[Ipuka3z MuHuctepcTBa 34paBoOXpaHeHus U conuanbHoro pa3sutus PO ot 14 nexadps 2005 r.
N 785
"O nopsi ke OTITyCKa JEKApCTBEHHBIX CPEICTB"

C u3MeHeHHSIMH H JAOMOJIHEHUSIMHU OT:

24 amperns, 13 oxTsi0pst 2006 1., 12 deBpans, 6 arycra 2007 1., 22 anpens 2014 r.
TAPAHT:
CM. Takke WHOOPMAIMOHHOE MUCHMO MUHHUCTEPCTBA 3PaBOOXPAHCHUS W COIMAIBLHOTO
pa3Butus P® k HacTosmeMy TIpUKasy
B cootBerctBum co cratheil 32 @enepanpHoro 3akoHa ot 22 umioHs 1998 r. N 86-03 "O
JekapcTBeHHBIX cpenctBax’ (CoOpanue 3akoHomarenbeTBa Poccuiickoit @eneparmu, 1998, N 26,
ct. 3006; 2003, N 27, ct. 2700; 2004, N 35, ct. 3607) mpuka3sbiBaro:
1. YTBepauth npuinaraemMeiid [Topsiok OTITycKa JIEKapCTBEHHBIX CPEJICTB.
2. YTpaTun cumy.

Undopmargist 06 M3MEHEHHSX:

Cm. mexcm nynkma 2

Munuctp M.IO. 3ypabos

3apeructpupoBano B Muntocte P® 16 suBaps 2006 r.
Perucrparnmonnsiit N 7353

Ipunoxenune

IHopsanok oTnycka JeKapCcTBEHHBIX CPeICTB
(yTB. mprkazom MUHHCTEpCTBA 3IPABOOXPAHEHNS] M COI[HAIBLHOTO pa3BuTus P®
ot 14 nexa6psi 2005 r. N 785)

C u3MeHeHHSIMH H JAOIMOJIHEHUSIMHU OT:

24 anpernst, 13 okrsi0ps 2006 r., 12 deppais, 6 aBrycra 2007 .
T'APAHT:
O nopsiake pO3HUYHOM TOPrOBJIM JIEKAPCTBEHHBIMU IpenapatamMu cM. DenepanbHbIi 3aKOH OT
12 anpenst 2010 r. N 61-03

|. O0uIMe moJioKeHus

1.1. Hacrosmuit [lopsimok ompenenseT TpeOOBaHUSA K OTIYCKY JIEKAPCTBEHHBIX CPEICTB
anTeYHBIMU YUPEXKJACHUAMHU (OpraHM3alMsIMH)* HE3aBUCUMO OT OPraHHU3alHOHHO-TIPABOBOU
dbopMmbl, GopmMBI COOCTBEHHOCTH U BEOMCTBEHHON MTPHHAITIC)KHOCTH.

1.2. OTnycky anTe4YHbIMH YYpEKICHUSAMHU (OpraHU3aIMsIMK) MOJJICKAT JICKAPCTBCHHBIC
CpElICTBA, B TOM YHUCIIE HApPKOTUYECKHUE CPEACTBA, IICUXOTPONHBIC, CUJIBHOJECUCTBYIOUIUE U
SAJOBUTBIE BELIECTBA, 3aperucrpupoBaHHbie B Poccuiickon @Penepauvv B YCTAHOBICHHOM
MOPAZIKE.

1.3. Ormyck JIeKapCTBEHHBIX CPEJACTB IO pelenty Bpadya U 0e3 perenrta Bpada
OCYILECTBIISIETCS aNTEYHBIMH yUPEXKACHUAMU (OpraHHU3alusIMHU), HMEIOIIUMHU JIMIICH3MI0 Ha
(bapMaleBTHIECKYIO JEATEIbHOCTb.
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1.4. BelliucaHHBIE 10 PELENTY Bpada JICKAPCTBEHHBIC CPEICTBA IMOJIEKAT OTIYCKY
anTeKaMU U alTeYHBIMU ITyHKTaMH.

JlekapcTBEHHBIC CpEICTBA B COOTBETCTBHHM C llepedHeM JI€KapCTBEHHBIX CPEICTB,
OTITyCKaeMbIX 0€3 pelernTa Bpada, YTBepKICHHBIM TTpHKa3oM MUHUCTEPCTBA 3IPAaBOOXPAHCHUS H
commanpHOTO  pasButus  Poccuiickoit  ®enmeparuun ot 13 cenTsops  2005r. N 578
(3apeructpupoBan B MunuctepctBe toctuiuu Poccuiickort denepanuu 29 centsiops 2005 r.
peructparmonnbiii N 7053) (mamee - IlepedyeHp JeKapCTBEHHBIX CPEACTB, OTIYCKaeMBIX 0Oe3
pelrienTa Bpaya), MOJIe)KaT peau3aliii BCEMH allTeYHBIMU YUpeXIeHUSIMU (OpraHu3aIusiMu) ™.

TAPAHT:

[Ipukazom Munsapascornpa3sutusi Poccun ot 26 aBrycra 2011r. N 1000an ymomsiHYTBHIH
[lepeyeHb MpU3HAH YTPATUBIIHM CHITY

®enepanbapiM 3akoHOM 0T 12 ampens 2010r. N 61-®3 "O6 oOparieHun JIeKapCTBEHHBIX
cpeact”, BcTymuBIUM B cwiy ¢ 1 centsOps 2010r., yTBepkKaeHHE YIMOJIHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOTHUTEIBLHOW BIIACTH €IMHOTO [lepedHs JeKapCTBEHHBIX CPEACTB,
OTITyCKaeMbIX 0e3 perenTa Bpaua, He MpeayCMOTPEHO.

CormacHo crtatee 67 Ha3zBaHHoro ®denepanabHOrO 3akoHa, HHGOPMAIUS O JEKAPCTBEHHBIX
mpenaparax, OTIIyCKaeMbIX 0e3 pelenTta Ha JEKapCTBEHHBIM IMpemapaT, MOXKET COIEpKaThCs B
MyOJIUKAIUAX U O0OBSABICHUSIX CPEJICTB MAaCCOBOM MH(OpPMAIINH, CICITUATU3UPOBAHHBIX U OOIIHMX
MEYATHBIX M3JaHUSAX, HHCTPYKIUSAX TI0 TPUMEHCHHUIO JICKAPCTBCHHBIX NIPEIapaToB, HHBIX
U3JIaHUSAX CyOBEKTOB OOpAIeHUs JIEKaPCTBEHHBIX CPEJICTB
1.5. Jlna OecrepeboitHoro oOecreueHUs HAaceleHHUs JICKapCTBEHHBIMH CpEJCTBAMU
anTeyHble yupexaeHus (OpraHu3anuu) o0s3aHbl MMETh B HAJHMYWU MUHUMAIILHBIM aCCOPTUMEHT
JICKAPCTBEHHBIX CPEJICTB, HEOOXOIUMBIX JIJISi OKa3aHWUS MEIUITMHCKON TOMOIIH, yTBEPKIACHHBIN
puka3oM MHHHUCTEPCTBA 3ApaBOOXPAHEHUs U COLMAIBHOTO pasBUTHUS Poccuiickonn denepanuun
ot 29 ampens 2005 r. N 312

1. O0mme TpeGoBaHNUS K OTIYCKY JIEKAPCTBEHHBIX CPeICTB

2.1. Bce nekapcTBEHHBIC CpEACTBAa, 3a HCKIIOYCHHEM BKIIOYCHHBIX B [lepedcHb
JIEKAPCTBEHHBIX CPEJNICTB, OTIYCKaeMbIX O€3 pellenTa Bpada, JOJDKHBI OTIYCKATHCS alTEYHBIMU
yUpeKICHUSIMHA (OPraHU3AlUSIMHU) TOJBKO IO perentaM, O(QOpPMIICHHBIM B YCTaHOBJICHHOM
MOPSIJIKE HA PEIENITYPHBIX OJJaHKaX COOTBETCTBYIOIIMX YUYETHBIX (hOPM.

