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TlosicHurenbHas 3anuUcka
Pabouass mporpamma «OpraHusanus XpaHEHHs, y4deTa MW OTINyCKa JIEKAPCTBEHHBIX

npenapaToB B MEAWLMHCKUX OPTaHM3aLUAX, MMEIOLINX JIMLEH3HI0 Ha (hapMaleBTHUECKYIO
IeATeNbHOCTh» pa3paboTaHa B coorBercTBuM ¢ Ilucemom Munsnpascoupassutust P® ot
30.08.2010 N  16-1/10/2-7641 «O  HampaBleHHH  MPOrPaMMbl  JOIOJHHUTEIHHOTO
npoeCCUOHANTLHOTO  O0pa30BaHUS CPENHUX MEAWIMHCKUX pPa0OTHUKOB, padoTarommx B
000COONEHHBIX MONPA3ACTICHUSAX, MEIULMHCKIX OPTaHU3aLUSAX, PACIIONOKEHHBIX B CEIBCKHX
MOCEJIEHUSIX, B KOTOPBIX OTCYTCTBYIOT anTeUHbIE OPraHU3aLUNy, TPeOOBAHUSMH HOPMATHBHOU
IOKYMEHTALNH, PErJIAMEHTHPYIOLIEH AEATENbHOCTh CHENMATINCTA, 3aHUMAIOMIErO JOJDKHOCTh
denbamepa @AIL B KOTOPHIX OTCYTCTBYIOT allTEYHbIE OPTraHU3ALINH.

IIpn paspaborke paboueli mporpammbsl y4dTeHBl NHpodeccHOHa bHBIE TPEOOBAHUS IO
CTIEIUATBHOCTH «JleueOHnoe nmenmo». OmpeneneH oO0beM 3HAHUH, YMEHHUH W HABBIKOB,
HEOOXOUMBIX CIEIHANCTY CPEIHEro 3BeHa, paboTaromemMy B 000COOIeHHBIX MOIPa3AEICHUSIX
PACIIONIOKEHHBIX B CENTBCKUX MOCEJEHUSAX B KOTOPBIX OTCYTCTBYIOT aNT€YHbIE OPraHU3aIHH.

Lenpto TemaTndeckoro ycosepiueHcTBoBaHus (enpamepos PAII sBisieTcss MOBBILIECHUE
TEOPETUYECKHIX 3HAHUHN U MPAKTHYECKUX HABBIKOB 1O (hapMauuu. B mporpammy Teopernyeckux
3aHATUH BKJIFOYEHBI BOIMPOCHI 3aKOHONATENBbHBIX akTOB P® 00 oxpaHe 370pOBbsS IpaKAaH U
COOTBETCTBYIOLINE AMPEKTUBHBIC IOKYMEHTHI, 3HAHHE OCHOB 3aKOHOAATENbCTBA B 00JACTH
JEKapCTBEHHOro olecrnieueHnss HaceneHuss P®, 3HaHWA HOMEHKJATypbl COBPEMEHHBIX
JIEKapCTBEHHBIX (POpPM, MOPSAKA MX XPAHEHHs], OTIIyCKa, MPEAMETHO-KOJIMYECTBEHHOIO yYeTa,
TEXHOJIOTUH OTIIyCKa pEHenTypHbIX U Oe3pelenTypHbIX JIEKAPCTBEHHBIX IPENaparos,
JOKYMEHTAINH X035HCTBEHHO-(DIMHAHCOBOM eI TEILHOCTH. B KOHIIE Kypca MPOBOAUTCS 3a4eT 1O
BCEMY y4eOHOMY MaTepuay.

OO1iee KOMM4YEeCTBO YacOB 72 U3 HUX TEOPHH 64, IPAKTHKH 8.



I OBIIAA XAPAKTEPUCTHUKA TPOI'PAMMBI

I.1. Leny oOyueHus:: npuoOpeTeHHe TEOPETHUYECKUX 3HAHUH W MPAKTHYECKUX
HABBIKOB 110 OPraHU3aLMH XPAHEHHUS, YI€Ta U OTITyCKAa JIEKaPCTBEHHBIX NPENapaToB.
Kareropust oO0yuaembIX: JHIa CO CPEAHIM METULIMHCKIM 00pa30BaHUEM.
[IponomxuTenbHOCTE OOyUeHus: 72 yueOHbBIX Haca.

dopma oOyueHHs: OUHasi, OUHO-3a04HAS, C JIEMEHTAMU AUCTAHIIMOHHOTO OOyYeHUsI.

1.2 TpeGoBaHus K pe3y/jbTaTaM 00y4eHHUs!

Crenanuct, npomenmuii o0yueHrne Ha Kypce JOJDKEH 3HATh U YMETh:

1. OOmue 3HaHUS:

- 3aKkoHomarenbHble akThl P® 00 oxpaHe 300pOBbA TPaKOaH U COOTBETCTBYIOIIHE
OUPEKTUBHBIE JOKYMEHTBI.

- 3aKOHOMATEJbHbIE U HHbIE HOPMAaTUBHBIE NpaBoOBble akThl Poccuiickoil Penepauumy,
npukasel Munsapasa Poccun u Munsapascoupassutust Poccun, pernaMeHTupyromue npasuia
XpaHEHUs, ydyeTa U OTIYCKa JIEKAPCTBEHHBIX MPENapaTroB, JIEKAPCTBEHHOIO PACTUTEIBHOIO
CBIPbsI, OXpaHy OKPYKAIOLIeH Cpenbl, CAHWUTAPHBIH PEKUM W TEXHUKY Oe30macHOCTH, 00
AAMUHUCTPATUBHOMN U YIOJIOBHON OTBETCTBEHHOCTH 34 UX HAPYIICHMUS.

- OCHOBBI 3aKOHOIATENIbCTBA B 00JIACTH JIEKAPCTBEHHOTO oOecredueHust HaceneHus: P@;,

- 3HaHHE€ HOMEHKJIATYPbl COBPEMEHHBIX JIEKAPCTBEHHBIX (HOPM,

- 3HAHME HOMEHKJIATYPBbl, MOPSAKA XPAHEHUSI U OTIIyCKa JIEKAPCTBEHHOIO PACTUTENBHOIO
CBIPBA;

- IOPSAAOK MPEIMETHO-KOJNYECTBEHHOI O YU€eTa JIeKaPCTBEHHBIX NIPENapaTos,

- OTIYCK TOBAPHO-MAaTEPHUAIBHBIX LICHHOCTEH B MEULIMHCKUX OPTaHU3aLUsAX;

- XpaHEHHUe JIEKAPCTBEHHBIX NPENapaTos,

- TEXHOJIOTHUS OTIYCKa PELENTYPHBIX 1 O€3peLenTyPHBIX JIEKAPCTBEHHBIX MPENapaToB;

- CUCTEeMa YYeTHOH MH(GOpPMALMH, BUIbI yU€Ta U YUETHbIE H3MEPUTEIH,

- TOKYMEHTaLHUs X035 HCTBEHHO-(DMHAHCOBOH IESTEIbHOCTHY,

2. O0mme yMeHHUS:

- PaLlMOHAJILHO UCMOJIB30BaTh PECYPCHI JIEKAPCTBEHHON OMOLIY,

- OpPraHU30BbIBAThH B3aUMOAEHCTBUE C MOCTABIINKAMU,

- obecrneunBaTh CHCTEMY B3aUMOJACUCTBHS C AIITEUHBIMH YUPEKICHUSIMHU,

- paboTaTh ¢ OpraHU3aLUOHHO-PACTIOPSIUTEIBPHON TOKYMEHTALINEIH;

