Mkr/uac 8 mmacr.
75 MKT/uUac 5 nnacrt.
100 mxr/uac 4 nmact.
14. Komemn (xomemHa ¢docdar) [Topomok 0,2 r
15. KoMOUHMPOBaHHLEE TabneTku, He OBojee 0,2 T*
JIEKAPCTBEHHHE [IpenapaTH, KAarCcyJEl, PacTBOPE
cozmepxamme KOIeMH (KoIeuHa u T.O.
docohar)
16. STUIMOPOMUHA TUIPOXIIOPU [Topomoxk 0,2 p*x*
(ODVOHMH)
17. AMpenpaMoH (benpaHOH) TabJjeTKM, IOpaxe 50 TabJ.
25 Mr
18. XanbUMOH (TpmrasojiaMm) TabneTkn 250 MKT 30 Tabs.
19. HaTpusa oxcuOyTHpaT PacTeop nOn4a 2 drnaxoHa
npueMa BHYTPb
66,7%,
CUPOIl IJId IIpueMa
BHYTPbL 5%
20. SbenpuHa TMOPOXJIOPUI U [Topomok 0,6
npyrue coam sbenpuHa
21. Teobpenpuu, Teodbenmpmu-H, TabneTku 30 Taba.
Heo-Tteobenpuu
22. ConyTaH PacTtBop 50 mn 1 dnaxoH
23. CrnasMoBepanImH, TabyeTku 50 TabJ.
CnasmoBepayirmH-Heo
24. Ipyrue KOMOMHMPOBAHHEE TabsieTkM, MNOPOLKU 1 ynakoBka
JleKapCTBEHHLEE IIpelapaTtl, n T.o.
comepxamye sbenprHa
TUOPOXJIOPUIL M IOOJIeXauye
IpenMeTHO-KOJINUEeCTBEHHOMY
yuery
25. KoMOMHMPOBAaHHEE KancyJsel, HOPOUIKM, 1 ymnaxkoBKa
JleKapCTBEHHEIE [IpelaparTtl, cuporn, TableTku,

comepxauye HCGB,HOS@G,JIpMHa

XUIKOCTL IJIA




TUIOPOXJIOPUO U [OoAJiexallue npmueMa BHYTPb U

IpeIMeE THO-KOJIMUECTBEHHOMY T.I.
yuery
26. Kiodpenmu Tabmerxm 0,075 1 ymnaxoBKa

mr, 0,15 wmT

27. [MaxukaplMHa I'MIOIPOMOIOUIO [Topomoxk 1,2 r
28. AHaboMUYeCcKye T'OPMOHH: TabJjeTKM, PacTBOP 1 ymaxoBka
MeTaHOPOCTEHOJIOH, OJI9 MHBEKUUM U
OxcaHOpoJioH Perabosui, T.O.

Haupgposion, denobonui,
CunabosmH u gpyrue

29. KoMOMHMPOBAHHEE Kancyumer, 1 ynaxkoBka
JleKapCTBEHHBE MIpernapaTs, TabJIeTKM, CHUPOI,
comepxamye GEeHUJINPONAaHOJaM/UH | KarJeTH UM T.I.
U nomnyexammue
IpeIMeTHO-KOJINUEeCTBEeHHOMY

yuery
30. denobapbuTasa Tabjgerxku 50 wmr, 10-12 TabineTok
100 Mmr
31. Beunzsobapburan (BenszoHal, Tabmerxu 50 wmr, 1 ynaxkoBka
Benuszsobammi) 100 M
32. IpuMmunoH (I'excaMmunuH, Tabnerxku 125 wmT, 1 ynaxkoBka
MycomnmH) 250 mr
33. Byropbanon (Cramois, Mopamod) PacTeop nOnsa 10 ammnys
MHBEKLUN

2 Mr/min 1 M

* Ilpu BBIMKUCHIBAHUM M OTITYCKE JIEKAPCTBEHHOTO Mpernapara MpOoU3BOJUTCS NMEpecyeT Ha YUCTOe
BEIIECTBO.