Wndhopmargust 06 n3MEHEHHSX
IIpuxaszom Munucmepcmea 30pasooxpameHus u coyuaibHoeo pazeumusi P@ om 6 aseycma
2007 2. N 521 6 nynxm 2.2 nacmosiwe2o npunoxcenus 6HeCeHvl U3MEeHeHUs.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxKyuu
2.2. Tlo penientam, BBIMMCAHHBIM Ha PELIEITYPHBIX OJIaHKAX, (DOPMBI KOTOPBIX YTBEPKICHBI
IIpuKa3soM MMHHUCTEPCTBA 34paBOOXPAHEHUs M COLMAIbHOTO pasBUTHUs Poccuiickonn denepanuun
ot 12 ¢espans 2007 r. N 110 anTeunsiMu yupexaeHUusIMEA (OpraHU3anUsIMHI) OTITYCKAIOTCS:
- HAPKOTUYECKHUE CPEJICTBA U IICUXOTPOIHbIE BellecTBa, BHECeHHbIE B Crincok I Ilepeuns
HapKOTUYECKHUX CPEACTB, ICUXOTPOIHBIX BEUIECTB U UX MPEKYPCOPOB, MOJIEKAIINX KOHTPOIIO B
Poccuiickoii ®enepanuu, yrBEpKIACHHOTO rnocraHoBienueMm [IpaBurenbctBa Poccuiickon

®enepanuu ot 30 urons 1998 r. N 681 (Cobpanue 3akoHomatenbeTBa Poccuiickoit deneparu,
1998, N 27, ct. 3198; 2004, N 8, cr. 663; N 47, ct. 4666) (mance - Ilepedenn), BeITMCAHHBIC HA


http://ivo.garant.ru/document?id=12042257&sub=1000
http://ivo.garant.ru/document?id=12042257&sub=0
http://ivo.garant.ru/document?id=12090363&sub=11
http://ivo.garant.ru/document?id=12042257&sub=1000
http://ivo.garant.ru/document?id=12074909&sub=0
http://ivo.garant.ru/document?id=12074909&sub=711
http://ivo.garant.ru/document?id=12074909&sub=672
http://ivo.garant.ru/document?id=12040210&sub=1000
http://ivo.garant.ru/document?id=12040210&sub=1000
http://ivo.garant.ru/document?id=12040210&sub=0
http://ivo.garant.ru/document?id=12055417&sub=101
http://ivo.garant.ru/document?id=5267484&sub=1202
http://ivo.garant.ru/document?id=12053254&sub=0
http://ivo.garant.ru/document?id=12012176&sub=222
http://ivo.garant.ru/document?id=12012176&sub=0

CTIeIIMATBHBIX PELENTYPHBIX OJaHKax Ha HAPKOTHUECKOE JIEKaPCTBEHHOE CPENICTBO;

- TNCUXOTpPOIHbIE BemecTBa, BHeceHHble B (Crnmcok [II Ilepeunsi, BbIHCaHHBIE HaA
penenTypHbIX Oankax hopmer N 148-1/y-88;

- WHBIE JICKAPCTBEHHBIC CPEJNICTBA, MOJUICKAIINE MPEAMETHO-KOJIMUYECTBEHHOMY Y4YETy B
aNTeYHBIX YUPSKICHHUIX (OpraHM3alysiX), OpraHU3alHsIX ONTOBOH TOPTOBIH JICKAPCTBEHHBIMU
CpeACTBaMH, Je4eOHO-POPMIAKTUYECKUX YUPEKICHUSIX M UYACTHOMPAKTHKYIOIIUMH BpadaMmH,
ITepevensb KOTOPBIX THpeaycMoTpeH npuioxkenrnem N 1 k Hactosimemy Ilopsiaky (manee - uHbIC
JIEKapCTBEHHBIC CPEJCTBA, MOJUICKAIINE MPEAMETHO-KOJIMYSCTBEHHOMY Y4YeTy), BbITMCAHHBIC Ha
penentypHsix O6mankax ¢popmbr N 148-1/y-88;

- JIEKapCTBEHHBIE CpEACTBA, BKIIOUYEHHBIE B llepeueHb JIEKapCTBEHHBIX CPEJNCTB,
OTIYCKaeMbIX 1O perentaMm Bpada (derpaiiepa) mpu OKa3aHUHM JOIOTHUTEIBLHON OecCriaTHON
MEAUIIMHCKON TMOMOIIM OTAENbHBIM KaTeropusiM Tpa)<IaH, WMEIOIIUM IpaBO Ha MOJIydeHUE
FOCYJapCTBEHHONM  COLMAJIbHOM  IOMOIIM,  YTBEPKIAEHHBIM  npukazom  MwuHHCTEpCTBA
3IPaBOOXPAHCHHUS M CONHMAIBLHOTO pa3Butus Poccuiickorr Denepammm ot 18 ceHTIOps
2006 r. N 665 (3apeructpupoBan B MuHHCTepcTBe IocTHiMH Poccuiickoit ®deneparun 27
centsiops 2006 r. N 8322) (mamee - JexkapcTBEHHBIE CpEICTBa, BKIIOYEHHBIE B IlepeucHb
JICKapCTBEHHBIX CPEJICTB, OTIYCKAaeMbIX I0 perentaM Bpada ((enpamiepa), a TakKe HHBIC
JIeKapCTBEHHBIE CPEACTBA, OTIMyCKaeMble OECIUIaTHO WM CO CKHIKOH, BBIMHCAaHHBIE Ha
penenTypHbIx O0mankax Gopmbel N 148-1/y-04 (1) u dpopmer N 148-1/y-06 (1));

- anabonMueckWe CTEpOHJbl, BBIUCAHHBIE HAa PEUENTYPHBIX OllaHKaX (OpPMEI
N 148-1/y-88;

- OCTaJIbHBIC JIEKAPCTBEHHBIE CPEICTBA, HE BKIIOYECHHBIE B llepeueHb JeKapCTBEHHBIX
CPEIICTB, OTHYCKaeMbIX 0€3 pelenTta Bpaya, BBIMMCAHHBIE HAa PEUENTYpHBIX OnaHkax (opMbl
N 107/y.

Wndhopmarist 06 n3MEHEHHSX:

Ilpuxazom Munucmepcmea 30pasooxpanenusi u coyuanvbHoeo passumusi P® om 6 aszycma
2007 2. N 521 6 nynxm 2.3 nacmosiwyeco npunoxcenus 6HeCeHvl U3MEeHeHUs.

Cm. mexcm nyHkma 6 npeowvioyweli peoaKyuu

2.3. PenenThl Ha HApPKOTHYECKHE CPEJCTBA M IICHXOTPOIHBIC BEIIECTBA, BHECCHHBIC B
Cnucox II Ilepeunst, A€MCTBUTEIbHBI B TEUEHUE SITH JHEW.

Penientel Ha mncuxoTpomHbIE BemecTBa, BHeceHHble B Crucok [II Ilepeuns, uHble
JIEKapCTBEHHBIC CPEJICTBA, TOJJICXKAIIUE MPEAMETHO-KOJIMYCCTBEHHOMY YyUYeTy, aHa0OJIMYecKue
CTEpOUBI ICUCTBUTEIBHBI B TEUEHUE JECATH JHEU.

PenienTel Ha JIeKapCTBEHHbBIE CPEICTBA, BKIIIOUEHHbIE B [[epeueHn TeKapCTBEHHBIX CPEICTB,
OTITyCKaeMbIX IO perentaM Bpada (¢enpaiiepa), a Takke HHbIE JEKapCTBEHHBIC CPEICTBA,
OTHyCKaeMble OECIJIAaTHO WM CO CKUAKOM, 3a HCKIIOYEHHMEM pELENTOB Ha HAapKOTUYECKHUE
CpeAcTBa M ICUXOTPOIHbIE BellecTBa, BHeceHHble B Crmcok [I Ilepeuns, Ha mCUXOTpOHHBIE
BelecTBa, BHeceHHbIe B Criucok I Tlepeunsi, Ha WHBIE JIEKAPCTBEHHBIE CPEACTBA, MOJJICKAIINE
MPEAMETHO-KOJIMUECTBEHHOMY Yy4YeTy, Ha aHa0OJMYeCKUEe CTEePOHbl JEHCTBUTEIbHBI B TCUCHHUE
OJIHOT'O MecsIia.

TAPAHT:
Cwm. nucemo DenepalnbHON CIIY)KOBI MO HaI30py B cdepe 3IpaBOOXpaHEHHS M COIUAIBLHOTO
pasButus ot 12 anpens 2006 r. N 0111-303/06
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PenenTel Ha oOcTanbHBIE JIEKAPCTBEHHBIE CPEICTBA JEHCTBUTENBHBI B TEUCHHE IBYX
MECSIIIEB CO JIHS UX BBIMMCKHU U J0 OJHOIO Tojla B COOTBETCTBHM ¢ IyHKTOM 1.17 MHCTpyKImu o
HOpSiAKE  BBINMCBHIBAHUS  JIEKAPCTBEHHBIX  CPeACTB U O(OpMIIEHHMS  PELEeNnToB U
TpeOOBaHMN-HAKIAAHBIX, YTBEPXKACHHOM IpuKa3oM MMHHCTEPCTBA 3/pAaBOOXpPAHEHUS U
companpHoro pasButusi Poccuiickort ®enmeparmn ot 12 ¢espans 2007 r. N 110 (nmanmee -
WHCTpyKITHS).

