MUHUCTEPCTBO 3[IPABOOXPAHEHUS U COLIUAJIBHOI'O PA3BUTUS POCCUMCKOMN ®EIEPALINN

IIpoexkT npuka3sa
ot 26 aBrycra 2009 r.

O nopsiake OTIYCKA JIeKAPCTBEHHBIX CPEICTB

B coorBercTBum co crartbeir 32 ®denepanbHoro 3akoHa oT 22 wuroHg 1998 1. Ne 86-@3
«O nekapctBeHHBIX cpencTtBax» (CoOpanue 3akoHomaTenbcTBa Poccuiickont deneparnuu, 1998,
Ne 26, ct. 3006; 2003, Ne 27, ct. 2700; 2004, Ne 35, ct. 3607; 2009, Ne 1, c1.17)

NpHUKa3blBalo:

1.

VYTBepauts npuiaraemblil [lopsaok oTmycka JeKapCTBEHHBIX CPEJCTB.

2. llpu3HatTh yTpaTUBIIMMHU CUITY:

O IIpHUKa3 MI/IHI/ICTepCTBa 3APpaBOOXpPAaHCHUA U COLOHUAJIBHOI'O PA3BUTHA Poccuiickoit

Oenepauun ot 14 gexabps 2005 r. Ne 785 «O Tlopsnke OTIycKa JE€KapCTBEHHBIX
cpenctB» (3apeructpupoBaH MuHHcTepcTBOM roctuiuu Poccuiickoit ®epeparuu
16 saBapst 2006 r. Ne 7353); npukaz MuHHUCTEpCTBA 3IpaBOOXPAHEHHUS U COLIMATIBLHOTO
pasButus Poccuiickor ®enepauun ot 24 ampens 2006 r. Ne 302 «O BHeceHun
M3MEHEHUH B MpHKa3 MMUHHCTEPCTBA 3APABOOXPAHEHUS U COLMAIBHOTO DPA3BUTHS
Poccuiickoit ®enepaunu ot 14 pekabps 2005 r. Ne 785» (3apeructpupoBaH
MunucrepctBoM toctuiiun Poccuiickoit @eneparuu 16 mas 2006 1. Ne 7842);mpukas
MuHuCTEpPCTBA 31pAaBOOXPAHEHUs] U COLMAIBHOrO pa3Butusa Poccuiickon denepaunu
oT 13 oxtabps 2006 r. Ne 703 «O BHeceHMHM W3MEHEHHUs B MpHUKa3 MUHHCTEpPCTBA
3PaBOOXPAaHEHMs U coLMaibHOro pa3sutusi Poccuiickoit @enepanuun ot 14 nexalps
2005 r. Ne 785y (3apeructpupoBadn MunuctepctBoM roctuiiuu Poccuiickoit deneparuu
7 HOsA6ps 2006 . Ne 8445);

nmpuka3 MuUHHCTEpCTBA 31paBOOXPAHEHUsS M COLMAIBHOIO pasButusa Poccuiickon
@eneparun ot 12 despanst 2007 r. Ne 109 «O BHeceHuu usmenenuilt B I[lopsaok
OTIyCKa JIEKApCTBEHHBIX CPEJCTB, YTBEP)KIEHHBIM MpHKa3zoM MwuHHUCTEpCTBa
3PaBOOXPAaHEHMs U colMaibHOro pas3sutusi Poccuiickoit @enepanun ot 14 nexalps
2005 r. Ne 785y (3apeructpupoBan MunuctepctBoM roctuiiuu Poccuiickoit deneparuu
30 mapta 2007 r. Ne 9198);

a03a1 AeBSTHIM MyHKTa 3 MpHKa3za MUHUCTEPCTBA 3[PABOOXPAHEHHS U COLUAIBLHOTO
pasButus Poccuiickoit ®enepaunu ot 12 ¢eBpans 2007 r. Ne 110 «O nopsake
Ha3HAYCHUs] M BBINHUCHIBAHUS JIEKAPCTBEHHBIX CPEJACTB, WU3JEIMH MEIUIUHCKOTO
Ha3HAUYeHUs M CICUUAIU3UPOBAHHBIX  MPOAYKTOB  JIe4eOHOrO  IUTAHUS
(3apeructpupoBan  MuHHUCTEpCTBOM OcTUIMU Poccuiickorn Denepanuu 27 ampens
2007 r. Ne 9364);

nmpuka3 MuHHCTEpCTBA 31paBOOXPAHEHUs U COLHMAIBHOIO pasButus Pocculickon
®enepanuu ot 6 aBrycra 2007 r. Ne 521 «O BHecenun usmenenuit B [lopsanok otmycka
JIEKapCTBEHHBIX CPEACTB, YTBEP)KIEHHBIN NMPUKa30M MUHHUCTEPCTBA 3IpaBOOXPAHEHUS
u conuansHOTO pasBuTus Poccuiickoit ®Denepammu ot 14 mexkabps 2005 r. No 785»
(3apeructpupoBan  MunuctepctBoM toctuninu Poccuiickoit ®enepannu 29 aprycra
2007 r. Ne 10063).

Bpuo Munucmpa B.C. benos



YTBEPX/EH
ITpukazom MuHUCTEPCTBA 3APaBOOXPAHECHUS
Y COLIMaJIbHOTO pa3BuTusa Pocculickoit denepanuu
OoT No

Hopsiok
OTIIYCKA JIEKAPCTBEHHBIX CPEACTB

[. O0wre mosI0KEHUA

1.1. Hacrossmmit Ilopsimoxk  ompenensier  TpeOOBaHHS K OTIYCKY
JIEKapCTBEHHBIX CPEACTB aNTCUYHBIMU YUPEXKACHUSAMU (OpraHu3alusMu) (anTeKH,
anTe4yHble IMYHKTHI, ANTEYHble KUOCKH, alTE€YHbl€ MAara3uHbl) HE3aBUCHUMO OT
OpraHu3alMOHHO-TIPaBOBONM (GOpMbI, (POPMBI COOCTBEHHOCTH U BEIOMCTBEHHOMU
MPUHAJIEKHOCTH.

1.2. OTnycky anTeyHbIMU YUYpEKACHUSMH (OpraHu3alusIMu) MOJJIEHKAT
JIEKapCTBEHHBIE CPEJICTBA, B TOM YUCJIE HAPKOTUUYECKUE CPEICTBA, ICUXOTPOIHBIE,
CHJIBHOJICMCTBYIOIIHE U SIIOBUTHIC BEILIECTBA, 3aPETUCTPUPOBAHHbBIE B Poccuiickoi
®denepanuy B yCTAHOBICHHOM MOPSIJIKE.

1.3. OTyck eKkapCTBEHHBIX CPEACTB IO PELIENTY Bpaya u 0e3 pelenrta Bpaya
OCYLIECTBJISIETCS ANTEYHBIMU YUPEKACHUAMHU (OpraHU3alUsIMU), HMEIOUMU
JUIEH3UIO Ha (papMalleBTUYECKYIO JeATEIbHOCTD.

1.4. BpinucanHble MO pELENTY Bpada JIEKAPCTBEHHBIE CPEACTBa MOJIEKAT
OTITYCKY alTeKaMH U alTeYHbIMU ITyHKTaMHU.

JlekapcTBEHHBIE CpEACTBA B COOTBETCTBUM C llepeuHeM JsekapCTBEHHBIX
CpencTB, OTIyCKaeMblXx ©0e3 perenrta Bpaya, YTBepxkAeHHbIM IIpukazom
MuHucTEpCTBa 3ApaBOOXPAHEHUS M  COLMAIBHOIO pa3BuTHs Poccuiickoii
®eneparuu ot 13 centsadps 2005 . Ne 578 (3apeructpupoBan B MuHUCTEpCTBE
toctuiun  Poccuiickoit denepamu 29 centsaops 2005 r. Ne 7053) (manmee -
[lepeueHb neKapCTBEHHBIX CPEJICTB, OTIYCKAEMbIX O€3 pelenTa Bpaya), MoJjieKar
peanu3aliuy BCEMU allTeYHbIMU YUPEKICHUSIMU (OpraHU3alusIMu ).