- OPraHU30BaTh XPAHECHUE JICKAPCTBEHHBIX MPENAPATOB U JICKAPCTBEHHOTO PACTUTEIBHOIO
CBIPBSI B COOTBETCTBHUH ¢ TPeOOBAHUSMU HOPMATHBHOM JOKYMEHTAIIUH,

- ONpEAESSATh PAalMOHANbHBIE YCIOBUS MPUEMa JICKAPCTBEHHBIX IMPENapaToB U OKa3bIBATh
KOHCYJIbTaTUBHYIO MOMOIIb NALMEHTAM PA3JUYHbIX BO3PACTHBIX TPYIIIL,

- obecrneunBaTh B MENUIMHCKUX OPTaHM3AIMSIX CAHUTAPHBIM PEKUM TMPU XPAHEHHU U
HCTIOJIb30BAHUH JICKAPCTBEHHBIX NMPENAPATOB U JICKAPCTBEHHOIO PACTUTENBHOTO ChIPBS,

- TIOJNBb30BAaTbCA HOPMATUBHOW JOKYMEHTALMEW, METOAUYECKUMH MaTepuajaMu U
WHCTPYKLUSMH O XPAHEHUIO, YY€Ty, OTHYCKY U MPUMEHEHHIO JICKAPCTBEHHBIX MPENapaToB U
JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPbS,

3. CneuunanabHbIe 3HAHUS:

- MpaBMJIa OTIYCKA PEHENTYPHBIX U O€3peLeNnTyPHBIX JEKAPCTBEHHBIX MPENapaTos,;

- mpaBwia OQpOPMJICHHS] TOTOBOPOB MEXKIY AaNTeKOH W MEIUIMHCKON OpraHu3alue,
TUMOBBIX  JOTOBOPOB 00 WHIMBHIYAJNBbHOW MaTepPUANIbHOH  OTBETCTBEHHOCTH  MEXKAY
MEIUIMHCKUMHU PabOTHUKAMU W anTEYHOH OpraHu3aluel, JOBEPEHHOCTEH Ha MEIULIMHCKUX
pabOTHUKOB, HaKJIaTHBIX-TpeOoBanuii (Gopma M-11);

- OpraHMu3aLys S3KCTPEHHON MEANKAMEHTO3HOM Tepanuy,

- OpraHu3auus JEKapCTBEHHONW MOMOINM B paMKax rOCYJapCTBEHHBIX FAPAaHTHUH, a TakKe
JBTOTHOTO 00eCTeueHHsI OTAENbHBIX KATerOPHA MpakaaH.

4. CnenMajbHble YMEHMUST:
- COCTaBJICHHE 3asIBOK;



- OCYHECTBJICHUEC KOHTPOJIA 3a MPABUJIBHOCTBIO BEACHUA MGHHHHHCKOﬁ AOKYMECHTALlUKU B
CTPYKTYPHBIX MOAPA3ACICHUSAX MEAULIMHCKON OpraHu3aluy;

- dHAJIM3 MHCTPYKLUHU K IPUMCHCHHIO JICKAPCTBCHHBIX NPCTIapaTOB,

- UCTIOJIb30BAaHUE HOPMATHUBHBIX JOKYMEHTOB, PETJIAMEHTUPYIOINX (hapMaleBTUIECKYIO
IesTeIbHOCTD;

- KOHCYJIbTUPOBAHHE HACEJIEHUs MO BOMPOCAM NMPUMEHEHMs JIEKAPCTBEHHBIX PACTEHHUN U
¢duTomnpenapaTos.

e Cneuuanaucr, npomeamuil o0yueHue Ha Kypce, 10JKeH 3HATh H YMeTb:

- 3aKoHOJaTeNbHbIe akThl PD 00 oxpaHe 310pOBbs rPakaH U COOTBETCTBYIOIINE TUPEKTHBHBIC
JOKYMEHTBHI.

- 3aKOHOJATENIbHBIC U MHBbIE HOPMAaTUBHBIE NPaBOBbIe akThl Poccuiickoit denepaunu, NpuKasbl
Munsapasa Poccun u Munsapascoupassutus Poccuu, perinamMeHTUpyoIue NpaBuiia NPUEeMKH,
XPaHEHUs], yueTa U OTIYCKA JIEKAPCTBEHHBIX IIPENapaToB, JEKAPCTBEHHOIO PACTUTENBHOTO
CBIPbsI, MEIULIUHCKUX M3/EIHiT; 00 aIMUHUCTPATUBHON U YTOJIOBHOW OTBETCTBEHHOCTH 32 MX
HapyLIEHUs.

- OCHOBBI 3aKOHOZATEIbCTBA B OOJIACTH JIEKAPCTBEHHOTO obeceueHust HaceneHus PO,

- IOPSAAOK MPEIMETHO-KOJNYECTBEHHOIO Y4€Ta JICKAPCTBEHHBIX NIPENaparTos;

- OTIIyCK TOBAPHO-MaTE€PUAJIbHBIX LIEHHOCTEH B MEAULIMHCKUX OpPraHU3aLUsX,

- XpaHEHHUe JIEKaPCTBEHHBIX MIPENaparos,

- TEXHOJIOTHUSI OTIYCKa PELENTYPHBIX U O€3peLenTyPHBIX JIEKAPCTBEHHBIX MPENapaTos;

- JOKYMEHTALHsI X035HCTBEHHO-(DPMHAHCOBOH AEATENbHOCTHY,

- PaLMOHAJIBHO UCIMOJB30BATh PECYPCHI JIEKAPCTBEHHON OMOLIY,

- OPraHU30BbIBATb B3aUMOAEHUCTBUE C MOCTABIIUKAMU,

- obecnieuynBaTh CUCTEMY B3aUMOAEHCTBUS C aITEUHBIMHU YUPEKICHUSMUY,

- paboTaTh ¢ OPraHU3aMOHHO-PACTIOPSIUTENBHON TOKyMEHTALUEH;

- OPraHU30BaTh XPAHECHUE JIEKAPCTBEHHBIX MIPENApPaTOB U JIEKAPCTBEHHOI'O PACTUTEIBLHOIO
CBIPbsI, MEIULIUHCKUX M3/IE€IHI B COOTBETCTBUH C TPEOOBAHUSIMH HOPMATHBHOM TOKYMEHTALINHY,
- obecnieuynBaTh B MEAULIMHCKUX OPTaHU3ALUSIX CAHUTAPHBIA PEKUM MTPH XPAaHEHUH U
WCIIOJIb30BAHUU JIEKAPCTBEHHBIX NPENapaToB U MEIULIMHCKUX U3EIIH,

- IOJIb30BAThCS] HOPMAaTUBHOM JOKYMEHTALUEH, METOIUYECKUMHU MaTepPUAIaAMU U UHCTPYKLUSMHU
[0 XPAHEHUIO, yU€eTy, OTIYCKY U MPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaTOB U MEAULMHCKHUX
W3JIEITHIL,

- IPaBHJIA OTITYCKA PELENTYPHBIX U O€3peLenTypPHBIX JIEKAPCTBEHHBIX MPETapaToB;

- mpaBuiIa OQOPMIICHHSI TOTOBOPOB MEXKAY aNTEKOH U METUIIUHCKON OpraHu3alueil, THITOBBIX
IOrOBOPOB 00 MHAMBUAYAIBHON MaTepHAIbHONW OTBETCTBEHHOCTH MEKAY METUIIMHCKUMU
paOOTHUKAMU M aNTEYHOH OpraHu3auuei, TOBEPEHHOCTeH HA MEANLIMHCKUX PaOOTHUKOB,
HAKJIQIHBIX -TPEeOOBAHMIA,

- OPraHM3aLUs JJEKAPCTBEHHON MOMOIIH B paMKaxX FOCYAAPCTBEHHBIX FAPAHTHI, & TAKXKE
JBIOTHOTO 00ECHeUeHHsI OTENbHBIX KaTerOpUil rpakIaH.