2.4, AUTEYHBIM YYpeKACHHSM (OpraHH3aIMsIM) 3alpeliacTcs OTIYCKATh JICKAPCTBEHHBIC
CPEeICTBa IO PeLenTaM ¢ UCTEKIIUM CPOKOM JIECHCTBUS, 32 UCKIIOUEHNEM JICKAPCTBEHHBIX CPEICTB
10 pelenTaM, CpoK ACHCTBUS KOTOPBIX UCTEK B MEPHO HAXO0XKIACHUS PELENTOB HA OTCPOUYCHHOM
00CITy)KUBaHHH.

Undopmarrust 06 M3MEHEHHSX:

Ilpukazom Munucmepcmea 30pasooxpamnenuss u coyuarvbHo2o passumusi P® om 6 ascycma
2007 2. N 521 6 nynxm 2.5 nacmosiwyeco npunosicenus 6Hecenvl usmMeHenus

Cm. mexcm nyHKma 6 npeovioyweti peoaKyuu

2.5. JlekapCcTBEHHBIE CPECTBA OTITYCKAIOTCS allTEYHBIMU YIPSKICHUAMH (OpraHU3aIsIMHA)
B KOJIMYECTBE, YKa3aHHOM B PELEITE, 3a UCKIOYEHUEM JIEKaPCTBEHHBIX CPEICTB, HOPMBI OTITyCKa
KOTOpBIX yKazaHbl B yHkTe 1.11 MHcTpykuuu u npunoxennn N 1 k UHCTpyKimu.

JlekapcTBEeHHBIE CPEJACTBA, COJAEpXKAILIMEe HAPKOTUYECKHE CPEeACTBA, IICUXOTPOIHBIE
BEIIIECTBA U UX IMPEKYPCOPHI, U BKIIIOYEHHbIE B [lepeueHb eKkapCTBEHHBIX CPEJCTB, OTIYCKAEMbIX
0e3 perenta Bpaua, MOJUIekKAT OTIIYCKY aNTeYHBIMU YUPEKIACHUSIMHU B KOJIWYECTBE HE Oojee 2-X
YIIaKOBOK MOTPEOUTEITIO.

2.6. Tlpu oTmycke IEKapCTBEHHBIX CPEJACTB IO pEIEeNnTy Bpadya pPaOOTHUK anTeyHOTO
yupexacHus (OpraHu3aliu) JejiaeT OTMETKY Ha pelente o0 oTImycke mnpernapata (HauMEHOBaHHE
WIIM HOMEP anTeYHOT0 YUpeKIeHus (OpraHu3annu), HAMMEHOBaHUE W JO3UPOBKA JIEKAPCTBEHHOTO
Cpe/ICTBA, OTIYIIEHHOES KOJIMYECTBO, OIKUCH OTIYCTHBILETO U JaTa OTITYCKa).

2.7. Ilpy HaMMYMU B aNTEYHOM YYPEKJICHUU (OpraHM3allu) JICKAPCTBCHHBIX CPEJICTB C
JO3UPOBKOM, OTJIIMYHOW OT JO3UPOBKH, BBHIMHCAHHOW B pelENTe Bpaya, pabOTHHUK aNTEYHOTO
yupexaeHust (OpraHu3ali) MOXKET NPUHATH pelIeHHe 00 OTIyCKe OONBHOMY HMEIOIINXCS
JIEKapCTBEHHBIX CPEICTB B CiIy4yae, €cClid JI03UPOBKA JIEKAPCTBEHHOIO CpPEJICTBA MEHbIIIE
JIO3UPOBKH, YKa3aHHOW B pelenTe Bpaya, C y4eTOM IepepacyeTa Ha KypCOBYIO J103Y.

B ciyuae, ecium 103UpOBKa HMMEIOMIETOCS B alTeYHOM y4pexkJaeHHH (OpraHHu3aiuu)
JICKapCTBEHHOI'O CPE/ICTBA IMPEBBIIACT JO3UPOBKY, YKa3aHHYIO B PELENTE Bpada, peuieHue 00
OTITyCKe 0OJIbHOMY JIEKApCTBEHHOT'O CPEJICTBA MPUHUMAET Bpay, BHIITUCABIINI PELICTIT.

bonbHOMY mpenoctaBisiercss HHpopManus 00 M3MEHEHHMM pa30BOM 03Bl IpUeMa
JIEKapCTBEHHOT'O CPE/CTBA.

2.8. B UCKIIOUMTENBHBIX CIIydasX NPHU HEBO3MOXXHOCTH AaNTEYHBIM YUPEKICHHEM
(opranusainmeii) BBINIOJHUTh Ha3HaYeHHWE Bpada ((enpamiepa) IOMYyCKAeTCS HapYIICHUE
BTOPUYHOM 3aBOJICKON YIIAKOBKH.

[Ipu STOM JEKapCTBEHHOE CPEICTBO JOJKHO OTIYCKaThCS B AaNTEYHOM YHaKOBKE C
00s13aTeIbHBIM YKa3aHHEM HAMMEHOBAHUs, 3aBOJCKOW CEpHUH, CPOKA TOJHOCTU JIEKApCTBEHHOTO
CpEeJICTBa, CEpUH U AAThl M0 J1a00paTOpHO-(HaCOBOUYHOMY KYPHATY M PEIOCTaBICHUEM O0JIBHOMY
Apyroi HeOOX0AMMOM HH(POPMALUYU (MHCTPYKIUS, TUCTOK-BKJIAIBIII U T.J1.).
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He nmomyckaercst HapyIIeHUe EPBUYHOM 3aBOACKOI YIIAKOBKH JIEKAPCTBEHHBIX CPEIICTB.

2.9. [Ipu oTnycke JEKapCTBEHHBIX CPEICTB IO peIlenTaM Bpadya, IeHCTBYIOIIUM B TCUCHUE
OJIHOTO TOJa, PELENT BO3BpallaeTcsi OOJFHOMY C yKa3aHHeM Ha 00OpOTe HAUMEHOBAHHS HIIH
HOMeEpa alTeyHOTo YYPESKACHHs (OpraHH3alluu), MOAMUCH PabOTHHKA AaNTEYHOTO YYPEKIACHHS
(opranu3armm), KOJIMYECTBA OTITYIIIEHHOTO Mpeapara 1 JaThl OTITyCKa.

[Ipn ouepenHoM oOpamieHHH OOJBHOTO B anTeyHOE YyupexJeHue (OpraHU3aIHIo)
YUYHUTBIBAIOTCS OTMETKH O MPEABIAYLIeM IOJIYYCHUHU JIEKapCTBEHHOTo cpeictBa. [1o mcredeHun
CpOKa JICUCTBHS PELENT TacuTCs ITaMnoM "PerenT HeeHCTBUTEICH " B OCTaBIISICTCS B AlITEYHOM
yupexaeHnn (OpraHu3anum).

Wndopmarust 06 H3MEHEHHSX !

IIpuxazom Munucmepcmea 30pagooxpameHusi u coyuanrbHo2o passumus P® om 24 anpens
2006 2. N 302 6 nynxm 2.10 nacmosiwe2o npunosicenusi HeceHvl U3MEeHEeHUs.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxKyuu

2.10. B wWCKIIOUMTENBHBIX Ciy4asx (0Tbe3a OOJBHOrO 3a TOpOJ, HEBO3MOKHOCTH
PETYIISIPHO TIOCENIaTh anTeYHOE YYpPSKIeHHE (OpraHM3aluo) W T.1.) (apMaleBTHUYECKUM
pabOTHMKaM  anTe4YHOTO  ydpekaeHus  (opraHu3aiu)  pas3perraercss  MPOW3BOJIUTH
€IMHOBPEMEHHBI OTIYCK HA3HAYEHHOTO BpPAadOM JIEKAPCTBEHHOTO CpPEICTBA IO pEIeINTaMm,
JEHCTBYIOIIMM B TEUCHHE OJHOTO T0/a, B KOJIU4YECTBE, HeOOX0IMMOM /IIfl JIeYeHHsI B TeUeHHe
ABYX MecsileB, 3a UCKITIOUYECHUEM JIEKapCTBEHHBIX CpPEIICTB, MOJITIEKAIIUX
peIMETHO-KOJIMYeCTBEHHOMY YyueTy, [lepedeHp KoTOphIX mpemycMmorpeH mpuiokennem N 1 k
HacroseMy llopsanky.