1.5. Hna OecnepeboitHoro oOecredeHnsi HACENCHUs JIEKapCTBEHHBIMU
CPEICTBAMU alNTEYHbIC yUpEeKIeHUS (OpraHu3aiuu) o0s3aHbl UMETh B HAJIUYUU
MUHUMAJIBHBIII aCCOPTUMEHT JIEKapCTBEHHBIX CPEACTB, HEOOXOAMMBIX A
OKa3aHUsA MEIULMHCKOW IIOMOIIM, YTBEPXKIACHHBIM NpuKa3zoM MuHucTEpCTBA
3IpAaBOOXPAHEHUS] M COLMAIBHOrO pa3Butus Poccuiickoit dPenepanuu or 29
ampesist 2005 1. Ne 312 (3apeructpupoBan MuHuctepcTBoM roctuninu Poccuiickoi
deneparuu 20 mas 2005 r. Ne 6606).

II. O6uue TpeboBaHuUs K OTIYCKY JIEKAPCTBEHHBIX CPEJICTB

2.1. Bce mnekapCTBEHHbIE CpEJICTBA, 3a MCKIIOYEHUEM BKIIOUEHHBIX B
[lepedennp JieKapCTBEHHBIX CPEACTB, OTIYCKAeMBIX O€3 perernrta Bpaya, JOHKHBI
OTITYCKaThCSl alTEUHBIMU YUPESKICHUSIMH (OpPTaHU3aIUsIMU) TOJIBKO O perenTam,
opOpMIICHHBIM B YCTAaHOBJICHHOM TMOPSAKE Ha PEHENnTypHBIX OJaHKax
COOTBETCTBYIOIIHNX YUYETHBIX (hopMm.



2.2. 1o penientam, BBITUCAHHBIM Ha PEUENTYPHBIX OJlaHKaX, POPMbI KOTOPBIX
YTBEPXKIEHbI MPUKa30M MUHUCTEPCTBA 3/IPABOOXPAHEHUS M  COLMAIBHOIO
pazButust Poccutickoit ®deneparuu ot 12 depans 2007 1. Ne 110 «O nopsiake
HA3HAYE€HUSI M BBINUCBHIBAHUS JIEKAPCTBEHHBIX CPEACTB, U3JEIUNA MEIULIHUHCKOTO
HAa3HAYEHUS ©  CHCHUAIM3UPOBAHHBIX MPOIYKTOB  JIEUYEOHOTO  MUTAHUMD)
(3apeructpupoBan MuHucTepcTBOM focTulinM Poccuiickoit @enepainuu 27 anpens
2007 r. Ne 9364), anTe4yHbIMH YUPEKACHUSIMHU (OpraHU3aLMsIMHI) OTITYCKaKOTCS:

- HAPKOTUYECKHUE CPEACTBA U TICUXOTPOIIHBIE BEIIECTBA, BHECEHHbIE B CIHCOK
IT IlepeuHss HAPKOTUYECKUX CPEACTB, ICUXOTPOITHBIX BEUIECTB U X IPEKYPCOPOB,
nojyie)kamMx  KoHTponto B Poccuiickor  @enepauunu,  YTBEPKIECHHOTO
[TocranoBnennem llpaBurenscrBa Poccuiickont ®@enepanuu ot 30 urons 1998 r.
681 (CobOpanmue 3akoHonarenbcTBa Poccuiickoit ®denepamnu, 1998, Ne 27,
cT. 3198; 2004, Ne 8, cT. 663; Ne 47, cT. 4666; 2006, Ne 29, ct. 3253; 2007, Ne 28,
cT. 3439; 2009, Ne 26, crt. 3183) (mamee - IlepeueHn), BBINIMCAHHBIE HAa
CHENUaTIbHBIX pEUENTypHbIX OJlaHKaX Ha HAPKOTHUYECKOE JIEKAPCTBEHHOE
CPEACTBO;

- IICUXOTpPOMHKIE BellecTBa, BHeceHHbIe B Criucok 11 Ilepeuns, BeIMcaHHbIC
Ha penentypHbix O6ankax Gopmer Ne 148-1/y-88;

- UHBIE  JIGKapCTBEHHbIE  CpPEACTBA,  MOJJIEKAlIMe  IMPEIMETHO-
KOJMYECTBEHHOMY  y4eTy B  anTeYHbIX  YUYpPEXKACHUAX  (OpraHu3aiusx),
OpraHU3alMsIX ONTOBOM TOPTOBIM JICKAPCTBEHHBIMU CPEACTBAMU, JIEUEOHO-
PO IIIAKTUIECKUX YUPESKICHUSIX W YaCTHOMPAKTUKYIOIUMHE Bpadamu, [lepeueHp
KOTOpBIX mIpenycMoTpeH npuioxkennem Ne 1 k nHacrosmemy [lopsaky (manee -
UHBbIE JIEKAPCTBEHHBIE CPEJCTBA, MOAJIEKAIINE MPEIMETHO-KOINYECTBEHHOMY
y4€eTy), BBINIHCAHHbIE HA pelenTypHbIX OiaHnkax Gopmbl Ne 148-1/y-88;

- JIEKapCTBEHHbIC CPEICTBA, BKIIOUECHHbIE B llepeueHb JIeKapCTBEHHBIX
CpPEeICTB, OTIYCKaeMbIX IO perentam Bpada (denpamiepa) OpU  OKa3aHUU
JOTIOJTHUTENBHONW O€CIUIaTHOM MEIUIIMHCKOW TOMOLIM OTACJIbHBIM KaTeropusiM
rpaXJaH, HMMEKIINM @paBO Ha IMOJIYyYEHHE TOCYJApCTBEHHOW COLMAIBHOM
IOMOIIK, yTBepKIACeHHBIM [Ipukazom MuHuCcTEpCTBAa 3ApPaBOOXpPAHEHUS W
cornuaibHOTO pa3BuTus Poccuiickoit @enepanuu ot 18 centsiops 2006 r. Ne 665
(3apeructpupoBan B MunucrepctBe roctuuuu Poccuiickoir ®enepamuu 27
ceHTs0pst 2006 r. Ne 8322) (nmanee - JeKapCTBEHHBIE CPEJICTBA, BKIIOYEHHBIE B
[lepeueHb JIEKapCTBEHHBIX CPEACTB, OTIYCKAaE€MbIX IO peElenTaM Bpaua
(penpamepa), a Takke MHBIE JEKAPCTBEHHBIE CPENICTBA, OTIyCKAaeMbIe OECILIaTHO
WIM CO CKHUJKOW, BbIIMCAaHHBbIE HA peuenTypHbix Omankax (opmel Ne 148-1/y-04
(11)) u hopmel Ne 148-1/y-06 (1),

- aHaOOJMYECKUE CTEPOUIbI, BBHITUCAHHBIC HA PELENTYPHBIX OlaHKax (HOpPMBbI
No 148-1/y-88;

- OCTaJbHBIE JIEKAPCTBEHHBIE CPEACTBA, HE BKIIOYEHHbIE B llepeueHnb
JIEKapCTBEHHBIX CPEJCTB, OTIyCKaeMbIX 0O€3 pelenrta Bpaya, BBINMCAHHBIC Ha
penentypHbix 01ankax ¢opmbl Ne 107-1/y.

2.3. Peuentsl Ha HApPKOTHUYECKHE CPEACTBA M IMCUXOTPOIHBIE BEIIECTBA,
BHeceHHbIe B Crnincok II ITepeunsi, neiicTBUTEIbHBI B TEYEHUE TISATH JTHEH.