** B ria3HbIX KalisxX U Ma3sx AUOHUH MOJKET BBIMHMCHIBATHCA B KOJIMYECTBAX /10 1 I IpHU HATMYUU
yKazaHud Bpada Ha penenrte "[lo crnenmanbHOMy Ha3HAuEHHUIO", 3aBEPEHHOrO MOANUCHIO W JIMYHON
[IeYaThIO Bpaya, e4aTbi0 MEAUIMHCKON opranu3anuu " pernentos".

IIpumeyanue:

IIpy BBINIUCHIBAHMM HApPKOTUYECKHX JIEKAPCTBEHHBIX IIPENaparoB, HE MPEAYCMOTPEHHBIX
HACTOSIIIUM IPUIOKEHUEM, UX IIPENEIBHO JOIYCTUMOE KOJIMYECTBO IS BBIIMCBHIBAHUSA B OJHOM PELIEITE
MOKET B IIATh pa3 MPEBBIIIATh PA30BYIO 03y, YKA3aHHYIO B MHCTPYKIUU 10 MEAUIIMHCKOMY IPUMEHEHHUIO
BBIIIMCBIBAEMOT'O JIEKAPCTBEHHOI'O IIperapara.

IIpuiaoxenne N 2

Kk MHCTpyKIIMHU 0 mopsiike BHINUCHIBAHUSA
JIEKAPCTBEHHBIX MpenaparoB U oopMiIeHusI
peuenToB U TPeOOBAHUM-HAKJIATHBIX,

YTB. NpukazoM MUHHCTEPCTBA 3IPABOOXPAHEHHS



U COLMATBHOIO passutus P@
ot 12 ¢pespaus 2007 r. N 110

Baxneiinue penentypHbie COKpalieHUs

CokpalieHue [lostHOe HanmMcaHue [lepeBon
aa ana 10, IOPOBHY
ac.acid. acidum KMCJIOTa
amp. ampulla aMmIyJa
aqg. aqua BOIa

ag. destill.

aqua destillata

IVMCTUIIJIMPOBAHHAA BOIOa

but.

butyrum

MacJio (TBepnoe)

comp., CPps

compositus (a, um)

CJIOXHBIN

D. Da (Detur, Dentur) Brimalt (mycThb BEIDAHO,
nycTb OYyIOeT BBIIAHO)
D.S Da, Signa Detur, Buimar, oBosHaub

Signetur [IycTtes OymeT BBIOAHO,

O0DO03HaUYEHO
D.t.d Da (Dentur) tales doses Beimam (IlycTe OyoyT
BBHIIAHHBI) TakKue JO3H

Dil. dilutus pa3BeneHHBIM

div.in p.aeq.

divide in partes

pasmeny Ha pPaBHBE YaCTU

aequales
extr. extractum BKCTPAaKT, BEHETAXKA
f. fiat (fiant) [IycTe obOpasyeTcs
(obpaszywrcsa)

gtt. qutta, guttae Kamjdgd, Karjam
inf. infusum HacTOM

in amp. in ampullis B awMmmyJax

in tabl. in tab(u)lettis B TabJjerkax
lin. linimentum XMIOKAS Ma3b
lig. liquor XUOKOCTb




m. pil. massa pilularum OMJIJIBHAaS Macca
M. Misce, Misceatur Cmeman (IIlycTb OymeT
CMEIIaHOo)
N. numero UMICJIOM
ol. oleum MacJyio (xmmkKoe)
past. pasta nacra
Ppl. pilula IJTIOJI A
p.aeq. partes aequales PaBHEE UYacTHu
ppt., praec. praecipitatus OcaxIeHHbI
pulv. pulvis [Topowox
g.s quantum satis CxoJibkO norpedbyeTcHd,
CKOJIbKO HAaIo
r., rad. radix KOPEHb
Rp. Recipe Bo3bMu
Rep. Repete, Repetatur lorTopu (IlIycTh OynerT
IIOBTOPEHO)
rhiz. rhizoma KOPpHeBUlle
S. Signa, Signetur O6ozHaub (IlycTte OymerT
0B03HAUEHO)
sem. semen ceMsd
simpl. simplex IpOCTOM
sir. sirupus CUpOI
sol. solutio pacTeop
supp . suppositorium cBeua
tabl. tab (u) letta TabjieTka
t-ra, tinct. tinctura HaCcTOMKa
ung. unquentum Mas3b
vitr. vitrum CKJITHKA

puioxenne N 3
Kk MHCTpyKIIMK 0 MOPsiiKe BHIMUCHIBAHUS
JIEKapCTBEHHBIX NpPenapaToB 1 ogopmiIeHus!



penenToB U TpeOOBaHMI-HAKJIATHBIX,

YTB. IpHKa3oM MHUHHCTEPCTBA 31PaBOOXPAHEHHUA
U COLMATBLHOIO passutus PO

ot 12 ¢pespass 2007 r. N 110

(c usmenenusimu ot 20 sstuBaps 2011 r.)

