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1. TlacmopT KOMILJIEKTA OIIEHOYHBIX MATEPUAJIOB
1.1 KommiekT ouLeHo4yHbIX MarepuanoB (nanee — KOM) mnpenHasHadueH s OICHKU
IJIAHUPYEMBIX PE3yJIbTAaTOB OCBOCHHS pabouyeld MporpaMMmbl JUCHHUIUIMHBI  (MOIYJIS).
dapMakoHaI30p.
1.2 KOM BximoYaer 3aiaHus Il TPOBEICHUS TEKYIIErOo KOHTPOJS MU IMPOMEKYTOYHOM
aTTeCTallu.

OO11ee KOTMYECTBO 3aJaHUN U pacTpe/ie]ICHNe 3aJaHMid IO TUTIAM U KOMIICTCHITHSIM:

Koa m HanMeHnoBanue KoMIneTeHIINHA KommuecTBo 3apanmii | KosmuecTBo 3a1annii
3aKPbITOr0 THIIA OTKPBITOr0 THIIA
YK 1 20 25

CriocoOeH  OCYIIECTBIISITh  KPUTUYECKHI
aHaJIM3 MPOOJIEMHBIX CUTYallMii HA OCHOBE
CHUCTEMHOIO  NOJXOJa,  BbIpadaThIBaTh
CTPATErUIo JICUCTBUI
YK2
CriocobeH ynpasisiTh IPOEKTOM Ha BCEX
JTanax ero KM3HEHHOT' O [UKJIa
YK6
CriocobeH onpeneNnsTh U peali30BbIBaTh
NPUOPUTETHI COOCTBEHHOM JIEATETIHFHOCTH U
CIOCcOOBI €€ COBEPILIEHCTBOBAHNS HA OCHOBE
CaMOOLICHKU
IIK 1
CrniocobeH npoBOUTL pabOThI, CBSI3aHHBIE C
(apmarieBTUYECKOI CHCTEMOH KauecTBa
MPOW3BOICTBA JICKAPCTBEHHBIX CPEJICTB

YK 4 20 35
CriocoOeH NpUMEHSITh COBPEMEHHBIE
KOMMYHHKaTHBHbIE TEXHOJIOTHH, B TOM
YHciie Ha MTHOCTpaHHOM(bIX) sI3bIKe(ax), Uist
aKaJIEeMHUUECKOT0 U MPOQecCHOHATBHOTO
B3aMMOJICHCTBHS
OIIK 4
CriocobeH K aHan3y, CHCTEMATHU3aIuH U
NPEJICTaBICHHUIO JaHHBIX HAYYHBIX
UCCcIeJ0BaHUN B 00J1aCTH 0OpalieHus
JIEKApCTBEHHBIX CPEJICTB
MK 2
CriocobeH K yrpaBieHHIO paboTaMu
(apmarieBTHYeCKON CHCTEMBI Ka4eCTBa
IPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB

HUroro 40 60




3aaHns Bcex THIIOB, MO3BOJISIOLINE OCYIIECTBJIATH OLEHKY BCeX KOMIIETCHIHI, YCTAHOBJICHHBIX padoyeil NPorpaMMoii JHCHHILIMHBI

(monynst) PapmMakoHAA30D

Koa n No
HAUMEHOBaHME wn 3aganue ¢ MHCTPYKUMel
KOMIIETEHIINH
3ajanusi 3aKpHITOrO0 THUIIA

YK1 [IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKy MPUIMHAMH
Criocoben OT3bIBA U3 0OpalIeHNs] U HANMEHOBAHUSAMH JICKAPCTBEHHBIX
OCYLIECTBIISATH MIPemapaToB.
KPUTHYECKUN aHATIN3 [TprumHa oT3bIBa U3 JlekapcTBeHHBII
POOJIEMHBIX o0OparieHus npenapar
CHUTYaIHii Ha OCHOBE MOJKET BBI3BIBATH CEPHE3HBIC
CHCTEMHOT0 A | AUIEPrUYecKHe PeaKiuy, Brokc
MOJIX0/1a, BILJIOTH IO
BBIPAaOATHIBATD aHa(pUIAKTHYECKOTO IOKa
CTpaTerHIo JICHCTBUI CHHKAET BBIPAOOTKY

b | mpocTouukivHA, MOBBIIIAS deHcnupua

YK 2 4acTOTy UH(DAPKTOB
CnocoOeH ynpaBisTh 1 MOJKET BIIUSTH Ha CEPACUHBIN
MIPOEKTOM Ha BCEX ' B | put™ manuenTta (mpoucxoauT buonapokc
JTanax ero yanuHeHue uarepsaia QT).
KM3HEHHOTO ITMKJIa Comep HT MOTEHIIMATBEHO

onacHsle mpumecu N-

YK 6 I' | HuTpO30AMMETUIAMIHA, Panutumn
Criocoben KOTOpbIE€ 00J1aat0T
OTIPEAETATh U KaHIIepOTreHHBIM 3 (heKToM
peaT30BHIBATH
MIPUOPHUTETHI K kaxxmoii mo3uiuu, TaHHOM B JIEBOM CTOJOIIE, o10epuTe
COOCTBEHHOM COOTBETCTBYIOIIYIO MO3UIIMIO U3 TPABOTO CTOIONA:
NeATeNTbHOCTH U
CIOCOOBI ee A|lb B |T
COBEPIIIEHCTBOBAHUS
Ha OCHOBE [IpounTaiiTe TEKCT U YCTAHOBHTE COOTBETCTBUE TPEOOBAHUSIM K
CaMOOLICHKH cucreme (hapmakonanzopa (PH) u ero conmepxkanuem:

2. | K xaxmoii mo3uiuu, TaHHON B JIEBOM CTOJIOIIE, MTOJI0EPUTE

nK 1 COOTBETCTBYIOIIYIO TTO3UIMIO U3 TIPABOT0 CTOJIOIA:

Criocoben Conepxanne TpeGoBanns | | Tpeosanme K cucreme H




MIPOBOJIUTH PAOOTHI,
CBSI3AHHBIC C
(hapMareBTHIeCcKon
CHCTEMOM KayecTBa
MIPOU3BOJICTBA
JICKApCTBCHHBIX
CpeACTB

Mepbl MUHUMU3AIUU

A

b |B|T

A K noxymentam
PHUCKOB

5 Macrtep-daitn cuctemsl K npoueccam u
OH npouenypam cucremsl PH
Nudopmarnus o K cucreme kauectBa
HE¥KEJIATEJIbHON pEaAKLIMU cucrembl ®H

I' | Ayaut cucremslt ®H

3anuuuTe BRIOpaHHbBIE UQPHI 10 COOTBETCTBYIOLUIUMH OYKBAMU:

[IpounTaiiTe TEKCT U YCTAHOBHTE COOTBETCTBUE TPEOOBAHUSIM K
cucteme apmakonanzopa (OH) u ero conepkanuem:

K kaxx10ii mo3uiiuy, TaHHOU B JICBOM CTOJIOIIE, TTOI0EpUTE
COOTBETCTBYIOIIYIO MO3UIIMIO U3 IPABOTO CTOJIONA:

o 6e3omacuoctu JII1

Coneprxanue
P TpeboBanue k cucreme GH
TpeOOBaHUS
[TocTperucrpanmoHHble
A | ucciaenoBaHus K noxymentam
oe3onacuocty JII
NucnexktupoBanue K nponeccam u npouenypam
b
cucreMsl ©H cucreMsl ©H
K cucreme xauecTBa
B | Ynpasnenue curnanom
cucremsl ©H
[Tepnonnuecku
I' | oOHOBIsIEMBIN OTYET

A

b B |T

3anuuuTe BRIOpaHHbBIE IU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMU:

[IpounTaiiTe TEKCT U YCTAHOBHTE COOTBETCTBUE TPEOOBAHUSIM K
cucteme apmakonanzopa (OH) u ero conepkanuem:

K kaxxmoii mo3uiuu, 1aHHOM B IEBOM CTOJIOIIE, MOA0EpUTE
COOTBETCTBYIOIIYIO MO3UIIMIO U3 TPABOTO CTOJIONA:

Coneprxanue
TpeOOBaHUS

TpeboBanue k cucteme OH

A

Cucrema 1 | K nokymeHTam




yIpaBieHUs
pUCKaMu

ObecneyeHue
COOTBETCTBUS
uHpopmaiuu B
HNMIT

K npoueccam u npouenypam
cucrembl ®H

[Inan ynipaBienus
pUCKaMu

K cucreme kadecTBa CUCTEMBI
OH

TpebGoBanus K
YIOJTHOMOYCHHOMY
JIMILY TI0
dbapmakoHaI30py

A

b B |T

3anummure BRIOpaHHBIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OyKBaMU:

[IpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBUE MEXKTY
JOJHDKHOCTBIO COTPYTHUKA 10 (hapMaKkoHaA30py U ero QyHKITUEH
K kaxmoii mo3uiuu, JaHHOH B JIEBOM CTOJIOI1IE, ToAOepuTe
COOTBETCTBYIOIIYIO TTO3UIUIO M3 TIPABOTO CTOJIOMA:

OOBEKT

XapaKTepuCTUKa

Y1oJIHOMOYEHHOE
JIMIIO II0
(bapmakoHa30py

SIBIISIETCS. OTBETCTBEHHBIM 3a
KOHKPETHBIN Mpenapar,
MIPOBOAMT aHAIHU3 TPOPUILS
0e30macHOCTH U

s dexTuBHOCTH,
COOTHOIIIEHUS PUCK/TIOJIb3a,
BBIJIACT HKCIIEPTHHIE
3aKJIIOYEHHUS U pa3padaThIBaeT
JIOKYMEHTAIIHIO

MennuuHckui
COBETHHK

Be/IET HEOOXOTUMYIO
JOKYMEHTAITUIO, JKyPHAITBI
dbopmbl yuera 1o
MEIUIIUTHCKOMY MOHUTOPUHTY
u (apMaKoHaa30py,
NepBUUHYI0 00pabOTKy U BBOJ
JTAHHBIX B 0a3bl TAHHBIX
dhapmakoHaa30pa




Menuimackui
CHEIMAIINUCT

OCYUIECTBIIIET OPTaHU3ALINIO
cUCTeMBI (hapMaKoHa130pa Ha
HOpeNpUsATHH, O0yUeHHE
[epPCOHANIA, KOHTPOJIb U
KOOPJUHALIMIO BBIITOJIHEHUS
MEPOIPHUATHUIH 110
bapMakoHa30py

Accucrtenrt
" | MegumHaCKOrO
oTzaelna

MPOBOAMT 0030p NCTOYHUKOB
JTAHHBIX, TICPBUYHBINA aHATIN3
KHHUYECKUX U JJOKIIMHUYECKUX
JIaHHBIX (P PEKTUBHOCTH U
Oe3omacHoCTH

A|lb B |T

3anuimmre BRIOpaHHBIE IU(PHI O COOTBETCTBYIOMIUMHU OyKBaMU:

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEKIY (PYHKIMSIMHU

CUCTEMBI KadecTBa (hapMaKOHA[30pa U UX XapaKTePUCTUKAMHU
K kaxmoii mo3unuu, JaHHOH B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIONIYIO MO3UIMIO U3 MPABOr0 CTOJIOIA:

OObexT [Tpumep
KOHTPOJIb U OIIEHKA
A | TVIaHHpOBaHHe 3P HEKTUBHOCTH pabOThI
KadyecTBa CTPYKTYp U TPOIIECCOB
CHCTEMBI KayecTBa
KOPPEKTHPOBKA H
[ | KOHTpOTb yIIy4llIeHUue CTPYKTYphI U
KadyecTBa MIPOIIECCOB CUCTEMBI
KayecTBa
BBITIOJIHEHHE 337129 U
B obecnieuenue 00513aHHOCTEH CUCTEMBI
KayecTBa <AeCTEA
CO3/1aHUE CTPYKTYpPHI
[ | Yiyduienue CHCTEMBI U TUTAHUPOBAHUE
KayecTBa MHTETPUPOBAHHBIX U
COTJIACOBAHHBIX MPOIIECCOB

3anumuTe BoIOpaHHbBIE HUQPHI 107 COOTBETCTBYIOMIMMH OYKBaMU:




A|lb B |T

HquHTaﬁTe TEKCT U YCTAHOBUTE IIOCJIICAOBATCIILHOCTD.

Onpenenure MOCIIEZI0BATEILHOCTh JTaroB peanuzanuu
ABTOMATU3UPOBAHHBIX CHUCTEM [0 YIPABJICHHUIO IpolleCCaMu
(bapmakoHaizopa:

1. Peanuzanus

2. YTouHeHHE TpeOOBaHUI KIMEHTA

3. TecrupoBaHue Ha CTOPOHE KOHEUHOTO MOJIH30BATEIS

4. TpeHuHT MoJIb30BaTENCH

5. AHanu3 JaHHBIX
3anuumTe COOTBETCTBYIOIIYIO OCIEA0BaTEIbHOCTh (P clieBa
HampaBo:

AlB [B|T []

[IpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBUE MEXKIY dTaraMu
BHEJPCHUS CUCTEMBI KauecTBa (papMaKOHA30pa U UX COJICPIKaHUEM
K kaxmoii nmo3unuu, JaHHOH B JIEBOM CTOJIOIIE, MOA0EpUTE
COOTBETCTBYIOIIYIO TTO3UIMIO M3 TIPABOTO CTOJIOMA:

Conepxanue Otan BHEPEHUs
IToaroroBka o

AHanm3 cymiecTByomen
oTyeTa 00 ayaute

CHUCTEMBI KayecTBa B

A | 1 m1aga 1

OpraHu3anuu U o0y4yeHue

KOPPEKTUPYIOLINX
N nepcoHana

MEPOTPUSITHI

H3pganue IIpuKa3sa

10 KOMITAaHUHU O Pa3paboTka 1okymMeHTaluuu u

b Hayase paboT 1o 2 U3MEHEHHE PabOThl COTPYIHUKOB
CHUCTEME KaueCcTBa
[InanupoBanue

g | O opranusauuu | 4 IIpoBeneHne BHYTPEHHETO
CUCTEMBI ayJIUTa CUCTEMBI KaueCTBa
KauecTBa

N3nanue npukasa
I' | o npoBeaenun
ayura




3anummTe BeIOpaHHbIE MU PHI IO COOTBETCTBYIOIUMHU OyKBaMH:
A|b B |T

HpO‘-IHT&fITC TCKCT U YCTAHOBUTC COOTBCTCTBUC MCIKAY dTallaMU
BHEJPEHUS CUCTEMBI KauecTBa (papMaKOHa30pa U UX COJIEpKaHuEM
K kaxoii mo3uiuu, TaHHOU B JIEBOM CTOJIOIIE, TOI0EpUTE
COOTBETCTBYIOIIYIO MO3UIMIO U3 IPABOTr0 CTOJIOMA:

Coneprkanue Orarl BHeIpeHUs!
Onpenenenue u AHanu3 cylecTByoen
A | IOKYMEHTHPOBAHHE | , | CHCTEMbI Ka4eCTBa B
IIPOLIECCOB OpraHu3aluu u o0yyeHue
OpraHu3alu nepcoHalia
Hasznauenue
KOMaH/Ibl
A Pa3paboTka qokyMeHTauu U
b | moaroroBka mmana | 2
U3MEHEHHE PabOThI COTPYIHUKOB
9. MIPOrPaMMBbI
IIPOBEJICHUS ayuTa
B [IOJIpa3JCIICHUSAX
B AHaln3 TeKyIen 3 [IpoBeneHrEe BHYTPEHHETO
CUTyaluu ayJluTa CUCTEMBbI KaueCTBa
JlokymeHTupOBaHue
U BHEpEHUE
I' | mpouenyp cucremsl
MEHEIKMEHTA
KauecTBa
3anuuuTe BeIOpaHHbIE HU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMU:
A|lb B |T
[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKIY OOIIMMU
MPUHIUIIAMU PaOOTHI C IOKYMEHTaMHU B (hapMaKOHa 30pe U UX
XapaKTEPUCTUKON
10. K kaxmoil mo3uiuu, JaHHOU B JIEBOM CTOJIOLE, TOAOEpUTE

COOTBETCTBYIONIYIO TIO3UIMIO U3 TIPABOTO CTOJIOIA:
OOBeKT XapaKTepUCTHUKA

Enunaeria OIPENIEIIEHO KaK HEOTPAHUUECHHOE
apXuB (Bcerma)

A




Bpewms
JIOKYMEHTHI B ApXHBE COXPAHSIOTCS B
XpaHeHUs .
b Beex 2 | COOTBETCTBHU C UX TEMATUKOU B
XPOHOJIOTUYECKOM TOPSIIIKE
JIOKYMEHTOB
BCE JIOKYMEHTEI IT0 MOHUTOPHUHT
Benenue JIOKY PUHTY
B 3 | 6e30MacCHOCTH MPOAYKTOB JOJKHBI OBITh
JIOKYMEHTOB
COXpaHEHBI B €IMHOM apXHBE
BCE JOKYMEHTHI, KaCaIOIIHNECS
CucreMHoe JIOKY i n
r 4 | 6e3omacHoctd JIIT momKHEI OBITH
XpaHeHUe
0 OpPMIICHBI TIOJTHO, Y€TKO, AKKYPATHO