Wndopmaryst 06 M3MEHEHHSX:

Ilpuxazom Munucmepcmea 30pasooxpanenus u coyuanbHo2o pazeumus P® om 12 despans
2007 2. N 109 6 nynxm 2.11 nacmosiwe2o npunosicenusi HeceHvl U3MEHEHUs.

Cm. mexcm nyHkma 6 npeovloyujeli peoaxKyuu

2.11. B ciiydae OTCYTCTBHS B alITCYHOM YUPEIKICHUU (OpraHU3aIMK) BBITUCAHHOTO BPAYOM
JIEKapCTBEHHOTO CPEJCTBA, 3a MCKIIOYEHHEM JIEKapCTBEHHOI'O CpEJICTBA, BKIIOUEHHOTO B
[lepeueHs JIleKapCTBEHHBIX CPEICTB, OTIYCKAEMBIX IO perentam Bpada (¢enpamepa), a Takke
MHOTO JIEKAPCTBEHHOTO CPEJICTBA, OTIYCKaeMOro OecljaTHO WM CO CKHUJKOHM, pabOTHUK
aNTEYHOTO YUPEKJACHUS (OpraHU3aIK) MOXKET OCYIICCTBIATh €r0 CHHOHUMHYECKYIO 3aMCHY C
corjacusl MalKeHTa.

ITpu oTmycke J€eKapCTBEHHOIO CpEACTBA, BKIIOYEHHOro B [lepeueHb JexkapCTBEHHBIX
CpEe/CTB, OTIYCKaeMbIX IO perenTtaMm Bpada (¢enpamiepa), a TakkKe HHOTO JEKapCTBEHHOTO
CpelCTBa, OTHycKaeMoro OeCIUIaTHO WJIM CO CKUAKOW, pabOTHHK anTe4YHOIro YUYPEKICHUS
(opranusarm) MOXKET OCYIIECTBISATh CHAHOHUMUYECKYIO 3aMEHY JICKApCTBEHHOTO CPE/ICTBA.

T'APAHT:
O mnopsanke obecnieyeHHs] BPEMEHHO-OTCYTCTBYIOUIMMH JIEKaPCTBEHHBIMM TpernapaTamu CM.
nucemo denepanbHOl cirykO0bI IO HaA30pY B chepe 31paBOOXPAHEHUS U COLUATBHOIO Pa3BUTHS

ot 6 deBpass 2006 r. N 0111-60/06

Q) IMOPAAKC BBIIMUCBIBAHUSA JICKAPCTBCHHBIX CPCACTB IIO MCKAYHAPOAHOMY HCIATCHTOBAHHOMY
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HA3BaHWIO CM. MUCbMO MMHHCTEPCTBA 3APaBOOXPAHEHUS M COIMAIBHOTO pa3Butusi PO ot 16
mapta 2006 r. N 1242-BC

2.12. Penenthl Ha JeKapCTBEHHBIC CpEICTBA C MMOMETKOM “statim” (HememaeHHO)
OOCITY’)KMBAaIOTCSI B CPOK, HE TMPEBBIMAIOIINNA OAWH pabo4Mii JIeHb C MOMEHTa OOpallcHUs
OOJIBHOTO B allTEYHOE YUPEKICHUE (OpraHU3aIHIo).

PenienThl Ha JIeKapCTBEHHBIE CPEACTBA C MOMETKOM ''Cit0" (cpouHO) OOCIY)KHBAlOTCSA B
CPOK, HE TIPEBBIMAIONINA IBYX pabo4Mx IHEH ¢ MOMeHTa oOpaleHusi OOJLHOTO B alTEYHOE
yupexacHre (OpraHu3aiuio).

Penenithl Ha JICKapCTBEHHBIC CPEACTBA, BXOMAAINIME B MHHHUMAJIBHBIH ACCOPTHMEHT
JICKQpCTBEHHBIX CPEJICTB, OOCIY)KHUBAIOTCSA B CPOK, HE MPEBBIMIAIOIIMNA TATH pabouux IHEH C
MOMEHTa 00paIieHus! 00JHHOTO B aITCYHOE YUPESIKICHNE (OPTaHU3AIHIO).

2.13. PerennThl Ha JIEKapCTBEHHBIC CPEACTBA, BKIIIOUEHHBIE B [lepeucHb JIeKapCTBEHHBIX
CPEICTB, OTIYCKacMbIX IO perentaM Bpada (denpaiiepa), ¥ HE BOIICANINEC B MUHHUMAIbHBINA
ACCOPTHMEHT JICKAPCTBEHHBIX CPEACTB, OOCIY)KHBAIOTCS B CPOK, HE MPEBBIMIAIONINNA ICCITH
pabouux JHEH ¢ MOMEHTa oOpalieHus 00JLHOTO B alITCUHOE YUPESKACHHE (OpraHNU3aIInIo).

PenenThl Ha JIeKapCTBEHHBIC CPEACTBA, Ha3HAUAEMBIC TI0 PEIICHUIO BpaueOHOW KOMHCCHUH,
YTBEPKICHHOW TJIABHBIM BPa4yoM JICYCOHO-MPOPHUIAKTHICCKOTO YUPEIKACHUS, OOCTY)KHBAIOTCS B
CPOK, HE NPEBBIIIAIONIUN TATHAAATH padOYMX IHEH C MoOMeHTa oOpaiieHHs OOJBHOIO B
anTeyHoe yupekacHue (OpraHu3aluio).

Wuopmarust 06 H3MEHEHHSX

Ilpuxazom MuHnucmepcmea 30pasooxpanenusi u coyuaibHo2o pazeumus P® om 24 anpens
2006 2. N 302 6 nynxm 2.14 nacmosiwe2o npunodicerusi BHeceHvl UsMeHeHUs.

Cm. mexcm nyHkma 6 npeovloyujeli peoaxKyuu

2.14. Penentsl HA JIEKAPCTBECHHbIE CpeacTBa, nojAJIesKalue
NpeIMeTHO-KOJIMYecTBeHHOMY YyueTy, IlepedyeHb KOTOPBIX peAyCMOTPeH npujoxkenuem N 1
Kk Hacrosimemy Ilopsinky;, JiekapCcTBeHHbIe CpeICTBa, BKJIK4YeHHble B Ilepedennb
JIEKaPCTBEHHBIX CPEJCTB, OTMYCKAaeMBbIX MO peunentaM Bpada ((pesnamepa), a TakkKe MHbIe
JIEKAPCTBEHHbIC CPEACTBA, OTIYCKaeMble O€CIUIATHO WJHM CO CKHAKOH, aHa0oJM4YecKHe
CTepOMIbl OCTAIOTCH B AaNTEYHOM YYpe:KAeHHMH (OpraHM3anuM) s TOCJeIYIOLIero
Pa31eJIbHOr0 XPAHEHUS] M YHHUYTOKEHHUSI 110 MCTEYEHUH CPOKA XPAHCHHS.

Wndopmaryst 06 M3MEHEHHSX:

Ilpuxazom Munucmepcmea 30pasooxpanenuss u coyuaibho2o pazeumus P® om 24 anpens
2006 2. N 302 6 nynxm 2.15 nacmosiwe2o npunodicenusi 6HeceHvl UsMeHeHUs.

Cm. mexcm nynkma 6 npeovloyujeli peoaxKyuu

2.15. B anteyHoM y4YpexJeHUU (OpraHU3aIlMK) JOJDKHBI OBITH O0CCIICUYEHBI YCIOBHUS
COXPaHHOCTU OCTAaBJIEHHBIX Ha XpaHEHHE PELENTOB Ha JIEKAPCTBEHHBIE CPEJICTBA, MOJUIEKAIUE
IIPEeIMETHO-KOJIMYECTBEHHOMY YyueTy, Ilepeduenp koTopsix mpenycmorpeH npuioxennem N 1 k
HacTosAmeMy IlopsiiKy, JIeKapCTBEHHBIE CPEACTBA, BKIIOYEHHbIE B [lepeueHb JeKkapCTBEHHBIX
CpE/CTB, OTIYyCKAaeMBbIX MO perentam Bpada (desnpamiepa), a Takke HHBbIC JICKAPCTBCHHBIC
CPEICTBa, OTIYCKaeMble OECIIIATHO UM CO CKUAKON, aHA0OINYECKHE CTEPOUIBI.
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Wndopmariust 06 M3MEHEHHSX

[Ipuxazom Munucmepcmea 30pagooxpamerus u coyudaivHo2o passumusi P® om 24 anpens
2006 2. N 302 6 nynxm 2.16 nacmosiwe2o npunosicerus 6HeCeHbl U3MEHEHUs.