Penenitel Ha TmicMXOTpoOIHBIE BemiecTBa, BHeceHHbIe B Criucok III Ilepeuns;
WHbIE JIEKAPCTBEHHBIC CPEJICTBA, MOMJICKAIIUE MPEAMETHO-KOIUYECTBEHHOMY
y4eTy; aHaOOJMIECKUE CTEPOUIBI ICHCTBUTEILHBI B TEUCHHE JIECATH THEH.

=



Penentsl Ha J€KapCTBEHHBIE CpEICTBA, BKIIOYEHHBIE B IlepedeHs
JIEKapCTBEHHBIX CPEACTB, OTIYCKaeMbIX IO perentaMm Bpaya (Qenpamiepa), a
TaK)K€ MHBIE JIEKAPCTBEHHBIE CPEICTBA, OTIIyCKaeMbl€ OECINIATHO WM CO CKUIKOM,
3a HMCKIIOYEHHEM pELENTOB Ha HApPKOTHMYECKUE CPEACTBA M IICUXOTPOIHBIE
BellecTBa, BHeceHHble B Cnucok Il IlepeuyHsi, Ha NCUXOTPONHBIE BEIIECTBA,
BHeceHHble B Cnucok III Tlepeunsi, Ha uWHbIE JEKAPCTBEHHBIE CPEACTBA,
NOJJIeXKAIINE MPEIMETHO-KOJIMYECTBEHHOMY YUYeTy, Ha aHa0OJIMYECKHE CTEPOUIbI
JENUCTBUTEIbHBI B TEUEHUE OJIHOIO MECSIIA.

PeniennTbl Ha OCTaJIbHBIE JIEKAPCTBEHHBIE CPEJICTBA JEHCTBUTEIbHBI B TEUEHHE
JIBYX MECSIIEB CO JAHS MX BBITMCKH U JJO OJAHOIO rojia B COOTBETCTBUU C IIYHKTOM
1.17. HHCTpyKUMH O TIOpSAKE BBIIKUCHIBAHUSA JIEKAPCTBEHHBIX CPEACTB U
opopMiieHUsT PEUEenTOB M TpeOOBaHUU-HAKIIAIHBIX, YTBEPKIECHHON MNPHKA30M
MuHucTepcTBa  3ApAaBOOXPAHEHUS M COLMAIBHOIO pa3BuTus Pocculiickoin
®deneparuu ot 12 depast 2007 r. Ne 110 (nanee - UHcTpykius).

2.4. AnreuHbIM YyYpexACHHUAM (OpraHU3aLUsM) 3alpellaeTCcsl OTIIYCKaTh
JIEKapCTBEHHBIE CPEACTBA II0 peUenTaM C HUCTEKIINM CpPOKOM JAEWCTBUS, 32
VCKJIFOUEHHUEM JIEKaPCTBEHHBIX CPEICTB IO pPELENTaM, CPOK ACHCTBUS KOTOPBIX
UCTEK B MIEPUO/1 HAXOXKACHUS PELIENITOB HA OTCPOYCHHOM OOCITYKUBAHUMU.

2.5. JlekapcTBEHHBIE CpPEICTBA OTIIYCKAOTCS ANTEYHBIMU YUYPEKICHUSIMU
(opraHu3auusiMM) B KOJIMYECTBE, YKA3aHHOM B pEUENTe, 3a HCKIYEHUEM
JIEKAPCTBEHHBIX CPENCTB, HOPMBI OTIIyCKa KOTOPBIX YyKa3aHbl B IiyHKTe 1.11.
Nuctpyxkuuu u npuwioxxennu Ne 1 x MacTpykuun.

OTnycky anTeYHbIMH YUYPEXKACHHUSIMHU (OpraHU3alMsIMU) B KOJIMYECTBE HE
Oojee  ABYX  yHNAKOBOK  MOTPEOUTENIO  MOJyIeXaT  KOMOWMHHUPOBAHHBIC
JIEKAPCTBEHHBIE CPEJICTBA, COAECPIKAIINE HAPKOTUUECKUE CPENICTBA, ICUXOTPOITHBIE
BEIIECTBA M HUX INPEKYypCOpbl, a TAKXKE HACTOMKM M KUJIKUE OKCTPAKTHI,
BKJIOUEHHbIE B IlepeueHb JIeKapCTBEHHBIX CPEJCTB, OTIIyCKAaeMbIX Oe3 pelernra
Bpaya.

2.6. Ilpu ormycke JEeKapCTBEHHBIX CPEACTB IO pelenTy Bpada pabOTHHUK
anTeYHOrO YUYpeKJeHHs (OpraHu3aluu) JeNaeT OTMETKY Ha pelente 00 OTIycKe
npenapata (HAMMEHOBAHWE WJIM HOMEP alTEYHOI0 YUpEKICHHUs (OpraHu3aluH),
HAaMMEHOBAHUE U JI03UPOBKA JIEKAPCTBEHHOI'O CPEJCTBA, OTIYILEHHOE KOJIMYECTBO,
HOJINKCH OTITYCTUBLIETO U 1aTa OTIYCKa).

2.7. Ilpn HanM4uy B aTEYHOM YUPEXKIACHUU (OpraHU3alyd) JEKapCTBEHHBIX
CPEACTB C TO3UPOBKOM, OTIIMYHOW OT JO3UPOBKH, BBIMMCAHHOW B PELENTE Bpaya,
pPabOTHUK anNTEYHOTO YUYPEXJIEHUs (OpraHu3aluu) MOXKET MPUHATH pelieHue 00
OTIyCKE OOJbHOMY HMEIOIMXCSl JIEKAPCTBEHHBIX CPEACTB B Cllydae, €clid
JIO3UPOBKA JIEKAPCTBEHHOI'O CPEICTBA MEHBUIE JO3UPOBKHU, YKA3aHHOW B PELEITE
Bpaya, ¢ y4eToM Iiepepacuera Ha KypCOBYIO J103Y.

B cnydae ecnu  J03MpPOBKA HMMEIOIIETOCS B alTEYHOM YUYPEXKICHHUH
(opraHmMszanuu) JIEKapCTBEHHOI'O CPEJCTBA IPEBBIIIAECT TO3UPOBKY, YKA3aHHYIO B
peliente Bpaya, pelieHue o0 OTIycKe OOJIbHOMY JIEKAPCTBEHHOTO CpEICTBA
IPUHUMAET Bpay, BHIIMCABIINN PELIET.

bonbHOMy mnpenocraBnsiercss uH(opManus 00 H3MEHEHHWU pa30BOM J03bI
nprema JIEKapCTBEHHOT'O CPECTBA.



2.8. B HUCKIIOUMTENBHBIX CIydasX MpU HEBO3MOKHOCTU alTEYHBIM
yupexaeHueM (opraHu3anueil) BbBIIIOJIHUTh Ha3HauyeHUue Bpada (Qenpaiepa)
JIOITyCKaeTCsl HapyIIeHUe BTOPUYHOM 3aBOJACKOM YITaKOBKHU.

IIpu >TOM JIEKapCTBEHHOE CPEACTBO JOJKHO OTIIYCKaTbCAd B alTEUYHOU
YHaKOBKE C 0053aTeNbHBIM yKa3aHHEM HAaMMEHOBAHUS, 3aBOJICKOW CEpPUH, CPOKa
TOJTHOCTH JIEKAPCTBEHHOTO CpEJICTBa, CEpUUM H JaThl 10 JabopaTopHO-
(acoBOYHOMY KypHaJIy U MPENOCTaBICHHEM OOJBHOMY JPYroll HEOOXOAMMOM
uHbOpMaIuu (MHCTPYKIIHS, TUCTOK-BKIIAJIBIII U T.J1.).

He  nmomyckaercs  HapyumieHHe  NEPBUYHOM  3aBOJICKOM  YIIAKOBKH
JIEKapCTBEHHBIX CPECTB.