- COCTaBJICHUE 3a51BOK;

- OCYILIECTBJICHUE KOHTPOJIS 33 MPABUIBHOCTBI) BEICHNsI MEIULIMHCKON JOKYMEHTALlNU B
CTPYKTYPHBIX MOAPA3AEIECHUAX MEAULIMHCKON OPTaHU3aLuY,;

- aHAJIU3 UHCTPYKLMU K NPUMEHEHUIO JIEKapCTBEHHBIX NPENapaTos,

- ICTNIOJIb30BAHNE HOPMATHUBHBIX JOKYMEHTOB, PETJIAMEHTHPYIOIINX (hapMaLleBTHIECKYIO
NEsITEeJIbHOCTD.

1.3 /lokymMeHT, MoJIy4aeMblii CJOIymIaTe/ieM Mo OKOHYAHHIO 00y4eHHsI: YIOCTOBEPEHHUE O
ITOBBIINICHUHN KBaJ'II/I(I)I/IKaLII/II/I



2. VUEBHBIN TUTAH U YUEBHO-TEMA TUUECKUU TUJIAH
Kypca nosbimenust kBanndpukanun « OpraHusanst XpaHEeHHs, yueTa U OTITyCKa JIEKaPCTBEHHBIX
npenapaTOB B MCOAUIMWHCKUX OpFaHI/ISaLII/ISIX, NMCHOIIUX JIMLCH3UK Ha (I)apMaLIeBTI/ILIeCKyIO
ACATCIIBHOCTB»

2.1 YUEBHBIM ITJIAH

N |Haumenosanue pasnenos Bcero uacos Teopus | JIII3

n/m

1 YnpasieHue U SKOHOMHKA papMaluu 44 36 8

2 DapMakoJIorus 12 12 -

3. | ®apMaueBTHYECKAs TEXHOJOTHS 10 10 -

4 3auer 6 6 -
Bcero yueOHBIX 4acoB 72 64 8

YUYEBHO-TEMATHUYECKHWH IJIAH

N HaumeHnosanue pa3nenos U TeM Bcero | Teopus | JIIT3
n/n 4acoB

1 YnpasieHue v 5JKOHOMUKA (papmannu 44 36 8
1.1. I'ocynmapcTBeHHOE peryninpoBaHue OTHOIIEHHH B cepe 12 12 -

oOpawenus nekapcrBeHHbIX cpencts (JIC) u nznenuii
MenuiuHCeKoro HasHaueHus (MMH)

1.1.1. HopwmaTuBHBIE TpaBOBbIE JOKYMEHTHI B 000pOTE 2 2 -
JIEKAPCTBEHHBIX PENapaTOB.
1.1.2. I'pynmsbl 1ekapCTBEHHBIX MPENapaToB U NPaBUIIa UX 4 4 -

BBIMUCKU (O(pOPMIIEHUS), XPAHEHHS, YI€Ta U OTYETHOCTH.
OxpanHHble MEPONPUATHS U TPeOOBaHMS K 000PYIOBAHHIO
U TIOMEIIEHHSIM.

1.1.3. [JlekapcTBeHHOE OOecrieueHHE CTAIIMOHAPHBIX U JIbTOTHBIX 6 6 -
Kareropuii OoNbHBIX. J[OroBOpHbIE B3aUMOOTHOIIEHHS
MEXy alnTeYHbIM YUPEXKIEHUEM U MEULIMHCKOU
OpraHu3aluen, KOMJIEKTUBHAS MaTepUaIbHAs

OTBETCTBEHHOCTD.

1.2. Pacuer norpeGHOCTH B (hapMaLeBTHUECKOH MPOAYKLIUH, 4 4 -
dbopmMupoBaHHE 3a5BOK, 3aKa30B, MOCTABIIUKH U HX OLIEHKA

1.3. Y4er u OTYETHOCTD 14 10 4

1.3.1. JIokymeHTanus 1o y4eTy U OTYETHOCTH Ha BCEX 3Tamnax 8 6 2

IBWKEHUs (papManieBTHIECKOH MPOAYKIIMU B
MEIULIMHCKON OpPraHu3aLyu; JOTOBOP MEXKAY allT€YHON
OpraHu3aluen U MENULIMHCKON OpraHu3anuei, THIIOBO!
JOroBOP 00 MHIUBUIYAJTbHONW MaTepHATbHON
OTBETCTBEHHOCTH MEXKAY METULIMHCKIMHU PaOOTHUKAMH U
anTeYHOW OpraHu3auuel, JOBEPEHHOCTb HA MEAULUHCKOTO
paOoTHHMKA, BBITAHHAS B MEIULIMHCKON OpraHu3aluy,
HakjanHas-TpedoBanue (popma 11)

1.3.2. | Yder nexkapCTBEHHBIX NPENapaTOB U APYTHUX 6 4 2
MaTepHaJbHbIX IEHHOCTEH B MEIULIMHCKIX OPTraHU3alHsIX
3/IPaBOOXPAHEHHs], COCTOSILINX HA TOCYJapPCTBEHHOM
oromxere. TpeboBanust k 000PYIOBAHUIO U IOMEIEHUSM
IUISL XPAHEHUS JIEKAPCTBEHHBIX MPENapaToB.




1.4.

I'ocynapcTBeHHas cucTeMa KOHTPOJIsSI Ka4eCTBa,
s dexrusnocTH U 6e3omacHocTr JIC. [IpueMouHbIit

KOHTPOJIb. JIOKyMeHTaLus1, MOATBEPKAAOIIAs Ka4eCTBO
JIC.

14

10

1.4.1.

IIpaBuna OTIyCKa JIEKAPCTBEHHBIX MPEMapaToB OONBHBIM U
yueT ux pacxona. PenenTtypHslil u 6e3penienTypHbIi
ornyck. [lopsanok ocymiecTBIeHNs IEKapCTBEHHBIX
npenaparos no OHJIC.

1.42.

3akoHonatenscTBo PD B 00acTu obecneueHus
CaHUTAPHO-3MUIEMHOJIOTHYECKOT0 OJ1arononyyust
HaceJIeHHsI: paBa, O0sI3aHHOCTH M OTBETCTBEHHOCTH 110
o0ecreueHHI0 CAaHUTAPHO-3MTHIEMHOIOTHYECKOTO
Onarononyuuns norpedurenei papMaleBTHUECKON
MPOAYKLIHH

1.43.