Cm. mexcm nyHkma 6 npeovloyujeli peoaxKyuu

2.16. Cpoku XpaHCHHS PEIICTITOB B alITEYHOM YUPEKICHUH (OpraHU3aliK) COCTABIISIOT:

- Ha JIEKApCTBEHHBIE CPEJICTBA, BKJIIOUEHHbIE B llepeueHb IeKapCTBEHHBIX CPEICTB,
OTIYCKaeMbIX MO peuentaMm Bpada (¢enpiamiepa), a TakKe HHBIC JICKAPCTBEHHBIC CPEICTBA,
OTITyCKaeMble O€CIIATHO UM CO CKUJIKOH, - MSTh JIET,

- Ha HApKOTHUYECKHE CPEJICTBA U TCHUXOTPOIHBIE BelecTBa, BHeceHHble B Crimcok I
[lepeuHs, 1 ICUXOTPONHBIE BelIeCTBA, BHECeHHBIE B Crincok 1] [lepeuns, - necsaTh JieT;

- Ha WHBIC JIEKApPCTBEHHBIC CPEJCTBA, MOMAJEKAIINE MPEIMETHO-KOIUIECTBEHHOMY Y4ETY,
3a UCKIIOYEHHUEM HApKOTHYECKUX CPEJICTB M TCHXOTPOIMHBIX BEIIECTB, BHECEHHBIX B Crimcox [l
[lepeunsi, U TCUXOTPOMHBIX BemiecTB, BHecCeHHBIX B Crmcok Il Ilepeuns;; anabomuueckue
CTEPOUIBI - TPH TOJIA.

[lo wucreyeHWH cpoka XpaHEHHUsS PEUENThl MOANEkKAT YHUYTOKECHHIO B TPUCYTCTBUHU
KOMHUCCHH, O YEM COCTABJISIOTCS aKThl, (OpMa KOTOPBIX MPEAyCMOTpeHa npuiokeHusmu N 2 u
N 3 x HacTosamemy Ilopsaxy.

[Tops0K YHUYTOKEHHUS PELEHTOB, OCTABIAEMBIX B allTCUHOM YUPEXKJACHUU (OpraHU3aIlnN)
M0 WCTEYCHHH YCTAHOBJICHHBIX CPOKOB XpaHEHHs, U COCTaB KOMHCCHH IO MX YHHYTOXCHHIO
MOXKET ONpENEAThCS OpraHaMu yIpaBIEHUs 3APAaBOOXPAHEHHEM WK (hapMaleBTUYECKON
JeATeTbHOCTHIO cyOBhekTa Poccuiickoii denepanuu.

2.17. IlpuoOpeTeHHblEe IpakJaHAMH JIEKapCTBEHHbIE IMpenaparhl HaAJeXkallero KayecTBa
HE TI0JIJIeKAT BO3BPATY WJIK OOMEHY B COOTBETCTBUH ¢ [lepeuHem HempoI0BOJIbCTBEHHBIX TOBAPOB
HAJIeXKAIIETO0 Ka4ecTBa, HE TOJIJISKAIUX BO3BPATY WM OOMEHY Ha aHAJOTUYHBINA TOBAap APYTUX
pasmepa, ¢opmbl, Tabaputa, ¢acoHa, paCHBETKH WJIH KOMIUICKTAIIMH, YTBEPKICHHBIM
nocranosneHrem [IpaButensctBa Poccuiickoit denepanuu ot 19 stuBaps 1998 r. N 55 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit @epepanuu, 1998, N 4, ct. 482; N 43, cr. 5357; 1999, N 41,
ct. 4923; 2002, N 6, ct. 584; 2003, N 29, ct. 2998; 2005, N 7, ct. 560).

He nomyckaercsi MOBTOPHBIN OTITYCK (peain3anus) JIEKapCTBEeHHBIX CPEJCTB, MPU3HAHHBIX
TOBApOM HEHAJJICKAIIETO KaueCTBa U BO3PAIICHHBIX IPaKIaHAMHU 110 3TON MPUYHUHE.

2.18. Peuentsl Ha TPAaHKBUIU3ATOPHI, HE TMOJJICKAIINE MPEAMETHO-KOIHMYECTBEHHOMY
y4eTy, aHTUACNPECCUBHbIC, HEHPOJENTUYECKUE CPEJCTBA, CIUPTOCOJEpKAIINE JIEKApCTBEHHBIE
CpeACTBAa NPOMBIIUIEHHOTO MPOMU3BOACTBA TMOTAIIAIOTCS IITAMIOM AalTE€YHOTO YUYPEXKICHUS
(opranmzanun) "JlekapcTBO OTHYIIEHO" W BO3BPALIAIOTCS O0JILHOMY Ha PYKH.

J171s1 TOBTOPHOTO OTITYCKa JIEKAPCTBEHHOTO CPEICTBA OOJBHOMY HEOOXO0IUMO 00OpaTUTHCS K
Bpayy 3a HOBBIM PELIEITOM.

Wudopmanust 06 N3MEHEHHUSAX:

Ilpuxazom Munucmepcmea 30pasooxpanenuss u coyuaibho2o pazsumus P® om 24 anpens
2006 2. N 302 6 nynxm 2.19 nacmosiwe2o npunosicernusi Hecenvl UsMeHeHUs.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxKyuu

2.19. HenpaBunpHO  BBIMKMCAaHHBIE PEHENTHl  MOTAMIAIOTCA  IITaMIoOM ' Penent
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HEeJCHCTBUTENEH" W  PErucTpUpYyIOTCS B KypHasie, ¢opMa KOTOPOro IperycMOTpeHa
npunoxxennem N 4 k HacTosameMy [lopsaky, v Bo3BpamaroTcs 00JbHOMY Ha PYKH.

Nudopmanust 060 Bcex HEMPaBHIBHO BBIMHMCAHHBIX pelEnTax JOBOJUTCS JO CBEIACHUS
PYKOBOJIUTEISI COOTBETCTBYIOIIETO JIEYEOHO-TIPODUIAKTUYECKOTO YUPEIKICHUS.

2.20. Anrteunsle yupexacHus —(opraHu3aiMu) MPOU3BOIASAT  pPa3lICibHBIA  y4eT
JIEKapCTBEHHBIX CPECTB, BKIIOYEHHBIX B [lepeueHb JeKapCTBEHHBIX CPEJCTB, OTIHYCKAEMBIX IO
peuientamM Bpada ((despamiepa), OTHYIIEHHBIX TpaxkIaHaM, MPOKUBAIOIIAM Ha TEPPUTOPUH
COOTBETCTBYIOIIET0 cyObekTa Poccuiickoit denepaninu, U rpaxkiaHaM, BpEMEHHO HaXOSIIUMCS
Ha TEPPUTOPHUU AaHHOTO cyObekTa Poccuiickoit denepanuu.

I11. TpeGoBanusi K OTYCKY HAPKOTHYECKHUX CPEACTB M MCUXOTPOMHBIX BelIECTB,
JIEKAPCTBEHHBIX CPEJCTB, MO/AJIeKAINX MPeAMEeTHO-KOJIUYeCTBEHHOMY Y4YeTYy,
aHA00JIMYEeCKUX CTEPOU/I0B

3.1. OTnycky anTeyHbIMH YUPSKICHUSAMH (OpraHMU3alUsIMHU) TOJICKAT HAPKOTHUYCCKUC
CpeAcTBa WM ICHUXOTPOIHbIE BellecTBa, BHeceHHble B Crucok [l Ilepedns;, U mCUXOTpOIHBIE
BellecTBa, BHeceHHbIE B Crincok [II Tlepeuns.

3.2. IIpaBo paboOTBI C HAPKOTHYECKHUMH CPEACTBAMH W TICHXOTPOIHBIMH BEIICCTBAMH,
BHeceHHbIMHM B Crincok [I IlepeuHs, 1 ICUXOTPOMHBIMU BellleCTBaMH, BHECEHHbIMU B Crincok [11
[lepeuns, UMEIOT TOJBKO aNTEYHBIC YUpexkKAeHUS (OpraHU3aIiK), OTYIHBIIHE COOTBETCTBYIOIIHEC
JIMILIEH3UH B YCTAHOBIIEHHOM 3aKOHOJaTeNIbcTBOM Poccuiickoi denepanniu mopsiake.