2.9. llpu oOTIyCKE JEKAPCTBEHHBIX CPEACTB IO peEUeNnTaM Bpauya,
JNEUCTBYIOIIMM B TEYEHUE OJHOr0 Tro0Jia, pEUEenT Bo3BpaulaeTcss OOJILHOMY C
yKa3aHMeM Ha 00OpOTe HAMMEHOBAaHMS WJIM HOMEpa amnTeuHOIo YUYPEKICHUs
(opranuzanuu), MOANUCH PaOOTHUKA aNTEYHOTO YUYpPEKJeHUs (OpraHu3alun),
KOJIMYECTBa OTIYIIIEHHOIO Mpenapara 1 JaThl OTIYCKa.

[Ipu ouepennom oOpamieHUH OOJIBHOTO B aNTEYHOE  YUPEXKICHHE
(opranu3anuio)  YYUTBIBAIOTCA  OTMETKM O  MNPEIbIAYLIEM  MOJYyYEHUU
JIEKapCTBEHHOIo cpexacrBa. [lo mcreyeHum cCpoka JAEUCTBUS pELENnT TracuTCs
mraMioM «Pelent HeneCTBUTENIEH» W OCTAaBISETCS B aNTEYHOM YUYPEKIACHUU
(opranuzanun).

2.10. B wuCKIIOUMTENBHBIX cCiy4yasx (OThe3J OOJILHOTO 3a TOpO/,
HEBO3MOYKHOCTh PETYJISIPHO IMOCENIaTh alNTEYHOE YUYPEXKJIECHHUE (OpraHu3aluio) u
T.J.) (QapMaleBTUYECKUM paOOTHUKAM alTEUYHOro YUYpexAcHUs (OpraHu3aluM)
paspeniaeTcsi MPOU3BOJUTH €IMHOBPEMEHHBI OTHYCK HAa3HAYEHHOIO BpayoM
JIEKapCTBEHHOI'O CPEACTBA MO peLenTaMm, IeUCTBYIOIUM B TE€YEHHE OJTHOTO ro/ia, B
KOJIMYECTBE, HEOOXOAMMOM JJid JIEUEHHUS B TEUEHHE JBYX MECSIEB, 3a
UCKJTIOUECHHUEM JIEKapCTBEHHBIX CPEIICTB, MOJIeKAIINX peIMETHO-
KOJIMYECTBEHHOMY yueTy, llepeueHb KOTOpbIX mpeaycMoTpeH npuiioxkeHuem Ne 1
K Hactosimemy [lopsaky.

2.11. B cnyyae OTCYTCTBUSI B anTE€YHOM YUPEKICHHH (OpraHu3alUu)
BBIIIUCAHHOTO  BpauoOM  JIGKAPCTBEHHOIO  CPEACTBA, 3a  HMCKIIOUYEHUEM
JIEKQpCTBEHHOI'O CPEJACTBA, BKIIOUEHHOro B IlepeueHb JIeKapCTBEHHBIX CPEJICTB,
OTIIyCKaeMbIX IO perentaMm Bpada ((enbaiiepa), a Tak)Ke UHOTO JIEKApPCTBEHHOTO
CPEICTBa, OTIMYCKaeMOro OeCIIaTHO WM CO CKUAKOW, paOOTHHUK anTEeYHOIO
yUpexAeHUs (OPraHU3aluu) MOKET OCYLIECTBISATh €r0 CHHOHUMHUYECKYIO 3aMEHY
C corjacus manueHTa.

[Ipu oTmycke JEeKapCcTBEHHOTO CpEICTBA, BKIOUYEHHOro B IlepedeHb
JIEKapCTBEHHBIX CPEJICTB, OTIYCKAa€MbIX IO peuentaMm Bpauda (Qenpamepa), a
TaK)K€ HMHOTO JIEKapCTBEHHOTO CpEACTBA, OTIYCKAaeMOro OecCIIaTHO WJIH CO
CKMJIKOW, paOOTHHK alTeYHOTO yUpexkACHUs (OpraHu3alin) MOKET OCYLIECTBISATh
CUHOHUMHUYECKYIO 3aMEHY JIEKapCTBEHHOI'O CPE/ICTBA.

2.12. PemenTsl Ha JIEKapCTBEHHBIE CPEICTBA C TOMETKOM «statimy
(HeMeJIeHHO) 00CITY)KMBAIOTCSI B CPOK, HE MPEBBIMIAIONINI OJUH paO0ouuii JEHb C
MOMEHTa oOpallieHus1 60JIBHOrO B alITEYHOE YUpPEkKACHHUE (OpraHU3aIlHIo).

Peuenntbl Ha JI€KapCTBEHHBIE CPEJACTBA C IMOMETKOM «cCito» (CpOYHO)
00CITy»XHMBAIOTCS B CPOK, HE TMPEBBHIMAOIMUN IBYX pabouumx JHEH C MOMEHTa
oOparieHust 60JIHHOTO B aNITEYHOE YUPEKACHHUE (OPTraHU3AIIHIO).



PeuenTel Ha JIEKapCTBEHHBIE CpPEJICTBA, BXOIAIIME B MHHUMAJbHbBIN
ACCOPTUMEHT  JICKAPCTBEHHBIX  CPEJACTB, OOCIYXHMBAlOTCSI B  CpPOK, HE
MPEBBIMLIAIOIINN MATH paboYnX JHEH ¢ MOMEeHTa oOpaIlieHus: 00JBHOTO B alITEYHOE
yUpEeKIeHHE (OPTaHU3ALIUIO).

2.13. Peuentsl Ha JEKApCTBEHHBIE CpPEICTBA, BKIIOUYEHHbIE B llepeueHn
JIEKapCTBEHHBIX CPEJCTB, OTIyCKAaeMbIX MO perenTtam Bpada (denpamiepa), U HE
BOLIEJAIIME B  MHUHUMAJIbHBIA  ACCOPTUMEHT  JIEKAPCTBEHHBIX  CPEACTB,
00CITy’)KMBAIOTCA B CPOK, HE TPEBBIMAIONINNA JEeCATH pabovMX JHEW C MOMEHTa
oOpariieHust 60JIHHOTO B aNITEYHOE YUPEKACHHUE (OPraHU3AIIHIO).

Peuentbl Ha JeKapCTBEHHbIE CpEACTBA, HA3HAYAaE€Mble [0 PEUICHUIO
BpaueOHON  KOMHUCCHUM,  YTBEPXKICHHOW  TIJaBHBIM  BpadyoM  Jie4eOHO-
npOoPUIAKTUUYECKOTO YUPEKICHUSI, 0O0CITY>KHUBAIOTCSI B CPOK, HE MPEBBIMIAIOITUN
NATHAIUATH pabouux JHEW C MOMEHTa oOpamieHuss OOJIbHOrO B anTeYHOE
yUpEKJIeHHE (OPTaHU3AIIHIO).

2.14. Penenthl Ha JIEKapCTBEHHBIE CPEACTBA, MOJJIEKAIIUE MPEIMETHO-
KOJIMYECTBEHHOMY yueTy, llepeueHp KOTOphIX MpeaycMoTpeH npuiioxkennem Ne 1
K Hactosimemy llopsiaky; JekapcTBEHHbIE CpEACTBa, BKIIOUECHHbIE B IlepeueHb
JIEKapCTBEHHBIX CPEJNICTB, OTIyCKAaeMbIX MO perentaMm Bpada (denpamepa), a
TaK)Ke MHBIC JIEKAPCTBEHHBIE CPEJCTBA, OTIYCKAaeMbIe OECIUIATHO MJIM CO CKUIKOW;
aHa0O0JIMUECKUE CTEPOUIbI OCTAIOTCS B aITEYHOM YUPEKJICHUU (OpraHu3auu) s
MOCJEAYIONIEr0 Pa3JeIbHOIO XPAaHEHUSI M YHUUYTOXXEHUS IO HCTEUCHHH CpOKa
XpaHEHHUH.