QanbcupUIUPOBAHHBIE U HEJOOPOKAYECTBEHHBIC
JIEKAPCTBEHHBIE TPEMapaThl, CIIOCOOBI OOHAPYKEHUS,
MOPSIZIOK CIHCAHUS U BO3BpATa.

dapmMakonorus

12

12

2.1

CoBpemenHble pobsieMbl (hapMaKkOJIOTHH

22

HYTI/I BBCACHUS JICKAPCTBCHHBIX MPETIAPATOB.
BcacbiBanue, pacnipenenenue, IeNOHUPOBAHUE,
ouorpanchopmanmsi, MeTabOJIH3M JIEKaPCTBEHHBIX
MpernapaToB B OpraHu3Me. 3aBUCUMOCTb
bapmakoTepaneBTHIECKOTO 3 deKkTa OT CBOHCTB
JIEKAPCTBEHHBIX NPENApaTOB U YCIOBUN UX NPUMEHEHUSI.

23.

Jlokanuszauusi 1 MEXaHU3MBbI AEHCTBUSA JEKAPCTBEHHbBIX
MPEnapaToB Ha MOJICKYJISIPHOM, KJIETOYHOM, TKAHEBOM U
OpraHHOM YpOBHe. MUILIEHU 1J1s1 AEHCTBUS BEIIECTB,
obnanaromux GapMakoIOTHUECKONH aKTUBHOCTBIO:
perenTopbl, HOHHBIC KaHAJIbI, (EPMEHTHI, TPAHCIIOPTHBIC
CHUCTEMBI, F'eHbl. B3auMonencTBre IeKapCTBEHHBIX
MPENnapaTosB.

2.4.

PannonanbHOE UCNIOB30BAHUE JIEKAPCTBEHHBIX
npenapatoB. MakToOpkl, BIUSIOIINE HA AEHCTBUE
JIEKAPCTBEHHBIX MPENapaToB.

2.5.

IIpenynpexxnenue u KOppeKLUs OTPULIATEIBHOIO
JEHCTBHSI JIGKAPCTBEHHBIX MPENapaToB.

q)apMaLIeBTI/ILIeCKaﬂ TCXHOJIOTUA

10

10

dapmaneBTuueckue GaKTOpPbl U UX POJIb B
TEpPANeBTUYECKON aKTUBHOCTH JIEKAPCTBEHHBIX
penapaToB

3.2.

Hosble siekapcTBeHHbIE (OPMBI TPOMBILIIEHHOTO
MPOU3BOACTBA (MUKPOKAIICYJIbI, JIMTIOCOMBI, MATPHULIBI U
Ip.) ¥ YCIOBHUS MX IPHUEMA.

3.4.

Bospacrtabie nekapcrBennblie popmelr. OcobeHHOCTH
OTIIyCKa U PallMOHAJIBHOI'O IPUMECHCHHA OJCTCKUX U
repuaTPUYECKUX JEKAPCTBEHHBIX (POpM.

Sauer

Bcero yueOHbIX yacoB

72

64




COJIEP’)KAHUE YUEBHOM ITPOI'PAMMBI
1. ¥YnpasaeHue H 3KOHOMHKA (papmannu

1.1. TocynapcTBeHHOE peryInpoBaHUe OTHOLICHUN B cepe oOpalneHus JeKapCTBEHHBIX
cpencts (JIC) n m3penuii menuumuackoro HazHayennst (MMH)

Konnenums  ¢apmaueBtudeckoii  momoum.  OTIMYATENbHBIE  YEPThI  CHCTEMBI
bapmaneBrnueckoii momormu. OCHOBHBIE MOACHCTEMBI (papmaneBTHdeckoil momomu. IlorsaTus
"obpamenue JIC", "hapmaneBTudeckas 1esTEIbHOCTD" .

dopmanbHBIE HHCTUTYTBL, CO3JAIOIIME 3aKOHONATEJIbHO-NPABOBYID OCHOBY TapaHTHH
okazaHms (apmaneBTryeckoll nmomornu. OCHOBHBIE MPHHLUIBI OXPAHbI 3I0POBBSI POCCHICKIX
rpakaad. CTpyKTypa HMHCTUTYLHOHAJIBHOW cpenbl (PapMaleBTHUECKOro pbIHKA (MHCTUTYTHI,
opranuzauyn). PopManbHble HHCTHTYTHI (hapMalleBTHUECKOTO PhIHKA BTOPOTO YPOBHS: oOImee
npaBo, (QenepanbHbIE 3aKOHBI, NMPHUKIAIHBIE CTaHAAPTHI (OTpacieBble CTAHAAPTHI, MPHUKA3HL,
pACTIOpSKEHUS, METONMYECKHE yKa3aHHs). TpeOoBaHUs, NpenbsSBIsieMble K OpTraHU3ALMsM,
3aHMMAIOIIHUXCSI JIGKAPCTBEHHBIM OOECTIeUeHHEM HaceNieHHst, 1o cobmoaennto 3akoHos P® "O
JeKapcTBeHHbIX cpeactsax”, "O 3amute npas notpedurens”, Ocra "O npaBuiax opraHU3alMuu
posanuHOil Toproenu JIC", HopMaTuBHBIE aKThl, yTBEPIKOAIOIINE MEPEYHH OCHOBHBIX TPYIII
JIEKapCTBEHHBIX MPENapaToB, CTOSIINX HA MPEIMETHO-KOJINIECTBEHHOM YUETe.

Opranbl ynpaBieHus: (papMameBTUYeCKoi cny:k0oil. YpoBHu ynpaeieHusi. CTpykTypa
ynpasienusi. OcHoBHbIE QYHKINH (penepanbHbIX Ciy>KO U areHTCTB.

®dapmalieBTHYECKas! 3TUKA U JeOHToNOorusA. OCHOBHBIE MOJIOXKEHUS "ITUUECKOro KOoAeKca
poccuiickoro ¢papmatieta”. CoBpeMeHHbIe TpeOOBaHUS K (hapMaLIeBTHUECKUM CIEIIUATUCTAM.

JlekapcTBeHHOE OOecreueHne CTAllMOHAPHBIX UM JIBFOTHBIX KaTeropuil  OOJBHBIX.
JIOrOBOpHBIE B3aUMOOTHOIUEHHUS] MEXKIy alTeUYHbIMU YUYPEXKISHMSIMH W MEIULUHCKIMU
OpPTaHU3ALISIMIL.

Opraamauus padotsl o0ecriedeHnst JeKapCTBEHHBIMHU NpenapaTaMyu HaceneHus. Monenu
B3aUMOJECUCTBUSL ~ MEAULIMHCKUX  OpPraHU3alui W OpraHu3aluii,  OCYLIECTBJISIOIINX
bapMareBTHUECKYIO AesTenbHOCTh. Llenmn u 3amaun  apManeBTHUECKOro O0OCTy KMBaHUS
HaceJieHnsl. XpaHeHHE TOBAPHO-MATEPHUAJbHBIX LIEHHOCTEH B MEIULWHCKHX OPTaHU3aLUsX.
dopMupoBaHUE 3as8BOK, 3aracoB, OPraHHU3alMs NEePCOHU(PHUIIMPOBAHHOIO yd4eTa OONBHBIX U
JIEKapCTBEHHBIX NPENapaToB.

[Topsinok TMpeaMETHO-KOJIMYECTBEHHOIO y4eTa JIGKAPCTBEHHBIX IMpenapatos. [ pynmsl
JIEKapCTBEHHBIX MPENapaToB, MOAIEKAIINX PEIMETHO-KOJINIECTBEHHOMY YUETY.