3.3. OTtmyck GONBHBIM HAPKOTHYCCKUX CPEJCTB M IICHXOTPOIHBIX BEIIECCTB, BHECEHHBIX B
Crucox Il Tlepeuns, W TCHXOTPONMHBIX BemecTB, BHeceHHbIX B Crmcok [l Tlepeuns,
OCYIECTBISICTCS (hapMalleBTUYCCKUMH PaOOTHUKAMH aNTEYHbIX yUYpekIACHHN (OpraHu3anuii),
MMEIOIMMH Ha 3TO MPaBO B COOTBETCTBUU C IPUKA30M MHUHHUCTEPCTBA 3ApPaBOOXPAHECHUS U
coranpHoro pasButus Poccuiickoit ®eneparmu ot 13 mas 2005 r. N 330 (3apeructpupoBaH B
Munucrepcrse roctuiiuu Poccuiickoit @eneparyu 10 urons 2005 r., perucrpammonnsii N 6711).

3.4. B anTeuHoM yupexaeHHHM (OpraHM3alMy) OTHYCK HApKOTHYECKUX CPEICTB |
NICUXOTPOIHBIX BemiecTB, BHeceHHbIX B Crwmcok Il Ilepeuns, ocymiecTBisieTcst OOJIBHBIM,
MPUKPEIJICHHBIM K KOHKPETHOMY aMOyJIaTOPHO-TIOJIMKIMHUYECKOMY YUPEXKICHHUIO, KOTOpPOE
3aKpEIUICHO 32 allTCUHBIM YUPSIKICHUEM (OpraHU3aIiei).

3akperuieHue aMOyIaTOPHO-TIOTUKIMHIYECKOTO YUPEKIECHUS 32 alTeUHbIM yUpeKIeHUEM
(opranm3anmell) MOXET OCYIIECTBIATBCS OPraHOM YIPABJICHHS 3JPAaBOOXPAHCHUEM WU
dbapMaleBTHYECKON JeATeTbHOCThI0O CcyOBhekTa Poccuiickoit denepanuu Mo COMIAaCOBaHUIO C
TePPUTOPHUATILHBIM OpPraHOM IO KOHTPOJIO 3a O0O0OpPOTOM HApKOTHYECKHX CPEACTB U
IICUXOTPOIHBIX BEIIECTB.

3.5. BrimucanHbie BpadyoM HAPKOTHYECKHE CPEJICTBA U TICHXOTPOIHBIC BEIIECTBA,
BHeceHHbIe B Criucok Il Ilepeuns, ormyckaroTcst OOMBPHOMY WM JIMILY, €T0 MPEACTABISIIONIEMY,
MpU TPEIBABICHUUA BBIJIAHHOTO B YCTAaHOBJICHHOM TMOPSAKE JTOKYMEHTA, YAOCTOBEPSIOILIETO
JIMYHOCTb.

Wndopmaryst 06 M3MEHEHHSX:

Ilpuxazom Munucmepcmea 30pasooxpanenuss u coyuanbHo2o pazeumusi P® om 24 anpens
2006 2. N 302 6 nynxm 3.6 nacmosiweco npunoscenus 6HeceHbl U3MeHeHUs.

Cm. mexkcm nynkma 6 npeovloyujeli peoaxKyuu
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3.6. Hapkormdeckue cpencTtBa W TICUXOTPOITHBIE BeliecTBa, BHeceHHble B Crimcok Il
[lepeuns u BkItoueHHBIE B [lepeueHnb TeKapCTBEHHBIX CPEACTB, OTIYCKAEMBIX MO pelenTam Bpayda
(benpamiepa), a TakXke OTHyCKaeMble OCCIIATHO WM CO CKUAKOH, OTIYCKAIOTCA TpH
MPEAbSIBICHUU PELIETITA, BRIMUCAHHOTO HA CIIEIHATILHOM PEIENTYPHOM OJIaHKe Ha HAPKOTHYECKOE
JIEKAPCTBEHHOE CPEACTBO, W pEIENTa, BBIIUCAHHOTO Ha pPEUEenTypHOM OJaHke (OopMbI
N 148-1/y-04 ().

[lcuxotrponubie BemiecTtBa, BHeceHHble B Crucok III IlepeuHs, wHBIE JIEKapCTBEHHbBIC
CpeACTBa, MOJJEKAIIUE MPEIMETHO-KOJIUYECTBEHHOMY Y4YeTy, aHa0OJIMYeCKUEe CTEPOUIBI,
BKJIIOYEHHBIE B llepedyeHp JIeKapCTBEHHBIX CPENCTB, OTIYCKAEMBIX IO pelentam Bpada
(benpamiepa), a TaKKe OTHyCKaeMble OCCIUIATHO WJIM CO CKUAKOW OTHYCKAIOTCS TPH
MIPEAbSIBICHUH PEIENTa, BEITMCAHHOTO Ha penentypHoM Onanke opmer N 148-1/y-88, u penenTa,
BBIIIMCAHHOTO Ha perentypHoM Omanke dpopmbl N 148-1/y-04(o).

Wudopmarus 06 H3MEHEHHSX

Ilpukazom Munucmepcmea 30pasooxpaHenusi u coyuaibHo2o pazeumus P® om 24 anpens
2006 2. N 302 6 nynxm 3.7 Hacmoswe2o npunoxcenus 6HeCeHvl U3MEeHeHUs.

Cm. mexkcm nyHkma 6 npeovloyujeli peoaxKyuu

3.7. AnrteyHbIM YyYpexIeHHSM (OpraHH3alHsIM) 3alpeIlacTcss OTIYCK HApKOTHYSCKHX
CPEIICTB U IICUXOTPOIHBIX BEIIECTB, BHECEHHBIX B Crincok Il IlepedHsi, ICUXOTPOIHBIX BELIECTB,
BHeceHHbIX B Cnmcok III  IlepeuyHs, HHBIX JIEKapCTBEHHBIX CPEACTB, MOMJIEKAIINX
IPEIMETHO-KOJIMYECTBEHHOMY YYETy, aHaOOJIMYECKUX CTEPOMJIOB IO pPELENTaM BETEPUHAPHBIX
Je4eOHBIX OpraHu3alui Ui J€YeHUS )KUBOTHBIX.

3.8. He nomyckaercst pasfenbHbI OTHYCK JIEKAPCTBEHHBIX CPEJCTB, MOJUIEKAIIUX
IIPEAMETHO-KOJIMYECTBEHHOMY Y4Y€TYy, M APYTMX JIEKAPCTBEHHBIX CPEACTB, BXOAAILIMX B COCTAB
KOMOWHUPOBAHHOTO JIEKAPCTBEHHOTI'O CPEJCTBA, U3TOTOBISEMOr0 MO WHAMBHUIYAJTbHOU MPOMHCU
(manee - FKCTEMITOPATBHBIN JIGKAPCTBEHHBIH Mpenapar).

Wndopmaryst 06 M3MEHEHHSX:

Ilpukazom Munucmepcmea 30pasooxpanenusi u coyuaibHo2o pazeumus P® om 24 anpens
2006 2. N 302 6 nynxm 3.9 nacmoswe2o npunoxcenus 6HeceHvl U3MeHeHUs.

Cm. mexcm nyHkma 6 npeovloyujeli peoaxKyuu

3.9. ®dapmarieBTHUeCKUii pabOTHHK aNTEUYHOrO yupekiaeHus (OpraHuzaiuu) IMpu
MOJIYUCHUU peIeNTa Ha JICKAPCTBEHHYIO MPOMHCHh WHIMBUIAYaTLHOTO H3TOTOBJICHUS O0O0s3aH
OTIIYCTUTh JIEKAPCTBEHHOE CPEJACTBO, IMOUICKALIEE MPEAMETHO-KOJIUYECTBEHHOMY VY4YeTy, B
MOJIOBUHE BBICIIEHM PA30BOM J03bl B CIIy4ae BBINKMCBHIBAHUS BPAadyOM JIEKAPCTBEHHBIX CPENICTB B
J103€, MPEBBIIAOIIEH BBICIIMN OJJHOKPATHBIN ITPUEM.

3.10. Ilpu W3roTOBIEHUHM SKCTEMIIOPAIBHBIX JIEKAPCTBEHHBIX IMPENApaToB, COIACPKAIIUX
JIEKapCTBEHHBIE CPEACTBA, MOJIE)KAIME IPEAMETHO-KOJIMYECTBEHHOMY YUY€TY, B COOTBETCTBUU C
perenTtaMy, BBIMHCAHHBIMA BpPAayoM, IMIPOBHU30P AamNTEYHOr0 YUpekaAcHUS (OpraHu3aInmn)
pacmuchIBacTCs Ha pelenTte O BbiAaue, a GpapMaleBT anTeYHOro YUPEeKACHHs (OpraHu3alvu) - B
MOJIy4eHUHU TPeOyeMOro KOJIMYECTBA JICKAPCTBEHHBIX CPEIICTB.
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Wndopmarust 06 H3MEHEHHSX !