2.15. B anTeyHoMm yupexJaeHuu (OpraHu3aivu) JOJKHBI ObITh 00ECIEUCHbI
YCIIOBUSI COXPAHHOCTH OCTaBJIEHHBIX HAa XpAaHEHHE PELENTOB Ha JIEKapCTBEHHbBIE
CpelcTBa, MOJIeKAIlIUe MPEeIMETHO-KOJIMYECTBEHHOMY yueTy, [lepeueHb KOTOphIX
npeaycmotrpen npunoxkenueM Ne 1 k Hacrosmemy Ilopsiaky; JieKapCTBEHHbIE
CpPEACTBa, BKJIIOUCHHbIE B I[lepeueHb JIEKapCTBEHHBIX CPEACTB, OTIYCKAEMBIX IO
peuentaMm Bpaua (denpamiepa), a TakKe HWHbIE JIEKAPCTBEHHbIE CPE/ICTBA,
OTITyCKaeMbIe OECIIIIaTHO MJIM CO CKHUIKOM; aHAOOTMYECKUE CTEPOUIBI.

2.16. Cpoku XpaHEHHsI PEUENTOB B aNTEYHOM YUPEKICHHUM (OpraHU3alvun)
COCTABJISIIOT:

- Ha JICKapCTBEHHBIE CPENICTBA, BKIIIOUEHHbIE B IlepeueHb JeKapCTBEHHBIX
CpPEACTB, OTIYCKaeMbIX IO perentaMm Bpauda ((denbamiepa), a TakKe HHbIC
JIEKapCTBEHHBIE CPEACTBA, OTIYCKAaeMble OECIIATHO UM CO CKUJIKOM, - MSITh JIET;

- Ha HAPKOTHUYECKHUE CPEACTBA U IICUXOTPOIIHBIE BEIIECTBA, BHECEHHbIC B
Cmucok II IlepeuHsi, m mncUXOTpOmHBIE BellecTBa, BHeCeHHble B Crnumcok III
[Iepeuns, - necArs Jer;

- Ha WHBIE JIEKAPCTBEHHbIE CPEACTBa, MOJUIEKAIIME MPEAMETHO-
KOJIMYECTBEHHOMY Y4Y€Ty, 3a HCKIIYEHUEM HApKOTHUYECKUX CpEICTB U
IICUXOTPOIHBIX BelecTB, BHECeHHbIX B Cnucok II IlepeuHsi, U MCHUXOTPOMHBIX
BemecTB, BHeceHHbIX B Cnucok III Tlepeuns; anaGonuueckue CTEpoOUIbI - TpU
roja.

[Io wucreueHun cpoka XpaHEHUsS PEUENTbl MOMJIECKAT YHUUTOKEHUIO B
NPUCYTCTBHM KOMHCCHHM, O YE€M COCTaBIAIOTCS aKkThl, (opmMa KOTOPBIX
npeaycmotpena npuiioxeHusaMu Ne 2 u Ne 3 k Hacrosemy [lopsaky.

[TopsimoK YHHUTOXEHHUSI PEUENTOB, OCTABISIEMbIX B AlTEYHOM YUYPEKICHUU
(opranuzanuu) MO KMCTEYCHUU YCTAHOBIICHHBIX CPOKOB XpAaHEHUS, U COCTaB



KOMHCCUU MO HUX YHHUYTOKEHUIO MOXET OIPENENATHCS OpraHaMu YNpPaBJICHUS
3IpaBoOXpaHeHWEeM  WId  (GapMaleBTUYECKOM  JIEATENbHOCTBIO  CyOBEeKTa
Poccuiickon @enepanumu.

2.17.  TlpuoOpereHHble  TpaXKJaHAMU  JICKAPCTBEHHBIC  TpPEMapaThl
HAJJIeKAIIEr0 KadyecTBa HE TOJJISKAT BO3BpATy WIM OOMEHY B COOTBETCTBUHU C
[lepeyneM HENpOJOBOJIBCTBEHHBIX TOBAapOB  HAMJIEKALIErO KauecTBa, HE
MOJIJICKAIMX BO3BPATy WJIM OOMEHY Ha aHAJIOTHYHBIA TOBAp JPYTUX pasMmepa,
dbopmbl, Tabapurta, (acoHa, paCHBETKH WM KOMIUICKTAIIUH, YTBEPKICHHBIM
nocraHoBieHneM [IpaBurenscrBa Poccuiickorn @enepannu ot 19 suBaps 1998 r.
Neo 55 (Cob6panue 3akononatenbctBa Poccuiickoit @enepanuu, 1998, No 4, cr. 482;
No 43, cr. 5357; 1999, Ne 41, ct. 4923; 2002, Ne 6, ct. 584; 2003, Ne 29, ct. 2998;
2005, Ne 7, ct. 560; 2006, Ne 7, ct. 790; 2007, Ne 14, cT. 1697).

He nomyckaeTcsi HOBTOPHBIN OTIYCK (peaiu3alius) JEKapCTBEHHBIX CPEJICTB,
MIPU3HAHHBIX TOBAPOM HEHAJJIEKAIIErO KaYeCTBAa U BO3PALLIECHHBIX Ipa)kaaHaMU 10
ATOU MPUYUHE.

2.18. Peuentbl Ha TPAaHKBUJIM3ATOPbHI, HE MOJIEKAIINE MPEIMETHO-
KOJIMYECTBEHHOMY Y4Y€TYy; aHTHUJICNPECCUBHbBIC, HEHUPOJENTUUECKUE CpPEICTBA;
CIIUPTOCOJIEpKAILME JIEKAPCTBEHHBIE CPEACTBA IMPOMBIILICHHOTO MNPOWU3BOACTBA
MOTAIIAIOTCA I[ITAMIIOM AanTEeYHOTOo yupexJaeHus (opraHuzauuu) «JlekapcTBo
OTMYILIEHO» U BO3BpalIaloTCsl OOJbHOMY Ha PYKHU.

JIJ1s1 HOBTOPHOTO OTITyCKa JIGKAPCTBEHHOTO CPeICTBA OOJbHOMY HEOOXOIUMO
00paTUTHCS K Bpady 3a HOBBIM PEIECIITOM.

2.19. HenpaBwibHO BBINIMCAHHBIE PELENTHI MOTalIAOTCs mTamioM «Penent
HEJIEUCTBUTEJICH» W  PETUCTPUPYIOTCS B JKypHaie, GopMa  KOTOpPOro
npeaycMotrpena npuiioxenuem Ne 4 k Hacrosmemy [lopsnky, U BO3BpaIlarOTCs
00JLHOMY Ha PYKH.

Nudopmanus 060 Bcex HEMPABUIHLHO BBIMMCAHHBIX PEIENTaxX JOBOIUTCS 0
CBEJICHUS PYKOBOJUTENS  COOTBETCTBYIOLIEIO JieueOHO-MPOPUIAKTUYECKOTO
YUPEKICHHUS.

2.20. AnTeyHble yupekJIeHHs (OpraHu3aliu) MPOU3BOAAT Pa3/ielbHbIA yUueT
JIEKApCTBEHHBIX CPEACTB, BKJIIOYEHHbIX B IlepeueHb JIeKapCTBEHHBIX CPEJCTB,
OTITyCKaeMbIX MO pementaMm Bpada (denpamiepa), OTHYIMICHHBIX TpakIaHaM,
NPOXKHUBAIOIIMM Ha TEPPUTOPUU COOTBETCTBYIOIIEro cyOnekta Poccuiickoii
@depepanuu, U TpaxkJaHaMm, BPEMEHHO HAXOJAIIUMCS HA TEPPUTOPUU JAHHOTO
cyonekta Poccuiickoit denepanumu.