3anummute BRIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OyKBaMU:

A|lb B |T

11.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKY pa3/ieliaMu
CTaHJAPTHOM ONEPALMOHHOM IIPOLEYPHI U UX XapaKTEPUCTUKON
K kaxmoii mo3uuu, JaHHOH B JIECBOM CTOJIOIIE, TOJ0CPUTE
COOTBETCTBYIOIIYIO TTO3UIMIO U3 TIPABOTO CTOJIOMA:

OO0BEKT

XapakTepucTuka

A | Lenps npouenypsl

CIIUCOK M YTOYHCHHE TSPMHHOB
u/unu abopeBUaTyp/coKpaiieHui
KOTOPBIC MOTYT ObITh HE3HAKOMBI
WJIM UMETh OTPEIeNIEHHBI CMBICT B
KOHTEKCTE JIOKYMEHTA.

Oo0acte
NEUCTBUA

omnucaHue TpeOOBaHMIA, OKUTAHUH
CTaJuM, PJIEMEHTOB, IIOIIATr OBEIX
JEUCTBUN U UHCTPYKLUN
CIOCOOCTBYIOIINE TOCTHKCHHUIO
Lesie 1 00JaCTH IeHCTBUS
MPOLETYPBI

B | OTBeTcTBEHHOCTH

Omnpenensier HEOOXOIUMOCTh
JIOKYMEHTa

I' | Onpenenenus

OIMMCaHNe MPUMEHUMOCTH U 00JacTh
pacrpocTpaHeHHUs TOKYMEHTa U,
MPEANOUYTUTEIBHO, OTPAaHUYEHUS

e CTBUS

Onucanue

nporiecca

JMarpaMMbl, TaOIULbL, (OPMBI,
CXEMBI ITOCIIE0BATEIbHOCTH




Ipolecca HE BKIIFOYEHHBIE B TEKCT
MPOLEYPBI

OITMCAHHE 30H OTBETCTBEHHOCTEH 110
BBIITOJIHEHHIO aKTUBHOCTEH U
JICUCTBUI B paMKaxX OMMUCAHHOTO
rpoiiecca

E | Ilpunoxxenus 6

3anuimmre BRIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOIIMMHU OyKBaMU:
A|b B |I' I E

[IpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBUE MEXKITY BHIAMU
apXuBa U MPaBUJIAMHU €r0 BEICHUS

K kaxmoii mo3uiuu, JaHHOH B JIEBOM CTOJIOIIE, ToAOepUTe
COOTBETCTBYIOIIYIO TTO3UIMIO M3 TIPABOTO CTOJIOMA:

IIpaBuna BeneHus apxvuBa Bup apxuBa

I[OKYMGHTI)I XpaHATCAd B TCMATHYCCKUX
IHarKax

A 1 | Bymaxusiit

[Tomenienue, rae HaXOAUTCS ApXHUB,
JIOJPKHO OBITh 3alLlUIIEHO OT

b | moBpexaeHust BOJOW WM OT MOXapa, a | 2 | DIeKTPOHHBIN
TaK)Ke APYTUX MPUYMH, 10 KOTOPBIM
MOTYT OBbITh YHUUTO>KEHBI JIOKYMEHTbI

12.
ABTOMAaTHYECKOE PE3EPBHOE
g | KOTMPOBAHNE, PENoTBpAIIaroNiee
MIOTEPIO JaHHBIX ITPH MOBPEXKIECHUN
OCHOBHOTO cepBepa
IIpu cnave B apxuB, JOKYMEHTBI
[ | AOMKHBI OBITH ONKCAHBI B
COOTBETCTBHUHM C JEHCTBYIOIUMU
MpoLEeaypaMi KOMITAHUU
3anumuTe BRIOpaHHbIE IU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMU:
A b B |T
[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEK/Y BUJIAMU
13 | POTPaMMBI ay/IUTa H MX COAEPIKAHNEM

K xaxmoii mo3unmu, JaHHOM B JIEBOM CTOJIOI1IE, ToAOEepUTe
COOTBETCTBYIOIIYIO TO3UIMIO U3 IPABOT0 CTOIOIA:




Bun nporpamMmel
ayaura

Conepxanue

[Ipornecc ogobpenus u

be3omacHoCcTh
A pacipocTpaHeHUs! peKJIaMHBIX U
MPOIYKTa
00pa30BaTelIbHBIX MaTePUAJIOB
[Ipomecc [Ipenocrasienne nHGOPMAITUH TIO
| peructpaiiu 0€e30IacHOCTH
JIEKapCTBCHHBIX
IpernapaToB
Ornen OO0BemMbl IpoJIaX MO Mpenaparam u
B HX KOPPEJALHS C YUCIIOM
MapKeTHHTa .
HeEXKeIaTeJIbHBIX SIBICHUN
[Ipornecc 06paboTKH, MOgAYH,
BHEJPECHUS UH()OPMAIIHH 110
I' | Oraen npomax 0€30MMaCHOCTH B HHCTPYKIIUHU I10

MPUMEHEHHIO, THPOPMHUPOBAHUE
PEryJsiTOPHBIX OPIaHOB

3anummure BBI6paHHBIe LII/ICprI o COOTBECTCTBYIOILIUMU 6y1(BaMI/IZ

A

b B |T

14.

[IpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE MEKTY TpaJallUsIMHU
HAXOJIOK ayJHNTa U UX XapaKTePUCTHKAMU

K kaxmoii mo3uiuu, JTaHHOM B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIOLIYIO MTO3UIIMIO U3 IPABOTO CTOJIOMA:

I'papanms
HAXOJOK ayJIuTa

XapakTepucTuka

OTKJIOHEHHS OJTHOTO WJIM HECKOJIBKUX
nporeccoB (papMakoHaaA30pa UK

A Kputnunsie MPaKTUKH, HE HApyIIAlolue IpaBsa,
HAaXOIKH 0€30MacHOCTh U OJIArOMOTydHe
MaIMEeHTOB, HE TIPEICTABIISIONINE
yTpo3y OOIIECTBEHHOMY 370POBBIO
(dbyHIaMeHTaTbHBIE HECOOTBETCTBUS
OJIHOTO UJIM HECKOJBKHUX MPOIIECCOB
3HaYNTENbHBIE
b (hapmakoHa30pa WK MPAKTHKH,
HAXOJIKH!

HETaTUBHO BJIMSIONINE HA BCHO
cucteMy (hapMakoHaa30pa ¥ Mpasa,




0€301acHOCTh M OJ1aromnoixyyne
MALMEHTOB, IPEICTABIAIOIINE YTPO3Y
OOIIECTBEHHOMY 3/I0POBBIO MIIH
CEpbE3HO HAPYIIAIOIINE TPEOOBAHMS
3aKOHOJIATEIICTBA

He3nauntenapHbie
HAaXOIKH

OTKJIOHEHHMS OJTHOT'O MJIM HECKOJIBKHUX
IpOLeCCOB (hapMaKkoHaA30pa HIIN
MIPAKTUKU, HETATUBHO BIIUSIONIUE HA
cucTemy (apMaKoHaI30pa u
MOTEHIIMATBLHO HAPYIIAIOIINE TTPaBa,
0e301acHOCTh M OJ1aromnonayyne
MAIUEHTOB, U TCOPCTHUYECKU
MPEJICTABJISIONINE YIPO3Y
00LIECTBEHHOMY 3/10POBbIO MJIU
HapyIIarIue TpeOOBaHMS
3aKOHO/IaTEIbCTBA

3anummre BRIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OYKBaMU:

A

b B

15.

IIpounTaiiTe TEKCT U yCTAaHOBUTE COOTBETCTBUE MEXKIY BUIAMHU
KJIacCupUKaui HHCHEKIUI (papMaKkoHaA30pa U UX IpUMepaMu
K kaxmo0il mo3unyu, 1aHHON B JIEBOM CTOJI0LE, TO10epUTe
COOTBETCTBYIOLIYIO MO3UILIMIO U3 IPABOT0 CTOJI0OLA:

Knaccudukanust IIpumep

a. OOBsIBICHHBIE

A | ITo doxkyc

(boxycy b. Buesamnubie

a. OpPETUCTPAIIMOHHEIE

b | ITo Bpemenu Hop pall
b. ITocTperucrTpalliOHHbIE
a. HNucnexiys cucTeMEl B IIEJIOM

B | Ilo crarycy b. WNucnekuus papmMakoHaa3opa
otaenpHoro JIIT
a. IImanoBEwIe

I" | IIo BHE3amHOCTHU
b. BHeruianosslie

A

b |B|T

3anumuTe BEIOpaHHbBIE HUQPHI 10 COOTBETCTBYIOUIUMH OYKBAMU:




16.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKy BUIAMHU
MHCTIEKIUH B (papMaKOHA30pe U UX XapaKTEePUCTHKON

K kaxmoii mo3unuu, TaHHOH B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIOIIYIO TTO3UIMIO M3 TIPABOTO CTOJIOMA:

[Tpumep

DyHKIHUA

WHCIIEKIMH CHCTEMBI
dbapmakoHaa30pa B
1eJIOM

BBIIIOJIHAIOTCSA 710 BbIIAYU
3asIBUTEITIO
PErUCTPALIMOHHOTO
yIOCTOBEPEHUS

[11aHOBBIE UHCTIEKIIUU
CHUCTEMBI
dbapmakoHaazopa

MPE/IoJaracT yBeIOMICHHE
HHCIIEKTHPYEMOU CTOPOHBI O
HEOOXOIMMOCTH
obecreyeHns IPUCYTCTBUS B
MECTe IPOBEICHUS
MHCIIEKIUU
COOTBCTCTBYIOHII/IX JINII BO
BpeMsI [IPOBEICHUS
HHCIICKIINAN

JoperucrpanoHHsIe
WHCIIEKIIUU

HaIpaBJICHbI HAa OIIEHKY 1
aHaJINn3 UMCROIIIUXCS
MPOIICAYP, CUCTEM,
MepCcoHalIa, MOMEIICHUHN U
o0opy0BaHus, a TaK)Ke Ha
OTIpe/IeNICHUE MX
COOTBETCTBUS
00s13aTeNILCTBAM I10
(bapmakoHa30py,
YCTaHOBJ'IeHHI)IM
3aKOHOJIATEIILCTBOM

OO0BbsBIIECHHBIE
WHCIEKINU

MPOBOJATCS] B COOTBETCTBUU
C IIPEBAPUTEIILHO
COCTaBJIEHHBIM TJIAaHOM
MHCIIEKIIHIA.

A

b B |T

3anummre BoIOpaHHbIE HU(PHI MO COOTBETCTBYIOIIUMHU OyKBaMU:

17.