AKT
06 YHMUYTOXEHMM TPeBGOBaHMI-HAKJIALHHX IJIsI NOJNYyYeHMUs
HapKOTMYECKMX CPEeICTE M IICHMXOTPOIIHHX BEleCTB
IO MCTEeYEeHMM CPOKOB MX XPaHEHMs*

or " " 200 T. N

Kommccusa B cocTaBe:

[lpencenmaTesb

(moymxHocTe M ®.M.0O. IMIOJIHOCTHIO)
UJyieHBl KOMMCCHUM :

(mosmxHocTe M ®.M.0. MOJIHOCTHIO)

(mosmxHocTe M ®.M.0. MOJIHOCTHIO)

(mosmxHocTe M ©.UM.0. IIOJIHOCTHLIO)

npomuseesa " " 200 I'. UBBATUE U YHUUTOXEHMNE B
(HaMMeHOBaHME OpITaHM3alLUM)
TpeOOBaHMM-HAKJIAOHEIX OJIS IIOJIyUYEeHMS HapKOTUUECKMUX CPelCTB U IICUXOTPOIIHBIX
BeUleCTB 3a :
(mMmecsL, rTom)

N n/mo HammeHOBaHME Ennnunna Homep m mata KommmuecTBO
JIEKapPCTBEHHOT'O u3MepeHusa |TpeboBaHMA-Hak- |TpeOOBaHMM—
npenapara, OO3MPOBKAE, JlagHOM HaKJIaOHBIX
BUI JIEKAPCTBEHHOMU
bOPMEL
1 2 3 4 5

VUTOTO MO akKTy YHMUTOXEHH MyTEeM CXUTaHUS MM pas3pblBa ¥ IOCJeIyoleTo
3aMauMBaHMUsA B pPacTBOpe XJIOPHOM UBBECTU (HyxHOE MNONUYEPKHYTH )
TpeBOBaAHUM ~HAKJIAHEIX .

(kommuecTBO LMdpaMM M HOPONUCHI)

[lpencenaTtesyib KOMUCCUM :

(mommnmce)
UsieHE KOMMCCUMU :

(monnmceo)

(mognmceo)

(momnuce)



* AKT opopMIIsIETCS ©KEMECTIHO.

puiaoxenne N 4

Kk MHCTpyKIIMY 0 MOPsiiKe BHINTUCHIBAHUS
JIEKAPCTBEHHBIX NpenapaToB U 0popMJIeHUS
peuenToB U TPeOOBAHNM-HAKJIATHBIX,

YTB. IIpukazoM MHUHHCTEPCTBA 3APaBOOXPAHECHUS
U COHAJIBHOIO pa3sutus PO

ot 12 ¢pespaus 2007 r. N 110

(c usmeHenusimu ot 20 situBaps 2011 r.)

AKT
06 YyHMUTOXEHMM TpeboBaHMM-HaKJIaTHEIX
OJ1s MNOJIYYEeHMSI MHBIX JIEKAPCTBEHHEIX CPEeICTE, MNOAJe}xalMx
npeaMeTHO-KOJMYECTBEHHOMY YydYeTy, NO MCTEeYEeHUM CPOKOB MX XPaHEeHMS *

or " " 200 T. N

Kommccua B cocrase:
[lpencemaTesb

(mosmxkHocTe M ©.UM.0. IIOJIHOCTHLIO)
YsieHB KOMMCCUM &

(momxHocTe M ®.M.0O. MOJIHOCTBIO)

(momxsHocTe M ®.M.0O. MOJIHOCTBIO)