I1I. TpeOoBaHuUA K OTITYCKY HAPKOTHYECKUX CPEICTB
Y IICUXOTPOIIHBIX BEUIECTB; JIEKAPCTBEHHBIX CPEACTB, MOMIEKALIUX
IPEIMETHO-KOJIMYECTBEHHOMY YUETY; aHA0OJIMYECKUX CTEPOUIOB

3.1. Ormycky anTeyHbIMH YUPEKICHUSMU (OpraHU3alUsIMU) TMOJJIeKAT
HAapKOTUYECKUE CPEACTBA U IICUXOTPOIIHBIE BellecTBa, BHeceHHble B Crmcok 11
[lepeunsi, u ncuxoTpomnHbie BeniecTBa, BHeceHHbIe B Crincok 11 [lepeuns.

3.2. IlpaBo paboOThl C HAPKOTUUYECKUMH CPEICTBAMU W ICHUXOTPOIHBIMU
BemiectBaMu, BHeceHHbIMU B Cnmcok Il  IlepedHs, W NOCUXOTPONHBIMU
BemecrBaMy, BHeCeHHbIMM B Cnmcok III IlepeuyHs, MMEIOT TOJBKO aIlTedHbIE



yupexaeHuss (OpraHu3aii), TOJYyYHUBIIHE COOTBETCTBYIOIIME JIUIEH3UU B
YCTaHOBJIEHHOM 3aKOHOJAaTeNbCcTBOM Poccuiickoit denepannu nopsike.

3.3. Otnyck OOJBHBIM HAPKOTUYECKHUX CPEACTB M ICHUXOTPOITHBIX BEIECTB,
BHeceHHbIX B Cnucok II IlepeuHsi, U NCHUXOTPOINHBIX BEUIECTB, BHECEHHBIX B
Crucok III Tlepeuns, ocymectBiserca (apMaeBTUIECKUMU pabOTHUKaAMU
anTEYHbIX YUPEXKICHUN (OpraHu3alyii), IMEIOIIMMH Ha 3TO IIPaBO B COOTBETCTBUU
¢ Ilpukazom MuHHMCTEPCTBA 3APAaBOOXPAHEHHS M COLMAIBHOTO pPa3BUTHUSA
Poccuiickoii ®enepamuun ot 13 mas 2005 r. Ne 330 (3apeructpupoBaH B
Munucrepctse roctunnn Poccuniickoit @eneparuu 10 urons 2005 r. Ne 6711).

3.4. B anreyHoM yupexAeHUM (OpraHu3aluu) OTIYCK HApKOTHYECKHUX
CPEICTB W TIICUXOTPOMNHBIX BelecTB, BHeceHHbIXx B Cnucok II Ilepeuns,
OCYLIECTBJISETCS OOJBHBIM, MPUKPEIJIEHHBIM K KOHKPETHOMY aMOyJIaTOpHO-
MOJIMKJIMHAUYECKOMY  YUPEXKICHHIO, KOTOPOE€  3aKpeIUIEHO 3a  alTEeYHbIM
yupexaeHrueM (Opranu3anuen).

3akperuieHne amMOyJIaTOPHO-TIOIUKIMHUYECKOTO YUPEKICHUS 3a anTeYHbIM
yupexaeHrueM (OpraHu3alueil) MOXKET OCYUIECTBISATHCS OPraHOM YIPaBICHUSA
3[paBOOXpaHEHUEM  WIH  (papMaleBTUYECKOW  JI€ATEIbHOCTBIO  CyObEKTa
Poccuiickonn @enepanuy 10 COIVIACOBAHUIO C TEPPUTOPUAIBHBIM OPraHoOM IO
KOHTPOJIIO 32 000POTOM HAPKOTHYECKHUX CPEJICTB U IICUXOTPOIHBIX BELIECTB.

3.5. BrpmucaHHBIE BpadyoM HAPKOTUYECKHE CPENCTBA W IICUXOTPOIHBIE
BelecTBa, BHeceHHble B Crncok I [lepeuns, oTmyckaroTcss O0JIbHOMY WM JIMILY,
€ro0 MPEACTABIAIOIIEMY, IpPU MPEABbABICHUN BBIJAHHOIO B YCTaHOBJIECHHOM
NOPSAKE TOKYMEHTA, YAOCTOBEPSIOIIETO JIUYHOCTD.

3.6. HapkoTuueckue cpecTBa M ICUXOTPOIHBIC BEIIECTBA, BHECEHHBIE B
Cmucok II Ilepeuns u BkirodeHHblE B llepedyeHb JEKAPCTBEHHBIX CPEACTB,
OTIIyCKaeMbIX IO penentaMm Bpaya (denpamiepa), a TakKe OTIyCKaeMble
OeciulaTHO WJIM CO CKHUAKOHM, OTIYCKAalOTCS TpPH TNPEIbSBICHUN pEleNTa,
BBIITMCAHHOTO Ha CIHEUUAJIbHOM pEUENnTypHOM OJlaHKe Ha HapKOTHYECKOe
JIEKapCTBEHHOE CPEJICTBO, M peleNnTa, BBIMMCAHHOTO Ha PELEenTypHOM OJlaHKe
dbopmbl Ne 148-1/y-04 ().

IIcuxotponHbie BemiecTBa, BHeceHHble B Crnmcok III Ilepeunsi, uHbIe
JIEKAPCTBEHHBIEC CPEACTBA, IMOJUICKAIIUE IIPEAMETHO-KOJIUYECTBEHHOMY YYeTy,
aHaOOJIMYECKUE CTEPOU/bl, BKIIOUEHHbIE B llepedueHb JIEKapCTBEHHBIX CPEJICTB,
OTIyCKaeMBbIX IO peuenrtam Bpauda (¢enpamepa), a TakkKe OTIyCKacMbie
OecIUIaTHO WJIM CO CKUAKOH, OTIyCKAalOTCS NpPU NPEIbsABICHUN pELENTa,
BBIIIMCAHHOTO Ha peuentypHoM Onanke Ne 148-1/y-88, u peuenra, BbIITUCAHHOTO
Ha perentypHom osanke Gopmbr Ne 148-1/y-04 (1).

3.7. AnTe4yHbIM YUYpEeXJIEHUAM (OpraHM3alMsM) 3ampeliaercs OTIYCK
HAapKOTUYECKUX CPEACTB M IICUXOTPONHBIX BELIECTB, BHECEHHbIX B Cnucok II
[lepeunsi; ncuxoTpomHbIX BeliecTB, BHeCeHHbIX B Crucok III Ilepeunsi; wHBIX
JIEKAPCTBEHHBIX CPEJCTB, MOMJIEKAIUX MPEAMETHO-KOIMYECTBEHHOMY Y4ETY;
aHa0O0JINYECKUX CTEPOMJIOB MO pelenTaM BETEpUHAPHBIX JIEYEOHbIX OpraHu3aluil
JUISL JICYCHUS dKUBOTHBIX.

3.8. He pomyckaercs pa3ielbHbIi OTIYCK JIEKAPCTBEHHBIX CPEJCTB,
NOJICKAIIUX TPEIMETHO-KOJIMYECTBEHHOMY Y4Y€Ty, M JAPYIHMX JIEKapCTBEHHBIX
CPEICTB, BXOISUIMX B COCTaB KOMOMHUPOBAHHOI'O JIEKAPCTBEHHOI'O CPEICTBA,



U3TOTOBIIIEMOrO0 MO0 HWHIMBUIYAJIbHOW MNPONUCH (Jajnee - HKCTeMIIOpalIbHBIN
JIEKapCTBEHHBIN Ipenapar).