HquHTaﬁTe TCKCT M YCTAHOBUTEC COOTBCTCTBHUEC MCKAY BUAAMU




WHCIIEKITUH B (DapMaKOHA[30pe U UX XapaKTePUCTUKOU
K kaxmoif mo3uiuu, TaHHOU B JIEBOM CTOJIOIIE, TO10epUTe
COOTBETCTBYIOIIYIO MO3UIMIO U3 IIPABOTIO CTOJIOMA:

[Ipumep DyHKIMA

HarpaBJIEHHBI HAa OIICHKY
BBITOJIHEHUS (PYHKIUI 11O
(bapMakoHa30py B OTHOIICHUH
OTIPEICIICHHOTO
JICKapCTBCHHOTO Mperapara,
BKJIFOYAIOT B CE0S TOM YHCIIE
OLIEHKY M aHaJIu3 MCPONPHUATHI
W TOKYMEHTALINH,

BuerutanoBbie
A | MHCIIEKIIUU CUCTEMBI 1
dapmakonazopa

IIPOBOASATCS IOCIIE BBIIAYU
YJOCTOBEPEHUS O

HHCneKIuu CHCTEMBI rOCYyJIapCTBEHHOM PEerucTpaIuu
dbapmakoHa30pa 1o U IIpeIHa3HAYEHbI IS OLIEHKU
b | oTaensHBIM 2 | BBIIIOJIHEHUS JeprKaTelieM
JIeKapCTBeHHI)IM peFI/ICTpaIII/IOHHOFO
mpernapaTam YIOCTOBEPEHUS CBOMX
00513aTEJILCTB I10
(bapmMaKoHa30py

IIPOBOJSTCS B CIIy4yae
JlucTaHlMOHHBIE BBISIBJICHUSI THULIUUPYIOILIETO
WHCHIEKIUU (dakTopa (cuCTeMHOMI
po0JIeMbl)

MIPOBOJSTCS] UHCIIEKTOpaMHU 0e3
BbI€3/1a K JIEpKATEII0
PETUCTPALIMOHHOTO
YAOCTOBEpPEHUS JIHO0
OpraHu3anuy, KOTOpoin

4 | nenerupoBaHO BBINOJIHEHUE
byHKIMi Mo papMakoHaI30py C
UCIIOJIb30BaHUEM TaKUX
CPEJICTB CBSI3H, KaK CETh
WutepHer wnu TenedoHHas
CBSI3b

HOCTpCFPICTpaLII/IOHHLIC
HWHCIICKIINH

3anumuTe BRIOpaHHbIE HUQPHI IO COOTBETCTBYIOIIMMH OyKBaMHU:




A|lb B |T

18.

[IpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBUE MEXKITY TEPMUHAMHU,
UCIOJIb3YeMOM B (papMakoHaA30pe U MX XapaKTEPUCTUKON

K kaxmoii nmo3unuu, JTaHHOM B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIOIIYIO TTO3UIMIO U3 TIPABOTO CTOJIOMA:

Tepmun

XapakTepucTuKa

UIEeHTU(OUIIMPOBAHHBIN
pHUCK

PYKOBOJICTBO 10
OCYIIIECTBIICHUIO
(dhapmakoHaa3opa B
rocyapcTBax-4jcHax,
TpeOOBaHUS KOTOPOIO
pacrpoCTpaHsIOTCS Ha
JiepKaTeNed PErucTpaiiOHHbIX
yIIOCTOBEPEHUI U
YIIOJTHOMOYCHHBIE OPTaHbI B
chepe bapmakoHaazopa

KaueCTBO CUCTEMBI
dbapmakoHaa3opa

MOAPOOHOE OMUCAHUE CUCTEMBI
(bapmakoHaazopa,
IIPUMEHSAEMON JIepKaTeseM
PETUCTPALIMOHHOTO
YIOCTOBEPEHUS B OTHOLLIEHUH
JAHHBIX 00 OJHOM WJIH
HECKOJBbKHUX
3aperucTpUPOBAHHbBIX
JIeKapCTBEHHBIX IpernapaTax

MacTep-(haiia cuCTEeMBbI
dbapmakoHaazopa

BCE XapaKTEPUCTUKHU CHCTEMBI
(hapmakoHaa30pa, KOTOPHIE B
COOTBETCTBUM C OLICHKOM
BCpOﬂTHOCTI/I HpI/IBOI[ﬂT K
pe3yabTaTam,
COOTBETCTBYIOIINM LIETISIM
cUCTeMbI (hapMaKOHaI30pa

HaJyIeKallas MpakTuKa
dbapmakoHaazopa

HE)KeJaTeNbHOE MOCIIE/ICTBUE
(apmakoTepanuu, B OTHOIIEHUU
KOTOPOTO MOJTYYEHBI
JIOCTaTOYHBIE JJOKA3aTEIbCTBA
HaJIM4us B3aUMOCBSI3H C




10J103PEBAEMBIM
JICKapCTBEHHBIM IIPETapaToM

3anummre BeIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OyKBaMU:

A|lb B |T

19.

[IpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBUE MEXKTY TEPMUHAMHU,
UCIOJIb3YeMOM B (papMakoHAA30pe U MX XapaKTEPUCTUKON
K kaxmoii nmo3unuu, JTaHHOH B JIEBOM CTOJIOI1IE, ToaOepuTe

COOTBETCTBYIOIYIO O3ULUIO U3 II

aBOr'0 CTOJIONA:

Tepmun

XapaKkTepucTUKa

OCHOBHBEIE JTaHHBIE O
JIEKapCTBEHHOM

A | cpenctBe aepkarens 1
PEruCTpallMOHHOTO
YAOCTOBEPEHUS

HaMEpEeHHOE HeHa yIeKaIee
NPUMEHEHHE JIEKAPCTBEHHOTO
npernapara, He
COOTBETCTBYIOIILIEE YCIOBUSIM,
YCTaHOBJICHHBIM ITPpU
perucTparyu JeKapCTBEHHOTO
npenapara

omnOKa NpUMEeHEeHus

HPUMEHEHHE JICKAPCTBEHHOT'O
npemnapara 3a 1 mpuem aub0
KyMYJISSTUBHO B KOJIMYECTBE,
KOTOPOE TIPEBHIIIACT