(momxHocTe M ®.M.0O. MOJIHOCTBIO)

npoussejya " " 200 1. UBBATHUE ¥ YHUUTOXEHME B
(HamMMeHOBaHME OpIaHM3alLuM)

TpeDOBaHUM—HAKJIQOHEIX IJIS I[IOJIYyYEeHMS MHBIX JIEKAPCTBEHHEIX CPeICTB, [IOIJIeXallMx

NpeIMETHO-KOJIMUECTBEHHOMY YUeT

3a:

(mecsL, rTom)
B KOJIMUECTBE MTYK.
(umbdpaMm M OPONMCHIO)

TpeboBaHMA-HaAKJIaOHbBIE YHUUTOXEHEl I[IyTEM CXUTAaHUSA ZNgR%I pas3peBa u
IOCJIeOy er0 3aMauMBaHMA B PACTBOPE XJIOPHOM M3BEeCTU (HYyXHOE NOONUEPKHYTDH)

[lpencenaTtesyib KOMUCCUM :

(mommnmce)
UJjieHBl KOMMCCUU :

(mommnmce)

(mognmuce)

(mognmceo)

* AKT oopMIIETCS €KEMECIIHO.



puniaoxenne N 14

K IIpuKazy MUHHCTEPCTBA 3iPaBOOXPAHEHHS
U COIHAJIBHOTO pa3Butus PP

ot 12 ¢eBpans 2007 r. N 110

NucTpykuus
0 Mops/IKe HA3HAYEHUS M BbINMCHIBAHUSA U3/1eJINH MeJUIIUHCKOT0 HA3HAYEHHS U
CIeNNAaTU3MPOBAHHBIX MPOAYKTOB J1e4e0HOr0 NUTAHUS /s 1eTeli-HHBAJIN/I0B

1. M3nenus MEIUIIMHCKOIO HAa3HAYEHUS U CIEUATU3UPOBAHHbBIC IPOAYKTHI JICUEOHOTO MUTAHUSA
JUI  AEeTEH-WHBAIMIOB HA3HAYAIOTCS M BBHINHCHIBAIOTCA B paMKax NPEJOCTABICHHUS OTIEIbHBIM
KaTeropusM IrpakaH roCyAapCTBEHHOM COLMaNIbHOM MOMOIIY B BUie HA0opa COLMAIbHbBIX YCIYT.

2. V3nenusa MeIMUMHCKOTO Ha3HAYEHUS! Ha3HAYAIOTCS U BBIIKMCHIBAIOTCS BpauaMu ((enpaiiepamu)
MEIUIUHCKUX OpraHU3alMi, OKa3bIBAIOIIUX TEPBUUHYIO MEIUKO-CAHUTAPHYIO TOMOIIIb.

Crienanu3upoBaHHbIE MPOAYKTHl JIEYeOHOTO THTAaHUS Uil JIETeH-MHBAIMIOB HA3HAYAIOTCS
BpayaMM MEIULUHCKUX OpraHu3alMi, OKa3bIBAIOIUX MEINKO-T€HETUYECKYIO MIOMOIb, U BBIIHCHIBAIOTCS
BpayaMH  MEAMLIMHCKUX OpPraHW3alliii, OKa3bIBAIONINX MEIUKO-TEHETHYECKYI0 TOMOIb,  HIIH
BpayamMH-CliellMaIucTaMu (B ClIyd4ae MX OTCYTCTBHS JIEHallMM BPayoM) MEAMLMHCKUX OpraHu3alui,
OKa3bIBAIOLINX TIEPBUYHYIO MEIHKO-CAaHUTAPHYIO TIOMOIIIb.

3. Penentbl BBINUCHIBAIOTCS HAa M3JENMsS MEAMLMHCKOTO Ha3HAYEHUS U CHELHMATM3HPOBAHHBIC
IPOAYKTHI JIEYeOHOTO MUTAHMS JUIS JeTeH-UHBAIUIOB, BKIIOUEHHBIC B TIEPEUYHU U3/CIUI METUIIMHCKOTO
Ha3HAUEHUs U CHELHUAIM3UPOBAHHBIX IPOJYKTOB JICUEOHOrO MUTAHUSA JUIsl JAeTeil-MHBaJIMIOB,
yYTBEpXkKAaeMbl€ B YCTAHOBJIEHHOM TOPSIJIKE.