3.9. ®apmaneBTUyYecKUii paOOTHUK anNTEHYHOrO YyuYpekaeHus (OpraHU3alluu)
IIpU TIOJYYEHUH pelenTta Ha JIEKAPCTBEHHYK IIPOINUCh HWHIAUMBUAYAJIBHOIO
U3TOTOBIIGHUS 00s3aH  OTIYCTUTh JIEKAPCTBEHHOE CPEICTBO, TOJJIeKaIee
IIPEIMETHO-KOJIMYECTBEHHOMY Y4Y€Ty, B IIOJIOBMHE BBICUICH pPa30BOM [J03bl B
CJIy4ae BBIMMCHIBAHUSA BPAdyOM JIEKAPCTBEHHBIX CPEACTB B J03€, MPEBBIIIAOIICH
BBICIIMI OJHOKPATHBIN IIPUEM.

3.10. Ilpu W3roTOBIEHUH 3KCTEMIOPAIBHBIX JIEKAPCTBEHHBIX IIPENApaToB,
COZEepKAIINX JIEKapCTBEHHBIE CpEICTBa, MOJIekKAIINE MPEIMETHO-
KOJINUECTBEHHOMY YYE€TY, B COOTBETCTBUM C PELENTAMH, BBIITMUCAHHBIMHU BPAavuoM,
MPOBU30p ANTEYHOT'O YUPEKJCHUS (OpraHU3alliy) PAcHUChIBACTCS Ha pelenTe O
BbIlaue, a (papMaleBT anTEYHOIro YYPEXKICHUs (OpraHu3alMH) - B IMOJYyYEHUU
TpeOyeMOro KOJIM4eCTBa JIEKAPCTBEHHBIX CPEJICTB.

3.11. OTnyck 3THUJIOBOTO CUPTA MIPOU3BOIUTCS:

- MO peuenTaM, BBINUCAHHBIM BpayaMH C HAANHUCBhIO «Jlis HanoKeHHs
KOMITPECCOBY» (C yKa3aHMEM HEOOXOAMMOTro pa3BeleHus ¢ Bojou) wminu «Jlms
00paboTKH KOXH» - 10 S0 TpaMMOB B YHCTOM BH/IC;

- 1O peuenrTaM, BBIIHCAHHBIM BpayaMH Ha JIEKAPCTBEHHYIO MPOIUCH
VH/IMBUTyaJIbHOTO U3TOTOBJIEHUS, - 10 S0 TpaMMOB B CMECH;

- N0 peuenrTaM, BBIIHCAHHBIM BpayaMH Ha JIEKAPCTBEHHYIO MPOIUCH
VH/INBUTYyaJIbHOTO U3rOTOBJICHUS, C HAANMUCHIO «[l0 cnennanibHOMY Ha3HAYEHUIOY,
OT/ICJIbHO 3aBEPEHHOMN MOJMKUCHIO Bpaya U MeYaThio JICUEOHO-MTPOPUIAKTUIECKOTO
yupexenus «Jjist penentoBy, s OOJbHBIX ¢ XPOHUYECKUM T€UEHHUEM 00JIE3HU -
10 100 rpaMMOB B cMECH U B YUCTOM BUJIE.

3.12. Ilpu oTnycke HaApKOTHYECKHX CPEICTB M IICUXOTPOIHBIX BEIIECTB,
BHeceHHbIX B Crnincok II IlepeuHs; nCMXoTpONHbIX BEIECTB, BHECEHHBIX B CIIMCOK
III IlepeuHsA; SKCTEMIIOpPAIbHBIX JIEKAPCTBEHHBIX MPENAPATOB, COAEPKAIINX
JIEKapCTBEHHBIE CPEJCTBA, MOMJICKAIIUE IPEIMETHO-KOJIMYECTBEHHOMY Y4YETY,
OOJBLHBIM BMECTO pEIeNTa BBIJAETCS CHUTHATYpa C KEITOW MOJOCOW B BEpXHEH
YacTH W HAJIMChIO YepHBIM mipupToM Ha Her «CurHarypa», ¢opma KOTOpOU
npeaycMoTpena npuinoxenuem Ne 5 k Hacrosmemy [lopsaxy.

IV. KoHTpoub 33 OTIIyCKOM alTeYHBIMH YUPEKACHUIMU
(opraHu3anusMH) JEKapCTBEHHBIX CPEICTB

4.1. BuyTpeHHUI KOHTpOJIb 3a COONIIOJICHHMEM pPaOOTHUKAMHU aNTEYHOTrO
YUpEKJIeHUS (OpraHu3aluu) Mopsjika OTIyCKa JIGKAPCTBEHHBIX CPEACTB (B TOM
YUCJIE€ MOMJEkKAIUX PEAMETHO-KOIMYECTBEHHOMY YYETY; JIEKapCTBEHHBIX
CPEACTB, BKJIIOYEHHBIX B llepedeHb JIEKapCTBEHHBIX CPEACTB, OTILyCKAE€MBIX IO
peuentaM Bpauya (denpamiepa), a TakKe HWHBIX JIGKAPCTBEHHBIX CPEJCTB,
OTIyCKAaeMbIX OECIUIaTHO WJIM CO CKUAKOM) OCYILIECTBISIET PYKOBOJIUTEID
(3aMecTUTENb PYKOBOJMTEINS) aNTEYHOrO YUYpexkAeHUs (OpraHu3aluu) WIu
YIOJIHOMOYEHHBIM UM (apMaleBTUYECKUH paOOTHUK AaNTeUYHOTO YUpeXKICHUs
(opranuzanun).

4.2. BHemHMI KOHTPOJb COOMIOACHHUS AaNTEYHBIMU  yUPEKICHUSIMU
(opraHu3auusiMHM) MOPSIKA OTIIyCKa JIEKAPCTBEHHBIX CPEACTB OCYLIECTBIISIETCS



®denepanbHON city:)k00i 1m0 HaA30py B cepe 31paBOOXpaHEHUS U COLUATBHOTO
pPa3BUTHUS W OpraHaMy IO KOHTPOJO 3a 00OPOTOM HAPKOTHYECKUX CPEICTB U
MICUXOTPOIMHBIX BEUIECTB B MpeIesiaXx UX KOMIIETCHIIUH.



ITpunoxenue Ne 2
K [Topsiaky oTIycka JeKapCTBEHHBIX CPEJICTB,
YTBEPKJACHHOMY IMPUKA30M
MuHuCcTEepCTBA 3/IPABOOXPAHECHUS
U COLMAIIBHOTO pa3BuTHs Poccuiickoit denepanuu
OT No

AKT
00 YHUUTOKCHHUN PEUECNTOB AJA MOJYICHUS
HAPKOTUYICCKUX CPEACTB M IICUXOTPOITHLIX BEIIECTB
M0 UCTCYCHUHU CPOKOB UX XpaHeHI/Iﬂ*

OT «_ » 200 . No

Komuccus B cocrase:

[Ipencenarens

(mommxHOCTH U @.1.0. NOIHOCTHIO)
YjieHbl KOMUCCHUM:

(momxHOCTh U ©.M.0. MOTHOCTHIO)

(momxHOCTh U @.M.0. NOTHOCTHIO)

(momxnocth U @.N.O. OTHOCTHIO)

IIpOoU3BEIIa  « » 200 r. u3BATHE W YHUYTOKECHHUE B

(HaMMEHOBaHUE OPraHU3AIINMN)
PeOCTOB I IIOJYUYCHHA HAPKOTHYCCKUX CPCACTB M IICHUXOTPOIIHBIX BCIICCTB
3a .

(mecs, Tox)

No HaumenoBanue Enununa | Cepust u HoMeEp KosmmuecTBo
/T | JIEKapCTBEHHOTO CPEJICTBA, | U3MEPEHHMsSI | PEIEnTYPHOTO peLenToB
JIO3UPOBKA, BUJT OJraHka
JIEKapCTBEHHOU
bopMmbI
1 2 3 4 5

Hroro I10 dKTy YHHYTOXCHbBI IIYTCM CXKHIdHUSA WM  Pa3pbiBa H
NoCJICAYIOMICTO 3aMaduMBAHUA B paCTBOPC XHOpHOﬁ HN3BCCTU (HY)KHoe

MOAYEPKHYTh) penenTypHBIX OJIaHKOB.
(KoaMuecTBO U(pamMH U MPOIHUCHIO)




Hpez:cezxaTenb KOMUCCHUH:

(moamuck)

YJ1eHbl KOMUCCUU:

(monmuce)

(monmucsk)

(moamuck)

* AKT opOpMIISIETCST €KEMECSIHO.