IIpukazom Munucmepcmea 30pasooxpanenus u coyuanvhoeo pazeumus PD om 24 anpens
2006 2. N 302 6 nynxm 3.11 nacmosiwe2o npunosicerus HeceHbl USMEHEHUs.

Cm. mexcm nyHkma 6 npeovloyujeli peoaxKyuu

3.11. OTmmycK 3TUIOBOTO CIIUPTA MPOU3BOIUTCS

- M0 pelenTaM, BBITUCAHHBIM BpadaMH C Haamuchio "J{si HamoxeHus kommpeccoB” (c
yKa3aHHEM HEOOXOAMMOTro pas3BeaeHust Bomoi) wiu "J{iast o6pabotku xoxku'" - 10 50 rpamMmoB B
YHCTOM BHUJIE,

- TI0 pelenTaM, BBIITMCAHHBIM BpayaMH Ha JICKAPCTBEHHYIO IMPOIKCHh WHAWNBUIYATHLHOTO
U3roToBJIEeHUS, - 10 50 rpaMMoB B cMecH;

- TI0 pelernTaM, BBIITMCAHHBIM BpayaMH Ha JIEKAPCTBEHHYIO MPOMHCHh WHAMBUAYAJIHHOTO
U3TOTOBJICHUS, ¢ HaANuCchio "[lo crnenuanbHOMY Ha3HAYEHUIO', OTNIENBHO 3aBEPEHHON MOAMHUCHIO
Bpaya M IeyaTbio JieueOHO-TIporiakTuueckoro yupexaenus "Jlis peuento”, myisi OONBHBIX C
XPOHUYECKUM TeueHueM O6ose3nu - 10 100 rpamMMoB B CMECH U B UHCTOM BUJIE.

3.12. Ilpu oTnmycke HApPKOTUYECKUX CPEACTB M TCHUXOTPOIHBIX BEIIECTB, BHECEHHBIX B
Crnucox Il IlepeuHsi, NCUXOTPONMHBIX BemiecTB, BHeceHHbIXx B Crumcok [l  Ilepeuns,
SKCTEMIOPANIbHBIX  JIEKAPCTBEHHBIX MPEMapaTroB, COJAEPXKAIIUX JIEKapCTBEHHBIE CPEJCTBA,
MOJ/JIeXKAIME MPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy, OOJIbHBIM BMECTO peleNTa BBIIACTCS
CUTHATypa C JKEITOW IMOJIOCOM B BEpPXHEW YaCTH W HAAMKHCHIO YEpHBIM MIpU(TOM Ha HEH
"Curnarypa", popma KoTopoii npeaycMoTpena npuioxenrnem N 5 k Hactosimemy [lopsiaky.

V. KoHTpoJib 32 0TIYCKOM anTeYHBIMH YUPeKIeHUsIMH (OPraHu3alHsAMMU) JIEKaPCTBEHHBIX
CpeACTB

4.1. BHyTpeHHHMI KOHTpOJb 3a COOJIOJEHHMEM paOOTHUKAMH aNTEYHOI'O YUYPEKICHUS
(opranuszaiuu) TmOpsAKa OTHYCKa JICKAPCTBCHHBIX CPEACTB (B TOM 4YHCIEC MOJJICKAIIMX
IPEIMETHO-KOJIMYECTBEHHOMY Y4YETY, JIEKapCTBEHHBIX CpEICTB, BKIIOUEHHBIX B [lepeuenn
JIEKapCTBEHHBIX CPEJICTB, OTIYCKAaeMbIX IO perentam Bpada (denpamepa), a Takke HWHBIX
JICKaPCTBEHHBIX ~ CPEJCTB, OTHYCKAaeMbIX OCCIUIATHO WJIM CO CKHJKOH) OCYIIECTBISCT
PYKOBOJHTENb (3aMECTHTENIb PYKOBOIUTENS) AaNTEYHOrO YUPESKACHUS (OpraHu3aluu) Wi
YIIOJTHOMOYEHHBIH UM (papMaIreBTUIECKUil pabOTHUK alITeYHOTO YUPEKACHUS (OpraHU3aIiH).

4.2. BHemHMH KOHTPOIb COONIOJCHHS AaNnTEYHBIMH YYPEKACHUSMH (OpraHu3alUsIMH)
MOpsIIKa OTIYCKa JICKAPCTBEHHBIX CPEACTB ocylecTBisieTcss denepanbHoit ciyk00i1 Mo Haa30py
B c(epe 31paBOOXpaHEHHS] U COLMAJIBHOTO Pa3BUTHUS M OpPraHaMH IO KOHTPOJIIO 32 000pPOTOM
HapKOTUYECKUX CPEJICTB U NICUXOTPOITHBIX BEIIECTB B MIPEEIaX UX KOMIETEHIINH.

* AHTGKI/I, AIITCYHBIC ITYHKTHI, alITCYHBIC KHOCKH, allITCUYHBIC MarasuHbl

Ipuiaoxenne N 1

K [Topsaky oTmycka JleKapcTBEHHBIX CPe/ACTB,
YTBEPKIEeHHOMY NprKka3zoM MUHHCTEPCTBA
3APaBOOXPAHEHHA M COLMAJIBLHOrO pa3Butus P®
ot 14 nexadps 2005 r. N 785
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Ilepeyenn
JIEKAPCTBEHHBIX CPeJICTB, MOAJIeKAIMX NMPeIMEeTHO-KOJIMYEeCTBEHHOMY Y4eTy B allTeYHbIX
yupexaeHusix (OpraHu3anusx), OpraHu3amnusix oNTOBOIl TOPrOBJIH JIEKAPCTBEHHBIMHU
CpeICTBaMHU, JIe4eOHO-NIPO(PUIAKTHYECKUX YUPEeAKTCHUAX H YACTHONPAKTUKY IOIIIMMH
BpayamMu

Yrpartuio cuny.
Wndopmariust 06 M3MEHEHHSX

Cm. mexcm NPUTIOIHCEHUA
T'APAHT:

CMm. IlepeueHb IIEKapCTBEHHBIX CPEJICTB JUIS MEAUIIMHCKOTO TMPUMEHEHUS, IO ICKAITUX
MIPEIMETHO-KOJMYECTBEHHOMY Y4YETy, YTBEPXKICHHBIN mpukazom Mmun3apaBa Poccum ot 22
ampenst 2014 r. N 183n

CwM. nannyro gopmy B penakrope MS-Word
puaoxenue N 2
K [lopsiaky oTmycka JleKapcTBEHHBIX CPEACTB,
YTBepKIeHHOMY TprKka3zoM MUHHCTEpCTBA
3PaBOOXPAHEHMS U COUMAJIBLHOIO pa3ButTus P®
ot 14 nexadpst 2005 r. N 785

AKT
06 YHUUYTOXEHMUM PEeLIeNTOB LJsI IOJIy4YeHMSs
HapKOTUYECKMUX CPEeACTB M I[CUXOTPOIIHHX BElleCTB
10 MCTEeYEHMM CPOKOB MX XpPaHeHMUsT*

or " " 200 r. N

Komuccuma B cocrTaBe:
[lpencenmaTesnb

(mosmxHOoCTE M O.M.O. MHOJIHOCTHLIO)
UJjieHBl KOMMCCUU :

(mosmxHOCTE M O.M.O. MHOJIHOCTHLIO)

(mojmxHocTe M ®.M.0O. MOJIHOCTBI)

(mosmxuocTe M ®.M.0O. MOJIHOCTHLIO)

npomseesa " " 200 T. UBBATME U YHUUTOXEHMUE B
(HaMMeHOBaHME OpTaHM3aLMM)

penernToB IJid IIOJIYUEeHMA HaPKOTUUEeCKMX CpelCTB VM IICHMXOTPOIIHBEIX BeleCTB 3a

(mecsu, 1Tom)

N n/o HammeHnoBaHue | EnovHnna | Cepua m HOMEP |K0ﬂmquTBo |
JIeKapCTBEHHOI'O CpencTBa, | U3MepeHma | pPeLenTypHoOIo | peLenTos
OO3MPOBKa, BUL | | OJlaHKa

JIEKapPCTBEHHOM (QOPMEL | | | |
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WTOTO HNO aKTy YHUUTOXEHBl [IyTeM CXUIaHUS MM Ppa3peHBa M [IOCJenyoleIlo
3aMauMBaHMA B pacTBoOpe XJIOPHOM U3BECTU (HyxHOe IOOUYEPKHYTH)
PEeLeNTypPHEX OJIaHKOB.