4. PeuenTsl BBINMUCBHIBAIOTCS HA pelenTypHbIX OmaHkax ¢opmsl N 148-1/y-04 (1) u N 148-1/y-06
(J1) B cOOTBETCTBUU C TpeOOBaHUAMH, NpeaycMoTpeHHbIMH pazaenamu | u I MucTpykunu o nopsake
BBIMMCBIBAHUS JIEKAPCTBEHHBIX MpErnaparoB M O(GOPMIEHHUS pelenToB M TpeOOoBaHHUM-HAKIATHBIX
(mpunoxenue N 13).

5. Ilpu BBINMCHIBAHMM XPOHUYECKUM OOJIbHBIM PELENTOB Ha CHELHATU3HPOBAHHBIE MPOIYKTHI
Je4eOHOro MUTAHUS JUIs IeTei-MHBAJIM0B BpauaM pa3pellaeTcsl yCTaHaBINBATh CPOK JEHCTBUS perenta
B Ipejieax A0 OJHOro roja.

[Ipu BBIMUCHIBAHUM TAKUX PELICTITOB Bpau JODKEH CIeNaTh MOMETKY "XpoHudeckomy OoinpHOMY",
yKa3aTh CPOK JIEHCTBHS pelenTa U NePUOIUYHOCT OTITyCKa CIIEUATN3UPOBAHHBIX POYKTOB JIEYeOHOTO
MUTAHUS IS IeTeH-UHBATMAOB U3 allTeYHOTO yUpexkKIeHUs (OpraHu3anun) (eKeHeIeIbHO, eXKEMECTIYHO U
T.I.), 3aBEPUTh ITO YKa3aHUE CBOEH MOJNHCHIO M JIMYHOM MeuaThlo, a TAKXKE IMEYaThI0 MEIUIIMHCKOM
opranuzamuu "J{ig peuenTtos".

Ipuiaoxenune N 15

K IIpuKkazy MUHHCTEPCTBA 3PaBOOXPAHECHHS
U COUMATBHOIO passutus P@

ot 12 ¢eBpans 2007 r. N 110

HNucTpykuus
0 NopsiiKe XpPaHEeHHs pelenTyPHbIX 0JIaHKOB

1. MenuuuHCKHEe OpraHM3allid MOJy4YaloT HEOOXOJUMblEe pelenTypHble ONaHKU yepes
TEPPUTOPHANIBHBIE OPTaHbl YIPABICHUS 31pPaBOOXPAHEHUEM WM OPraHHU3alMM, YIIOJTHOMOYEHHBIE HA ATO
OpraHaMH UCIOJHHUTENBbHOM BacTu cyobekToB Poccuiickoit denepanmu.

3amac peuenTypHbIX OJAaHKOB B MEIUIMHCKUX OpraHM3alUsaX HE JOJDKEH IpeBbIIaTh
MOJIYTOZI0BOM, a CHEUMANbHBIX PEIEeNTypHBIX OJAHKOB Ha HApKOTHUYECKHUE CPENCTBA U IICUXOTPOIHBIE
BemecTBa Crniucka Il - Mecsiano# oTpeOHOCTH.
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YacTHONPAKTUKYIOIME Bpaud CaMOCTOSTENIbHO 3aKa3bIBAlOT OJIAHKM PELENTOB (32 UCKIIOUEHUEM
CHEIMANIbHBIX PELENnTypHbIX OJaHKOB Ha HAPKOTHYECKOE CPEACTBO M ICHUXOTPOIHOE BEIIECTBO) C
yKa3zaHHEeM THIOTpagCKUM crnocoOOM B BEpXHEM JIEBOM YIJy ajpeca Bpaya, HOMEpa, JaThl U CPOKa
JEUCTBUS JIMLEH3UMM, HAMMEHOBAHUS OpraHa TrOCYJapCTBEHHOM BJACTH, BBIJABIIErO JOKYMEHT,
MOJTBEP K IAOLIUI HATTMYNE JIULICH3UH.

2. B xaxnoll MeAMIIMHCKOM OpraHu3alMM IMPUKa30M PYKOBOJWTENS Ha3HA4aeTcs JIMLO,
OTBETCTBEHHOE 3a MOJyYeHHE, XPaHEHHUE, YUET U BhIJauy BCEX BUJOB PELENITYPHBIX OJAHKOB.