[Tpunoxxenue No 3
K [Topsiaky oTIycka JeKapCTBEHHBIX CPEJICTB,
YTBEPKJACHHOMY IMPUKA30M
MuHuCcTEepCTBA 3/IPABOOXPAHECHUS
U COLMAIIBHOTO pa3BuTHs Poccuiickoit denepanuu
OT No

AKT
00 YHMUYTOKEHUH pelenToB
JJIS TIOJTyYeHHS JIEKAPCTBEHHBIX CPeICTB, MOJIeKAMNX
NpeIMeTHO-KOJIUYeCTBEHHOMY YUeTy, JIeKaAPCTBEeHHBIX
CpPeACTB, BKIKYECHHBIX B [lepedyeHb JIeKapCTBEHHBIX CPEACTB,
OTIyCKAaeMBbIX 0 penentaM Bpaya (pesbamiepa), a TAaKKe HHBIX
JIEKAPCTBEHHBIX CPEICTB, OTIYCKAeMbIX 0€CIIATHO
WIH CO CKUAKOH, aHA00JINYECKUX CTEPOUI0B
10 UCTEYECHNH CPOKOB MX XPaHECHUA*

OT «__ » 200 I. Ne

Komuccus B cocrase:
Mpeace1aTeNb

(momxuaOoCTh U @.1.O. MOTHOCTHIO)
YJI€HBI KOMUCCHUU:

(,I[OJ'DKHOCTB 1 ©.1.0. noaHOCTHIO)

(momxHOCTh U @.M.0. NOTHOCTHIO)

(momxuOCTh U @.M.0. MOTHOCTHIO)
IPOU3BETIA «__ » 200 . U3bATHE U YHUUYTOKECHUE B

(HaMMEHOBaHUE OpPraHU3alNN)

PCUCIITOB JIIA IMOJIYy4UCHUA JICKaApCTBCHHBIX CpCaCTB, IIOJICKAII X
NpCaAMCTHO-KOJINICCTBCHHOMY VYUCTY, JICKAPCTBCHHLBIX CPCACTB, BKIIOYCHHLIX B
[lepeueHp JIEKapCTBEHHBIX CPEACTB, OTIYCKAa€MbIX IO  peuentaM  Bpada
(beapamepa), a TakKe HMHBIX JIEKAPCTBEHHBIX CPEJCTB, OTIYCKAaEMbIX
OecCIIaTHO MU CO CKUAKOM, aHAOOIMYECKUX CTEPOUJOB MO HCTEUYCHUU CPOKOB
X XpaHCHUA:

1) PELCIITHI Ha IMOJIYUYCHHC JICKapCTBCHHLIX CpeacTB, NOICKAINIUX

NPEAMETHO-KOJIMYECTBEHHOMY YYETy, 3a B KOJHUYECTBE
(mecst, Tox)

HITYK;

(mdpaMu ¥ TPOTHCHIO)
2) peuentbl Ha MOJYYEHUE JIEKAPCTBEHHBIX CPEJICTB, BKIIOYEHHBIX B
HCpC‘IGHL JICKaApCTBCHHBIX CpCIacCTB, OTITyCKaCMBbIX 110 peuciitTaM Bpada

(denpamepa), 3a B KOJINYECTBE HITYK;
(mecs, o) (rdpaMu 1 TPOMHUCHIO)




3) PCUCIITHL Ha IMOJIYYCHUC JICKAPCTBCHHBIX CPCACTB, OTIITYCKACMBbIX

O€eCIUIaTHO WX CO CKHﬂKOﬁ, 34 B KOJIMYECTBEC
(mecs, Tox) (undpaMu ¥ TPOMHCHIO)

MITYK;
4) peuentsl Ha TMOJy4YeHUE aHAOOIMYECKHX CTEPOUIOB 3a

(mecst, Tox)

B KOJIMYECTBEC IMTYK.
(mdpaMu ¥ TPOTHCHIO)

Hroro M0 aKTy VYHHYTOXCHBI IIYTCM CXKHIAHUA WA pa3pblBa U
MMOoCJICAYIOUICTO 3aMadrBaHUA B  pacTBOpPC XHOpHOﬁ HN3BCCTHU (Hy}KHOC

MOAYEPKHYTh) peLeTTOoB.
(KOJIMYECTBO - IU(paMH U IPOMHCHIO)

[Ipencenarens KOMUCCHUM:

(moamuck)

YJieHbI KOMUCCHUH:

(monmuck)

(moarmuck)

(moanuce)

* AKT oopMIIIETCS €KEMECSUHO.



oT

[Tpunoxenue Ne 4
K [Topsiaky oTIycka JeKapCTBEHHBIX CPEJICTB,
YTBEPKJACHHOMY IMPUKA30M
MuHuCcTEepCTBA 3/IPABOOXPAHECHUS
U COLMAIIBHOTO pa3BuTHs Poccuiickoit denepanuu

Ne

(HamMeHOBaHWE yUpekKICHUS (OpraHU3aIun))

KYPHAJI

Perucrpanum HEeIPaBUWJIbHO BBINMNCAHHBIX PECNITOB

No | lara | HammenoBanue ®.N.0. | Conepxanue | Hapyme- | [Ipunsteie ®.1.0.
/o Je4eOHO-TIPO- Bpaua peuenta HUs Mepbl crenuannucTa
(bMIaKTH4ECKOTrO anTeyHoOro
YUPEKACHUS YUPEKACHUS
(opranmu3anun)
1| 2 3 4 5 6 7 8
IIpumeuanue.

Nudopmanus o HapylieHUsIX B BBIMUCKE PELIETITOB JOBOJUTCS 10 CBEICHUS
PYKOBOJMTENSI COOTBETCTBYIOIIETO JIEYEOHO-MPOPUITAKTUYECKOTO YUPEKACHUS HE
pexe ueM 1 pa3 B mecsll.




[Tpunoxenune Ne 5
K [Topsiaky oTIycka JeKapCTBEHHBIX CPEJICTB,
YTBEPKJACHHOMY MPUKA30M
MuHKCTEepCTBA 3IpABOOXPAHEHUS
Y COLMAIIBHOTO pa3BuTUs Pocculickont denepanuu
OT No

Curnartypa*

HaszBanue oprasa yrpasieHuUs
3IPAaBOOXPAHEHUEM UJIU
(dhapMaleBTUYECKOM JIeITEIHLHOCTHIO
cyobekTa Poccuiickoii denepannu

HanmenoBanue uin Ne aniTeUHOTO YUPEHKACHUSA (OPTAHUBAIINH) ....ovvveenvveeenrreenenennns
....................................... PemenT NO ..o
D.J.O. ¥ BOBPACT OOTTBHOTO ....evveeeeviieeeiiieeeeiereeeeetreeeeeseeeessseeesssssesesssseeessssesesnsssees

.....................................................................................................................................
...............................................

.....................................................................................................................................
.....................................................................................................................................

.....................................................................................................................................
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JLATA ©ovvveiiicceeeeee e,

* Jlns mOBTOpEHHUs OTIyCKa JIEKAPCTBEHHOTO CpeacTBa TpeOyeTcsi HOBBIN
peuent Bpaya.

[Ipumeuanue.
Curnarypa nomxHa umeTh pazmep 80 Mm x 148 MM U MOJOCY KEATOrO LIBETA
HIUPUHOMN HE MeHee 10 mM.