Coznanue popMmyssIpHBIX crUcKoB. PopMysipHast cuctema, ee CTpykrypa. Kputepun u
TpeOOBaHUS, TPENBSABISIEMbIE MPH OTOOpPE JIEKAPCTBEHHBIX IPEMapaToB sl BKJIOYCHHS B
(bopMyJIsSIpHBIE CITHCKH.

1.2. Pacuer morpebHOCTH B (papmManeBTHYECKON mnpoaykuuu, (GpopMHpPOBaHUE 3asIBOK,
3aKa30B, MMOCTABIINKU U UX OLIEHKA

OTnyck TOBapHO-MaTepUAIbHBIX LIEHHOCTEH B MEAMUMHCKHE opraHuzanmu. OdopmieHue
TpeOOBaHMI HA MOJYYEHHE U3 AlITEYHbIX OPTaHU3AIMi TOBAPHO-MATEPHAIBbHBIX LIEHHOCTEH.

VYnpasnenue ToBapoasmkenueM. [Ipoueaypa u kputepuu BbIOOpa MOCTAaBINMKA. MeTombl
NPOTHO3UPOBAHUS CObITA. DKCIEPTHAS OIIEHKA PadOThI MOCTABIIUKOB.

ITopsimok pasMeIneHus] 3aKa30B Ha TOCTaBKH JIGKAPCTBEHHBIX IPEMapaToB ISl HYXKI
MEIUIUHCKUX opranusanuii. HopMaTiBHas mpaBoBasi periiaMeHTalusl MPOBENCHUST KOHKYPCOB,
ayKLHMOHOB, 3ampoca KOTHPOBOK Ha  (papmaueBTHdeckoM  poiHKe.  CpaBHUTENbHAS
XapaKTEPUCTHKA U TAPAMETPBI CPABHEHHSI METOJIOB ITPOBEACHUS 3aKyTIOK.

1.3. Yuer u oTHUETHOCTD

Opranuzanus paboThl aNTEUHBIX OPTAHM3AIIHIA 1O OTIYCKY TOBApOB

Bunbl oTniycka TOBapoB M3 anTeYHbIX OopraHu3anui. OpraHuzanus U OCHaIleHHue pabounx
MecT. J[BrKeHHe TOBapOB alTE€YHOTO ACCOPTUMEHTA B aITEKE.

TexHomorust  OTIyCKa pELENTYPHBIX JIEKAPCTBEHHbIX  mpemapartoB. [lpouenypa
(bapmaneBTHUECKON 3KCIepTH3bI perenta. @opMbl peleNTyPHBIX OJTaHKOB, UX MPETHA3HAUYCHUE.
Kareropuu O0NbHBIX, IMEIOIIUX MPABO Ha OECIUIATHOE MOJNyYeHHE JISKAPCTBEHHOIO TMpernapara.
Tpebosanust k odopmienuto peuentoB. Cpoku XpaHeHus perentoB. I[lopsimok ormycka
PELENTYPHBIX JIEKAPCTBEHHBIX MPEIapaToB.



ITopsimok  Ge3peLenTypHOro OTIyCKAa JIGKAPCTBEHHBIX —IpemaparoB. TpeboBaHus,
NpeabsiBisieMble K JIEKAPCTBEHHbIM IIpernapataM Ipu BkJIOYeHMM ux B IlepedeHs
JIEKapCTBEHHBIX IMPENapaToB, OTIyCKaeMbIXx Oe3 penenta Bpada. OCHOBHBIE NPUHIIUIIBI
BaJICOJIOTUH.

IIpaBuna Toprosiy TOBapaMu, pa3pellieHHbIMH K IPOJaKe B allTE€YHBIX OPraHU3aLMsIX.

Opranmzanys CHCTEMBI y4eTa Ha (papMaleBTHI€CKOM TOPTOBOM MPEANPUATHH

Cucrema yuernolt uapopmaunu. Bunbl yuera u yaerHbie umepureni. OUHAHCOBBIN yUeT.
VYnpasneHdueckuil yder. byxrantepckuii y4uer.

HopmaTnBHO-TIpaBOBOE peryJupoBaHHe, 3aJadyd W NPUHLUIBI OyXrajTepcKoro y4era.
YpoBHH perynupoBanus yuera. OObeKTbl OyXTaiTepCcKoro yuera u ux kiaccupukanus. MeTosl
y4deTra U OT4eTHOCTH. POpMUPOBaHHE YUETHOM MOJUTHKH.

Yder ocHOBHBIX cpeacTs. Kiraccudukarust OCHOBHBIX CPENCTB.

VYuer HeMaTepuaIbHbIX aKTUBOB.

VY4yer MaTepualbHO-NPOU3BOJCTBEHHBIX 3aMaCOB. AHAIUTUYECKUN U CUHTETUYECKHUN y4eT
IOBWKEHUsST TOBapoB. OnepaTHBHBIN M OyXranTepckuil ydeT ToBapoB. J{OroBop KyIUIH-IIPORAKH.
IIpuemka TOBapOB.

Ortanel  peanu3anuu  LeHOBOW noyutuku. Llenn  umenooOpasoBanms.  Cucrema
neHooOpasyromux (pakropos. Pakropsl cpensl. [IpenenbHbie onToBble HanOaBku. CTPyKTypHas
MOJieJlb KOHKypeHLMHU. THumbel ppIHOYHON KOHKypeHLMH. PakTopbl CIpoca U MNPEeANIOKEHHS.
LleHoBBIE CTpaTeruu W MeTOnbI LieHOOOpazoBaHUs. OCHOBHBIE BHIBI CKUAOK. [IpuxonmHbie H
pacxoniHble TOBapHbIe onepanuu. CTpyKTypa PO3HUYHON pealn3alliy anTedHON OpraHu3aLiu.
Peanmszauus ToBapoB noTpeOUTEIsIM (KOHEUHBIM, HHCTUTYLIUOHAIIBHBIM).

Yder neHexXHbIX CpencTB U pacueroB. OpraHu3anis HAJIMYHOTO ACHEKHOTO OOpaIleHus.
JIoroBop 0 MaTepHaNbHONW OTBETCTBEHHOCTH. JlOKyMeHTanbHOE odopmieHne. PopMbl pacyeToB
(MaTeXHBIMU MOPYUEHHUSIMH, TI0 AKKPEIUTHBY, YEKAMH).

OpraHuzauus OTIyCKa JIEKAPCTBEHHBIX IIPeNapaTtoB B YCIOBUSX MEAUIIMHCKHUX
OpTaHU3aLMH, UMEIOIIUX JIMLEH3UH Ha (PapMaLleBTHYECKYIO AESITEIbHOCTD

TpeboBanust © yCIOBHA  OCYINECTBJICHUS  (apMaLEBTHYECKOW IESITEIbHOCTH B
MEIMLMHCKUX OpraHuszauusax. JIuieHsupoBaHWe MEOULMHCKUX OpraHU3alUil Ha MpaBo
OCyLIECTBIICHHS (papMalleBTHUECKOH HEATEIBHOCTH B OOOCOOJEHHBIX MOIPA3IENICHUSX,
PACMOJIOKEHHBIX B CEJIbCKUX IOCENIEHUSAX, B KOTOPBIX OTCYTCTBYIOT alTe€uYHble OpPraHu3aLiu.
HopmaruBHoe obecrieueHue nesTenbHOCTH. Pa3paloTka W yTBEp)KAGHHE CTaHAApPTOB
KOMILUIEKTOBAHUSI HEOOXOIUMBIM  OOOpYIOBaHMEM W TOPSAOK padoThl  MEOUIIMHCKUX
opranuszaimii. IIpaBuna pO3HMYHON TOPrOBAM JIEKAPCTBEHHBIMM Ipenaparamu. llepedenp
peann3yeMbIX JIEKapCTBEHHbIX MpemnapaTroB. KOHTponb ycioBHH XpaHeHUs M MOpsSAKa
o0ecriedeHns1 Ka4eCTBa JIEKAPCTBEHHBIX MPETapaToB.