b | nexapcTBeHHOrO 2 | peKOMEHIyeMYI0
mpemnapara MaKCHUMAaJIbHYIO 103y B
COOTBETCTBUU C ACUCTBYIOLICH
o011eil XapakTepruCcTUKON
JIEKapCTBEHHOTI'0 Ipernapara
JIOKYMEHT, pa3padOoTaHHBbIH
JiepKareneM
PErUCTPallMOHHOIO
OCTOBEPEHHUs U COACPKALUN
HENPAaBUJIBHOE YA p JICpKatl
nH(popMaIro 0 6€30MaCHOCTH,
IIPUMEHEHUE
B 3 | MoKa3aHUAX K IPUMEHEHHIO,
JIEKapCTBEHHOT'O
pexXuMe N03UPOBAHMS,
npenapara

bapMaKoIOTHIECKUX
CBOICTBax U JPYTryro
nH(pOpMAIIHIO, KaCaIOIYIOCs

JICKAPCTBCHHOT'O IpIriapara




I' | nepeno3upoBka

HelpeaHaMEpEeHHAs OIMOKa B
porecce MPUMEHEHUS
JICKApCTBEHHOTO IMperapara,
KOTOpasi IpUBeJia WJIK MOTJIa
MPUBECTH K IPUYNHEHHIO
Bpe/ia HalUMeHTy

3anummure BeIOpaHHbIE U(PHI TI0]] COOTBETCTBYIOIIMMHU OyKBaMU:

A|lb B |T

20.

[IpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBUE MEXKIY pa3/ieiaMu
MacTep-¢aiina cucteMsl (papMakoHaA30pa H UX XaPAKTEPUCTUKOM.
K kaxmoii mo3uiuu, JaHHOH B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIOIIYIO TTO3UIMIO M3 TIPABOTO CTOJIOMA:

Paznen macrep-gaiina
cucTeMbl (papMakoHa30pa

XapakTepucTuka

0
KOMITBIOTEPU3UPOBAHHBIX
cucreMax u 0aszax
TIAHHBIX

JIOJI’KHO OBITH OIHCAaHO
pacroJioxeHue,
(hyHKIIMOHAJILHBIE
BO3MOYKHOCTHU U
OTBETCTBEHHOCTB 3a
IKCIUTyaTaIU IO
KOMITBIOTEPU3UPOBAHHBIX
CHCTEM M 0a3 TaHHEBIX,
HCIONIb3YEMBIX IS
MOJIy4€HUs1, BEpUPHUKAIIH,
npecTaBieHust HHPpopMaluu
0 0€30IaCHOCTH U OLICHKH UX
COOTBETCTBHS ITOCTABJICHHBIM
3aJa4am

b | o mponeccax

JOJKEH BKJIIOYATh B CeOs
MMOATBCPIKACHUC
HEMPEPHIBHOTO MTPOBEICHUS
MOHHTOpPHHTIa
(YHKIIMOHUPOBAHUS CHCTEMBI
(hapmakoHa30pa, BKIIOYAS
KOHTPOJIb OCHOBHBIX
pe3yIbTaTOB, a TAKKE




OIIMCaHHuE€ METOJ0B
MOHHUTOPHHTIA

0 (pyHKIIMOHMPOBAHUU
CUCTEMBI
dbapmakoHnaazopa

JOJIKHA OBITH OIKMCaHa
HMMEIOLIAsICA JOKYMEHTAUs
110 THCHMEHHBIM
CTaHJIapTHBIM IPOLEIypaMm,
THIIBI JAHHBIX B CIIOCO0
BEJICHUS 3amluceH

00 OopraHU3aIMOHHON
CTPYKTYpE JepKaTeist
PETUCTPAI[HOHHOTO
yIOCTOBEPEHHSI

€TKOE IPEACTaBIECHUE O
3a/1eUCTBOBAHHBIX
OpraHu3alUsaX, OCHOBHBIX
CTPYKTYPHBIX
NOJIpa3/IeNeHusX,
3aHUMAIOIINXCS
(bapMakoHaI30pOM, U
B3aMMOOTHOIICHHUAX MCKIAY
OpraHu3alUsIMU U
CTPYKTYpPHBIMU
MOJIpa3/IeIeHUsIMH,
HUMCIOIIIMMHU OTHOIIICHUEC K
BBINOJIHEHUIO J1€ATEIbHOCTH
1o papMakoHaaA30py

A

b B |T

3anuuuTe BRIOpaHHbBIE HU(PHI 107 COOTBETCTBYIOIIMMH OyKBaMU:

SaIlaHI/IH OTKPBITOI'0 TUIIA

[IpounTaiite TEKCT U aiiTe pa3BepHyThIi 000CHOBAHHBIN OTBET
B gem 3aximouaercst 6€30macHOCTh JIEKAPCTBEHHBIX CPEJICTB?

[IpounTaiite TEKCT U 1aiiTe pa3BepHYThIi 00OCHOBAHHBIN OTBET

Kakue momxo b1 k obecrieuenno kadectBa u 0e3omacHocty JIC cymmecTByrOT B HACTOsIIIeE BpeMsi?

[pounTaiite TEKCT U aiiTe pa3BepHyThIf 0OOCHOBAHHBII OTBET
Uro siByIsIeTCSI OCHOBHBIMU 3a1auamu (hapMakoHaazopa’??

[pounTaiite TEKCT U aiiTe pa3BepHy Tl 0OOCHOBAHHBII OTBET
Uro siysieTcst a5ieMeHTaMu hapMakoHa130pa?

[pounTaiite TEKCT U aiiTe pa3BepHy Tl 0OOCHOBAHHBII OTBET
Uto nocay>Kuiio IpUYMHON pa3BUTHs hapMaKkoHaa30pa?

[IpouwnTaiiTe TEKCT U JaliTe pa3BepHYThI 0O0CHOBAHHBIN OTBET




B gem 3aximouaetcst aeaTensHOCTh BeceMUpHO# opranu3anyy 31paBooXpaHeHust B cepe
bapmaxonazopa’?