3. PenentypHble OJaHKH JIOJDKHBI XPAHUTHCS OTBETCTBEHHBIM JIMLIOM IO 3aMKOM B
MeTaJmdeckoM mkady (ceiide) wim METaluTMYeCKOM SIUKe, a CleUaIbHbIe PEIENTYPHbIE OJIAHKH Ha
HApKOTUYECKOE CPEICTBO M IICUXOTPOITHOE BEIIECTBO - B celde.

YacTHOMPAKTUKYIOMIA Bpad JOJDKEH XPAaHUTh pEUENnTypHble OJaHKH T10J 3aMKOM B
MeTaJIM4ecKoM Ikady (ceiide) umm smuke.

4. VYder peuentypHbiXx OJaHKOB IO BHJIAM BEIETCS B IKypHajax, IPOHYMEPOBAHHBIX,
MPOILIHYPOBAHHBIX M CKPEIICHHBIX MOJIUCHIO PYKOBOAUTEINS U M€YaThI0 MEIULMHCKON OpraHu3aluu 1o
ycTtaHOBIIeHHBIM (popmam (miprutoskerust N 10 u N 11).

5. IlocTosiHHO AEHMCTByIOLIAs KOMHUCCHUA, CO3JaBaeMas B MEJULMHCKOW OpraHU3alllH, MPOBEPSET
COCTOSIHUE XpaHEHUs, yueTa, (PaKTUUECKOEe HAJIM4YUEe U Pacxo]] CHELUAIbHBIX PELENTYpHbIX OJaHKOB Ha
HApKOTUYECKOE CPEACTBO M MICUXOTPOIHOE BEIIECTBO OJUH Pa3 B MECSIl U APYTUX PELENTYPHbIX OJaHKOB
- OZIH pa3 B KBapTal.

B ciyuyae HecoBmazeHusi KHUKHOTO OCTaTKa PEUENTYPHBIX OJAHKOB C (paKTUYECKUM HATUYHEM
JUIO, OTBETCTBEHHOE 3a IOJY4YEHHE, XpaHEHHE, Y4YeT M BblJauy pEUEnTypHbIX OJaHKOB, HECET
OTBETCTBEHHOCTh, IPENYCMOTPEHHYIO 3aKoHOAaTeNbcTBOM Poccuiickoit denepanuu.

6. Opransl yrmpaBieHUsS 37paBOOXpaHeHHEM CcyObekToB Poccuiickoit ®Denepanuu mnpu
o0cieI0BaHUU METUIIMHCKUX OpraHU3aIluil KOHTPOJIUPYIOT UCIIOJIb30BaHUE M O0ECTIIeUeHNnEe COXPAHHOCTU
pelenTypHBIX OJIAHKOB.

7. PenentypHble ONaHKM B KOJHWYECTBE 2-HENENbHOW MOTPEOHOCTH BBINAIOTCA MEIULUHCKUM
pabOTHUKAaM, MMEIOLUM IPAaBO BHINMCBHIBAHUS PELENTOB, M0 PACIOPSIKEHUIO TJIABHOIO Bpadya WM €ro
3aMECTHUTES.

8. JlewamieMy Bpauy paspeliaercsi BblIaBaTb €IUHOBPEMEHHO HE 0ojiee NIecATH CHelHallbHbIX
peLenTypHbIX 0JIAHKOB Ha HAPKOTHUYECKOE CPEACTBO M MCUXOTPOITHOE BELIECTBO YCTAHOBIEHHOIO 00pa3ia
JUTSL BBITTUCBIBAaHUSI HAPKOTHYECKUX CPEJICTB M MICUXOTPONHBIX BemecTB Crucka I1.

9. IlomyueHHbIe penienTypHbIE OJaHKKM MEAUIIMHCKHE PAOOTHUKY JODKHBI XPAHUTh B TOMEIIIEHUSX,
o0ecneunBaroIUX UX COXPAaHHOCTb.

CormnacoBano
PykoBouTens (3aMecTUTENh PYKOBOJUTES) O.H. Xapuukun
®CKH Poccun
12 ¢espans 2007 r.
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