1.4. TocynapcTBeHHasi CUCTeMa KOHTPOJIsS KadecTsa, 3¢ dexrusHocTh U Oe3onacHocTh JIC

I'ocynapcTBeHHOE peryiupoBaHMe KadecTBa MPOAYKLUUH U yciayr. Bunbl HOpmaTuBHOMN
OOKYMEHTAllMM MO CTaHfapTu3auuu. TpeOoBaHMs, TMpenbsSBIAEMble K OpraHU3aLMsM,
3aHMMAIOIIHNXCS JIEKAPCTBEHHBIM O0ECIeueHneM HaceleHus, 1o coomonenuto 3akoHa PP "O
3aIuTe TpaB nmorpedureneit”.

TexHUUeCKOe 3aKOHOATENLCTBO KAK OCHOBA AEATEIbHOCTHU MO CTAHAAPTU3aLUU U OLIEHKE
COOTBETCTBHUSl.  DJIEMEHTbl TEXHMYECKOro peryiupoBaHus. IIpuHIUNBI  TEXHUYECKOTO
perymupoBanusi. OLieHKAa COOTBETCTBHS, CEPTH(PHKAIMA U €€ CXEeMbl, IeKJIapHpOBaHUE
COOTBETCTBHUSI U €T0 CXEMBI.

ITopsinok ocyliecTBiIeHUsl FOCy1apCTBEHHOro KOHTpoJis kadectBa JIC. DyHKIMU OpraHoB
KOoHTpoutst. Bunel konTposs. Ilpouenypa koHTposs.

IIpreMouHBIi KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX npenapaToB. Bunsl koHTpons. OOBeKTHI
U MepuonudHOCTh KOoHTpouss. Ilpouenypa mpoBeneHHs KOHTPOJsSI KauecTBa JIEKapCTBEHHBIX
NpenapaToB U TOKYMEHTaJIbHOE OQOPMIICHNE PE3YIIbTaTOB.

Jlunensuposanue B chepe odparnenus JIC

IIpaBoBble HOPMBI JULEH3MPOBAHUS Ha (PapMalleBTUYECKOM pPBIHKE. 3aKOHOAATENbHAs
OCHOBA JIMLIeH31poBaHus. OCHOBHBIE TPUHLIMITBI JIULEH3UPOBAHUS.

Opranmszanusi 3KCHEPTHBIX OLIGHOK. TpeOOoBaHUs palMOHAJIBHOTO MEHEIKMEHTAa IpH
JVLEH3UPOBAHUH. XapakTePUCTUKAa OCHOBHBIX BHJIOB 3KCIIEPTHOH NpPOBEPKHU (IIEPBUYHOE
JULEH3UPOBaHUE, IUIAHOBAs TMPOBEPKA, BHEIUIAHOBAs IPOBEpPKA). Tambl IPOBEACHUS
(bapMareBTHYECKOTO O0CIeIOBAHUSI.



ITokazatenu nesATeNnbHOCTH (papMaleBTUYECKONH TOproBoil opranm3annu. KauecTBeHHbIE U
KOJINYECTBEHHBIE NTaPAMETPhI AESITETbHOCTH (PapMaLeBTHUECKHUX TOPTOBBIX OPraHU3aLUH.

3akoHomatenscTBO P® B oOnactu obecredeHWss CaHUTAPHO-3IUAEMHOIOTHYECKOrO
Onmaromoiyunsi HaceleHHs: IpaBa, OOA3aHHOCTH W OTBETCTBEHHOCTb IOPUAWYECKHX JHUL U
UHMBUAYAJIBHBIX TPEANPUHUMATENEH MO OOECHEeUeHHI0 CaHUTAPHO-3IHIEMHOJIOTHYECKOTO
Onmarononyuusi mnoTpebureneir QapmanesTudeckoll mnpoaykuud. CaHUTapHBIA pPEXUM B
anTeyHbIX opraHmzauusx. KauectBo m 3ammura mpaB mnotpedurenel, OTBETCTBEHHOCTH 32
UHpOpPMALIMIO O KadyecTBe NPOAYKUMH. JIOKyMeHTauus, TNOATBEPKOAIOINAs KadecTBO
JIEKaPCTBEHHBIX MPENapaToB.

danpcuukanms JTEKAPCTBEHHBIX IPENapaToB, CrnocoObl ee OOHAPYXKEHUS U TMOPSIOK
OOpBOBIL.

2.®apmakoJiorust

2.1. CoBpemeHHbBIe TpoOIeMbl (PapMaKOJIOTHH U MEPCIIEKTUBEI e pa3BuTHs B X XI Beke

@DapMaKOKHHETHYECKHE  OCHOBBI  panuMoHambHOW  (apmakorepanun.  OCHOBHBIE
(bapMakOKHHETUYECKHE TApaMETPHL.

2.2. Tlytm BBemeHHUS JIEKAPCTBEHHBIX BEIIECTB, OOJAmarOIUX (hapMaKOIOTHIECKOM
AKTUBHOCTBIO

Mexanu3Mbl BcachiBaHUs (maccuBHast aAuddysus, umprpanust depe3 mopbl MeMOpaH,
aKTUBHBIH TPAaHCIOPT, MHUHOLMTO3). PacnpeneneHne, NeNMOHNPOBAHNE NEHCTBYIOIINX BEIIECTB,
oOmamaromux (GpapMakoIOTHIeCKON aKTUBHOCTBIO, B OpPraHax, TKaHsX, KJeTkax. buonorndeckue
Oappepel. OCHOBHbIE BHAbI XHMHYECKUX TIPEBPALICHUH B OpraHU3ME. MeTadoJruecKast
TpanchopManms, KOHBbIOrauus. WMHAYKTOPI W HMHTHOWUTOPBl MHUKPOCOMAJBHBIX (DEPMEHTOB
MEeYeHHU.

Dkckpenust (BbIOeNeHNE) NEHCTBYIOIIMX BEINECTB, OONajmaromux (papMakoIOTHIeCKON
aKTUBHOCTBIO, M3 opranusMa. OCHOBHBIE (hapMAKOKMHETHUYECKHE MapaMeTphl: KIUPEHC, 00beM
pacrpeneneHusi, KOHCTaHTa 3JIMMUHALIMY, TEepPUOJ MOJYBBIBEEHHUS, UX CYIIHOCTb, MPUHLUIIbI
ornpeneNeHus M KOJWYECTBEHHOE BBbIPaKEHHE, Pa3MEPHOCTb, B3aUMOCBSI3b, 3HA4YEHHUE [JIs
yOpaBlieHUs] PEeXKUMOM JIO3UPOBAaHMsI JIeKapCTB. bBHOIKBUBAJEHTHOCTb JIEKAPCTBEHHBIX
npernapatoB. PapMaKOKHHETHYECKOE B3aMMOACHCTBUE ACHCTBYIOLINX BELIECTB, O0JAaNArOIINX
(apMakoIOrHIecKOil aKTUBHOCTBIO.