(kommuecTBO UMOPaAMM M IPONUCHI)

[lpencenaTesyib KOMUCCUU

(momnmce)
UJIeHBE KOMMUCCUM @

(rmomonmceo)

(momnmce)

(momnmce)

* AKT oopmiiseTcs eKeMecIuHO.

Wndopmarys 06 n3MEHEHHSX:

IIpukazom Munucmepcmea 30pagooxpanenus u coyuarbHo2o passumus P® om 6 ascycma
2007 2. N 521 nacmosiuee npunosicenue u3n0xiceHo 8 OOl pedaKyuu

Cm. mexcm npunodicenusi 8 npeovioyujell pedakyuu
T'APAHT:

CwM. nannyro gopmy B peaakrtope MS-Word
Ipuno:xkenne N 3
K [Topsiiky oTIycKa JieKapCTBEHHbIX CPeICTB,
YTBEpP:KIEHHOMY TprKa3zoM MUHHCTEpCTBA
3PaBOOXPAHEHHUA U COLUAJIBHOIO pa3putus PO
ot 14 nexadps 2005 r. N 785
(c m3meHenusiMu ot 24 anpeds 2006 r.,
6 aBrycra 2007 r.)

AKT
06 YHMYTOXEHMM PELENTOB IJIsI NOJIYYEHUS JIEKAPCTBEHHHX CPEeICTB, IIOIJIeXallux
npegMeTHO-KOJIMYECTBEHHOMY YydYeTy, JIEKAPCTBEHHHX CPEeICTEB, BKIIOYEHHEIX B
nepeqenr_-, JIEKAPCTEBEHHEX CpenCTB, OTIyCKAaeMelX 10 pelnenTaM Bpada
(benpmmepa) , a Takxe MHBX JIEKAPCTBEHHHX CPEICTB, OTIyCKaeMsx 6ecnyiaTHO
MM CO CKMAKOM, aHABONMYECKMUX CTEPOMUIAOB IO MCTEYEHMM CPOKOB MX XpPaHEHMUs*

or " " 200 T. N

Kommuccus B cocrame:
npencenaTesnb

(mosmxkHOCTE M O.M.0O. IOJIHOCTHLIO)
UJIEHE KOMMCCUM :

(mosmxHocTe M ©.M.0O. MIOJIHOCTHIO)
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(mosrxHocTe M ®.M.0O. IMOJIHOCTHIO)

(mosmxHocTe M ®.M.0O. IMIOJIHOCTHIO)
npomuseejya " " 200 1. MBBATME M YHUUTOXEHMUE B

(HaMMeHOBaHME OpTaHM3alun)

peLenTon nJis [IOJIyYEeHU A JIeKaPCTBEHHEX CpencTB, NOIJIEXAUUX

IPEeIMETHO-KOJIMUECTBEHHOMY YyUeTy, JIeKapCTBEHHEX CpPeICcTB, BKJIIOUEHHEIX B

[lepedyeHb JIEKAPCTBEHHBIX CPENCTE, OTIIyCKaeMBIX  IIO pelenTaM Bpaua

(benbomepa), a TakXe MHEX JIEKAPCTBEHHEIX CPENCTB, OTIYCKaeMbIX OeCIJIaTHO

MM CO CKMIKOV, aHABOIMUECKMUX CTEPOMIOB 10 MCTEUYEHMM CPOKOB MX XPAHEHUA:
1) peuenTe Ha IIOJIydeHMe  JIEKAPCTBEHHEIX  CPEnCcTB, IOOJIEXalmx

NpenMeTHO-KOJIMUYEeCTBEeHHOMY yUueTy, 3a

(mMmecsu, 1Tom)
B KOJIMUYECTBE WTyK;
(umdpaMm M ODPONMUCEHD)
2) PEeLelnTH Ha IOoJIydeHMe JIEKAaPCTBEHHBIX CPeICTB, BKJIOUEHHEIX B llepeueHb
JIEKaPCTBEHHBIX CPENCTB, OTINYCKAeMEX IO pelUenTaM Bpada (benvomepa), 3a
B KOJIMYECTBE MTYyK;
(Mmecsau, rom) (umMdpaMm M OPONUCHIO)
3) pelLenTH Ha [NOJIydeHMe JIEKapCTBEHHBEIX CPEenCTB, OTIyCKaeMbx OecClJaTHO
MM CO CKMAKOM, 3a B KOJIMYECTBE MTYyK;
(mMmecgau, ron) (umbpaMm M NOPONUCHIO)
4) pelLenTH Ha NOJIydeHMEe aHabOJMUYECKMX CTEPOMIOB 3a
(Mmecsqu, TOXI)
B KOJIMUYECTBE LTYK.
(umdpaMmt M OPONUCHD)
VITOTO IO aKTy YHUMUTOXEHBE NyTEeM CXMIAaHMSA MM pas3peBa M IOCJIEOYyKRIEIO
3aMadMBaHUA B pacTBOpEe  XJIOPHOM  UM3BECTU (HyxHOE INIOOYEPKHYTH)
PELEeNnTOB.

(kommmuecTBO - LU@PaAMM M IPOIMUCHI)

[lpencenaTesyib KOMUCCUM @

(mommnmce)
UJjieHBl KOMMCCUU :

(mognmcno)

(mognmuce)

(mognmuce)

* AKT 0pOpMIISIETCS €KEMECSIUHO.

TAPAHT:
Cwm. nannyro gopmy B penaktope MS-Word
IIpuaoxenune N 4
K [Topsiiky OTIyCcKa JIeKApCTBEHHBIX CPEJICTB,
yTBep:KIeHHOMY TprkazoM MUHHCTEPCTBA

3PAaBOOXPAHEHUA U COLUAIBHOIO pa3putus PO
ot 14 nexadpst 2005 r. N 785
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MUHMCTEPCTBO 3IPaBOOXPaHEeHUS
M COLMAaJIbHOT'O pPas3BUTUS
Poccumickon denmepaumum

(HaMMeHOBaHMe ydpexneHMd (OopTraHM3alun)

Xypuan
perucrpaumMmM HENPaBUJIEHO BHIIMCaHHIIX pPEeLeITOB

I I I I I I I
N | HaTa | HammveHOBaHME | ®.1.0. | ConepxaHue | HapymeHnnsa | [IpMHATEIE MEPEL | ®.11.0. |

n/n | | neuebruo-npodunax- | sBpaua | peuenra | CrelnMancTa
| | | | | (opranusauum) |

| | | |
L2 | 3 4 5 | 6 | 7 B f
| | | | | | |




IIpumeuanue.
Nudopmaniusi 0 HapylIeHUSX B BBIITUCKE PEIENITOB TOBOJUTCS J0 CBEICHUS PYKOBOJIUTENS
COOTBETCTBYIOUIETO JIEUeOHO-TTPOPUIAKTUUECKOTO YUPEXKICHUS He pexke yeM 1 pa3 B Mecsl.

Ipuaoxenue N 5

K [Topsiiky oTImycKa JieKapCTBEHHbBIX CPeICTB,
YTBEPKIEeHHOMY NprKa3zoM MUHHCTEPCTBA
3paBOOXPaHEHNs U CONMAIBLHOIO pa3Butus P®
ot 14 nexadops 2005 r. N 785

Curnarypa*

HasBaHMe opraHa ylIpaBJIeHUS
3IpaBOOXpPaHeHMEM WU
bapmMalleBTHUUECKOM NEeSTEeJIbHOCTHIO
cybwekTa Poccurickom Odenepalum

HamMeHOBaHMEe WMJIM HOMEP AITEUYHOI'O YUPEXICHUA (OPTAHMBALMM) ¢ o v v v vt eneennens
............................................ PeuenT N ...t
O.VM.O. ¥ BOBPACT OOIIBHOT O w v v o v v o ot o s e oot oo s oosonesnsoneenseneenseneeneens
Alpec UM HOMEP MEeIMLMHCKOM aMOYJIATOPHOM KaAPTBI. o ¢ ¢ o o v v vt oo vveeennnneennns
®.M.0. Bpaua, TesyiedOH JIeUeOHO-NPOPUIIAKTUUECKOTO YUPEXIEHMT ¢ v o v o v o v o v o v o w .
ComepxaHMe pelenNTa Ha JIATHMHCKOM SA3BIKE . o v vt v v v vt oo vesoonneeennneeennneeens
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* JI711 OBTOPEHUS OTITyCKA JIEKAPCTBEHHOTO CPECTBA TpeOyeTcss HOBBIM pelenT Bpaya.

IIpumeuanue.
Curnarypa gomkHa umeTh pazmep 80 MM x 148 MM u TIOJIOCY JKEITOTO LBETA TUPUHOM HE
menee 10 mm.