Knnanueckue acnexTel papMakOAUHAMUKH.

2.3. Jlokanuzauuss M MEXaHU3Mbl JEHCTBHUS AEHCTBYIOIIMX BEINECTB, OOJIAaJar0INNX
(bapMakoIOTHIECKON aKTUBHOCTBIO, Ha MOJIEKYJIIPHOM, KJIETOYHOM, TKAHEBOM M OPTaHHOM
YpOBHE

Mumenn 1jisi AeWCTBUSL BellecTB, obOnagarommx (HapMaKOJOTHUYECKOW aKTHBHOCTBIO!
peuenTopbl, WOHHbIE KaHANbl, (PEPMEHTBHI, TPAHCIIOPTHBIE CHCTEMBI, T'€HBl. 3aBHCHMOCTb
IEeWCTBUST BelecTB, oOOnamarmux (apMaKOJIOTHYeCKOH aKTHBHOCTBIO, OT XHMHYECKOTO
CTpoeHUs,  (PU3UKO-XMMHUYECKUX  CBOWCTB.  DapMakoJWHAMUYECKOE  B3aUMOJEHCTBUE
JEHCTBYIOIINX BEIIECTB, 00MaNa0INX (PapMaKOIOTHIECKON aKTUBHOCTHIO.

2.4. PaninonanbHOE UCMOJIB30BAHKE JIEKAPCTBEHHBIX NMpenapaTos. MakTopbl, BAUSAIOIINE HA
NeiCTBHUE IEKapCTBEHHBIX IIPENapaToB

IIpaBuna npuema JekapCTBEHHBIX MpeNnapaToB MpU MepopaibHOM UX BBeleHUU. BiusHue
WHIMBUAYAJIBHBIX OCOOEHHOCTEH OpraHM3Ma Ha OMOMOCTYMHOCTDH JIEKAPCTBEHHBIX MPEapaToB.
OCHOBBI TIEpUHATATIBHOH, MEANATPUYECKOH U repuarpudeckoi (apmakonornu. BnwmsHue
BO3pAcCTa, MOJa, MAcChl Tela, PU3NIECKOH aKTUBHOCTH, YIOTpPeOJeHNE alKOroJisi, KYpEeHHUs Ha
bapMakOKMHETHKY U (apMaKOJUHAMHUKY BEIIeCTB, oOmamaromux (papmMakomornueckomn
AKTUBHOCTBIO. 3HAUEHHE T'€HETHUYECKUX (aKTOpPOB, (apMaKkOreHeTHKa. XpOHO(papMaKOJIOTHs.
OcuoBel Guopurmonorun. Onpenenenne Omopurma. Knaccuduxanust Ouopurmos. [lorstue o
IeCUHXPOHO3€. MeTo/bl XpOHOONTUMHU3ALUN TepaNuu: NPEBEHTUBHBIN, HMUTALIMOHHBIN, METOJ
"HaBsi3pIBaHUA"  PUTMOB, METOJ He3aMmeTHoro Bo3zaedcTBus. Konebanust  cyTOUHOM
YyBCTBUTEIBHOCTH pelienTOpHOro ammapara. [lorsrue o BaneodapmMakoIorum.

2.5. llpenynpexneHue W KOPPEKLUHs OTPULATEIBbHOrO JEUCTBUS JIEKAPCTBEHHBIX
IpenapaToB

Buner otpunatenbHOro AEHCTBUS JIEKAPCTBEHHBIX IPENapaToB. MOOOUHOE, TOKCHYECKOE
IeWCTBUE, IPUBBIKAHNE, JIEKAPCTBEHHAS] 3aBUCUMOCTD, CHHIPOM OTMEHBI, BTOPHUYHBIE 3 (EKThI,
OOYCJIOBJICHHbIE HAapyLIEHHEM HWMMYHOJOIHMYECKHX CBOWCTB OpraHM3Ma, WHAWBUAYaJIbHAsS



HETePEeHOCHMOCTh BEIIECTB, 00Jagaromux (HapMakoJOrHdeckod akTUBHOCTBIO. IlepBudnoe u
BTOPHYHOE MOOOUYHOE aelicTBHe. Tumbl amieprudecknx peakuuil. OTpunarenbHoe AeicTBHE
JIEKapCTBEHHBIX IIPErapaToB Ha HMOPHOH U IUIOA. TEPATOTeHHOE, SMOPHOTOKCHYECKOE,
¢deroTokcuyeckoe. MyTareHHOCTb U KaHLIEPOT'€HHOCTD JIEKAPCTBEHHBIX MTPETapaToB.
IIpenynpexxaenue OTpULATENBHOTO AEHCTBUS JIEKAPCTBEHHBIX MPENapaTOB HA OPraHU3M U
ero koppekuus. IIoBTopHOE MpuMeHeHNe JIeKaPCTBEHHBIX NPENapaTos.
®apmakosnuanMuosorus. CTaHaapThl IUArHOCTUKU U JedeHus. PopMyJisipHasi cucteMa

2. dapManeBTHYECKAsI TEXHOJIOTHsI

3.1. buodapmanms kak TeopeTUdecKast OCHOBa (papMaeBTUIECKON TEXHOJIOTHU

Brnusane  ¢gapmanesrnuecknx — (pakTopoB  Ha  OMOJNOTMYECKYHO  JOCTYITHOCTb,
OMO3KBUBAJIEHTHOCTh M CTAaOMJIBHOCTD JIEKAPCTBEHHBIX MpenapaToB. Meanko-OMOJIorudeckue
aCTeKThl  JIGKAPCTBEHHBIX mpemnapatoB. IloHsatne o (QapMakOKHHETHKE, H3y4aroIel
KAQ4EeCTBEHHBIE M KOJMYECTBEHHBbIE W3MEHEHMs BeELIeCTB, OOiamaromux (HapMakoIorndecKon
AKTUBHOCTBIO, B OMOXKHIKOCTAX W OpraHaxX, OXBATbIBas 3TaIlbl BCACBIBAHMS, PaCIpENeIeHHUS,
OouorpaHcopMalui M UX BBIBEACHUS U3 OPTaHU3MA, a TAKXKE€ MEXaHWU3MbI, 00YyCIOBIMBAIOIINE
5TH  m3MeHeHus. [loHsaTme  OHMONOTMYECKOH  JOCTYMHOCTH  BEIIECTB,  OOJIQAaroIIuX
(bapMakoIIOTHYECKON  aKTHBHOCTBIO, KaK OCHOBHOTO TIOKa3aTeNs, XapaKTepU3YIOIIEro
3¢ pexTUBHOCTL JeKapCTBEHHOTO mnpemnapara. [IOHATHE O XUMHYECKOH, OHONOTUYECKOW U
TEPaIreBTHUECKON HKBUBAJICHTHOCTH JIEKAPCTBEHHBIX MpenaparoB. [ToHsTHE 00 OpUTrHHANBHBIX U
TPKEHEPUKOBBIX JIEKAPCTBEHHBIX Mpenaparax.

3.2. CoBpeMeHHbIE JIeKapCTBEHHBIE (POPMBI

JlexapcTBeHHbIE npenaparsl HaIpaBJIEHHOTO NencTBUs c 3a/laHHBIMU
(bapMakOKMHETUYECKIMH  CBOWMcTBaMU. HOBBIE  JlekapcTBeHHbIE  (OPMBI  3aBOACKOTO
u3rotosneHnss. OCOOEHHOCTH JIeKapCTBEHHBIX (POPM HAIMPABJIIEHHOrO NEHCTBUS C 3aJaHHBIMHU
(bapMaKOKUHETUYECKIMH CBOWCTBAMH, XaPAKTEPHU3YIOLIHECS: MPOJOHTHPOBAHHBIM JIEHCTBHEM,;
KOHTPOJMPYEMBIM BBICBOOOXK/IEHUEM JEHCTBYIOIIMX BEIIECTB, MX LIEJIEBBIM TPAHCIIOPTOM K
MHUIIIEHU.

TabnerupoBaHHbIE JeKapCTBEHHBIE (GOPMBL. TepaneBTHUYECKHE CHCTEMBI C HAIpPaBICHHON
IOCTaBKOW BelIecTB, 0Oyanaromux (HapMakoJIOTHYECKOH aKTUBHOCTBIO K OpraHy, TKaHH WIJIN
KJIETKE. HOCHTENH NEHCTBYIOIIHMX BEIIECTB, OOJAamaroiux (hapMaKkOJIOTHIeCKOH aKTHBHOCTHIO
NEPBOTO TMOKOJEHUsT (MHKPOKATCYJbI, MHKpPOC(Ephl); HOCHUTENH NeHCTBYIOIIUX BEIIECTB,
oOmamaromux  (papMaKoJOTHUECKOW aKTUBHOCTBIO BTOPOTO  TOKOJIEHHsS] (HAHOKAIICYJIbI,
HaHOC(EPHIL, JTUTTOCOMBI).

3.3. Bunbr (dapmaneBTHYeCKOW HECOBMECTUMOCTH W TPOOJIeMbl  B3aUMOIEHCTBUS
JIeKapCTBEHHBIX TpernapaTroB

dmsnueckas U PUIMKO-XMMHUYECKash HECOBMECTUMOCTb. HEPACTBOPUMOCTb BEILNECTB,
obmagaromux (HapMakoJIOrHIeCKOH aKTHBHOCTBIO, U YCJIOBUS, YXY/IIAIOIINE UX PACTBOPUMOCTD.
XuMHUecKasi HECOBMECTHMMOCTb. 00pa3oBaHME OCaIKOB B JIGKAPCTBEHHBIX IIperaparax.
H3meHeHne OKpackH, 3amaxa JIEKapCTBEHHOTO Mpenapara U BbIIEIeHHE Ta3000pa3HbIX BELIECTB.
H3meneHus1, mpoTekaromye 0e3 BUANMBIX BHEITHUX MPOSIBICHHH.

3.4. buonornyeckne u (papMalEeBTUYECKHE aCHEKThl BO3PACTHBIX JIEKAPCTBEHHBIX
penapaTros

OcobeHHOCTH OTITyCKa M MPUMEHEHHs HETCKUX M TepUaTPUUECKUX JIEKApCTBEHHBIX
npenapatoB. [lerckue nexapcTtBeHHble (GopMbel. TpeOoBaHHS K AETCKUM JIEKapPCTBEHHBIM
dopmam. Knaccubpukanmsi U XapakTepUCTUKA JIEKAPCTBEHHBIX (HOpM s nerel. YmakoBKa
IETCKUX JIeKapCTBeHHBIX (GopM. ['epmarpuueckue mnpenaparel. OcobeHHOCTH neicTBUSA
JIEKaPCTBEHHBIX MPENApPaTOB B CTAPEIOLIEM OPraHU3Me.

JIUTEPATYPA
HopMmaTuBHBIE JOKYMEHTBI

1. ®enepanbubiii 3akoH OT 21 HOsIOpst 2011 1. Ne 323-@3 "O6 ocHOBaX OXpaHbI 3M0POBBS
rpaxnaH B Poccuiickoii @eneparnun”



2. 3akon P® "O HapkoTHUECKUX CPEACTBAX U NMCUXOTPONHbIX BemecTBax" N 3-O3 ot 08.01.98
r. (B pen. ®enepanpHoro 3axona ot 18.07.2009 N 177-@3)

3. ®enepanbublii 3ak0H "O TULEH3UPOBAHUU OTAEIbHBIX BUAOB nearenbHocTH" oT 04.05.2011 N
99-@3 (mocenHsst penaKkys)

4. ®enepanbubiil 3ak0H 0T 29 HOstOpst 2010 r. N 326-D3 "O06 o0s3aTeIbHOM MEAUITTHCKOM
cTpaxoBaHuu B Poccuiickoii @enepanun”

5. @epepanbhblii 3ak0H "O0 obpamennn nekapcTBeHHbIX cpencts” ot 12.04.2010 N 61-D3
(mocnenHss penaKiws)

6. Ilocranosnenue Ilpasurensctsa PO ot 29.10.2010 N 865 "O rocynapcTBeHHOM
peryJMpoBaHUU LIEH Ha JIEKAPCTBEHHbIE TPenapaThl, BKIIOUEHHbIE B [IEPEUEHb KU3HEHHO
HEOOXOIMMBIX U BAXKHEHINNX JIEKAPCTBEHHBIX MPEnapaToB”

7. llocranosnenue IlpaBurenbcrBa Poccuiickoit @epepanun or 30.07.1994 N 890 "O
rOCyJapCTBEHHON NOJAEPKKE Ppa3BUTUSI MEIULIMHCKON TMPOMBILUIEHHOCTH U YIIyULIeHUH
oOecriedeHns HACENeHUsT U YUYPEKACHUH 371paBOOXPAHEHHUsS JEKAPCTBEHHBIMH CPEICTBAMH U

U3JeNUSIMHA MEIUIIMHCKOTO Ha3HaueHus".

8. IlocranoBnenune IlpaBurensctBa PD "OO6 yreepxnenun I[lonokeHust 0 JTUIEH3WPOBAHUU
dapmanesruueckoit nestenbHOCTH" N 416 0T 06.07.2006 T

9. Nocranosnenne IlpaButensctBa P® "OO yTBEpKIEHHUU CIUCKOB CHIBHOACHCTBYIOIIHUX U
SIIOBUTBIX BEILECTB IS Leel cTaTby 234 U Apyrux craTtedl YroJoOBHOrO Kopekca Poccuiickoi
®enepanny, a TakKKe KPYIMHOrO pasMepa CUIIbHOACHCTBYIOIIMX BEIIECTB IS Lesel cTtaTbu 234
YronosHoro koaekca Poccuiickoit @enepanun” N 964 ot 29.12.2007 r.

10. TlocranoBnenue IlpaButensctBa P® "O coBepIIEeHCTBOBAHWU TOCYAAPCTBEHHOTO
peryIupoBaHusl LIEH Ha JKU3HEHHO HEeoOXOAMMBbIE W BaKHEHINWE JieKapcTBeHHbIe cpeacTsa’ N
654 ot 08.08.2009 .

11. Ilpukaz M3 P® u Penepansuoro ¢onga OMC "O nopsiake OCyIIECTBJICHHS] KOHTPOJS 3a
Ha3HaYEHHEM M O0EeCTIeYeHneM OT/IENbHbIX KaTeropuil rpaxnad P® Ha merotueix yenosmsx JIC
u UMH" N 361/99 or 11.12.98 r.