[IpounTaiiTe TEKCT M JalTE Pa3BEPHYTHI 0OOCHOBAHHBIN OTBET:
Uro oxBaThIBaeT chepa NeSTELHOCTH B paMKax dhapMakoHaa30pa?

[IpounTaiiTe TEKCT M JalTE Pa3BEPHYTHI 0OOCHOBAHHBIN OTBET:
Kak ycrpoena cucrema hapmakonaazopa B EBponetickom coroze?

[TpounTaiiTe TEKCT M JalTE Pa3BEPHYTHIM 000CHOBAHHBIN OTBET
Kak opranmsoBsiBasiack cucrema papmakonanzop B Poccuiickoii deneparmn?

10

[TpounTaiiTe TEKCT M JalTE Pa3BEPHYTHIM 000CHOBAHHBII OTBET
3auem pazpabaTbiBaeTcsi MacTep-dain cucteMsl hapmakoHaa3opa?

11

[TpounTaiiTe TEKCT M JalTE Pa3BEPHYTHIM 000CHOBAHHBIN OTBET
Kakue 351eMeHTHI IOJDKEH CoJIepKaTh MacTep-Qaiil cuctemsl hapMakoHazopa?

12

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHIi 0OOCHOBAHHBINA OTBET
Kak MoxeT ObITh OpraHu30oBaH papMaKOHAI30p y JEPKATENS PETUCTPALHOHHOTO
yIOCTOBEPEHHUSI?

13

[Ipouwnraiite TEKCT U JaliTe pa3BepHYyTHI 0OOCHOBAHHBINA OTBET
B uem 3akimogarorcsi 00s13aHHOCTH YIIOJTHOMOYEHHOTO JIMIIA 10 (hapMaKoHa130py?

14

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHIi 0OOCHOBAHHBINA OTBET
Kaxwe yciyru mo ¢apMakoHaa30py MOKHO IepeiaTh Ha ay TCOPCUHT?

15

[pounTaiite TEKCT U aiiTe pa3BepHYThI 0OOCHOBAHHBIN OTBET
Uro BKIIFOYaET B ce0sl ccTeMa MEHEPKMEHTa KauecTBa 1Mo (hapMaKoOHAI30py?

16

[pounTaiite TEKCT U 1aiiTe pa3BepHY Tl 0OOCHOBAHHBIIN OTBET:
Yo siBIISIeTCS IENSIMU CHCTEMBI KauecTBa B cucTeMe (papmakoHa3opa?

17

[IpounTaiite TEKCT U aiiTe pa3BepHYThIi 00OCHOBAHHBIIN OTBET:
Kakue cy1iecTByIoT Tanbl BHEIPEHHS CUCTEMbI Ka4eCTBa B cUcTeMe (hapMaKoHaa30pa?

18

[IpounTaiite TEKCT U 1aiiTe pa3BepHYThIi 00OCHOBAHHBIIN OTBET:
Kakue moxoapl K JOKyMEHTOO0OPOTY MPUMEHSIOTCA B (papmakoHaazope?

19

IpounTaiite TEKCT U 1aiiTe pa3BepHYThIi 00OCHOBAHHBIIN OTBET:
Kakue nprmMepbl CTaHJapTHBIX ONEpalMOHHBIX MTPOLIEAYP MOKHO MIPUBECTH B (papMakoHa30pe?

20

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHII 0O0CHOBAaHHBIN OTBET:
Kax nomxkHa ObITh OpraHn3oBaHa padbora ¢ OyMakHbBIM apXHBOM?

21

[Ipouwnraiite TEKCT U JaliTe pa3BepHY Tl 0O0CHOBAHHBIN OTBET:
Kax fomxkHa ObITh OpraHn3oBaHa padoTa ¢ 3JeKTPOHHBIM apXUBOM?

22

[IpounTaiiTe TEKCT U AaiiTe pa3BepHYThI 000CHOBaHHbBIN OTBET:
Kakue BubI ayiiTa MOYKHO BBIAEIUTH coriacHO IIpaBunam Haanexamei npakTuku
dhapmakonamzopa?

23

[IpounTaiite TEKCT U JaiiTe pa3BepHYThI 000CHOBaHHBII OTBET:
Uto MOXET ObITh BKJIFOUEHO B IPOrPaMMBbI ayiuTa (hapMakoHaA30pa JeprKaresisi pEruCTPaliOHHOTO




YIOCTOBEPEHHSI?

24

[IpounTaiite TEKCT U JaiiTe pa3BepHYThI 000OCHOBAHHBIN OTBET:
Kak MOXxHO Ki1accu(puIMpoBaTh MHCIEKIIMH CUCTEMBI (papMakoHaa3opa?

25

[IpounTaiiTe TEKCT U AaiiTe pa3BEpHYThI 000CHOBaHHbBIN OTBET:
Kakue npouecchl hapMakoHaa30pa MOKHO aBTOMaTH3UPOBAThH?

YK 4
Criocoben
MPUMEHSITh
COBPEMEHHBIC
KOMMYHHUKATHBHBIC
TEXHOJIOTUH, B TOM
YHCIIe Ha
HMHOCTPaHHOM(BIX)
s3bIKE(ax), IS
aKaJIEeMHUYECKOTO U
IPO¢eCCHOHATBHOTO
B3alMOJIECHCTBUS

OIIK 4
CriocoGeH k aHanmsy,
CHCTeMaTH3allH 1
TIPE/ICTABIICHUIO
JTAHHBIX HAYYHBIX
KCCJIETOBaHUI B
obnacTu oOpaleHus
JICKaPCTBEHHBIX
CpENCTB

MK 2
CriocobGeH k
VIIPaBIICHUIO
paboTtamu
(hapMarieBTHIeCcKon
CHCTEMBbI KauecTBa
TIPOM3BOJICTBA
JIEKapCTBEHHBIX
CpEJICTB

33)13]-[1/151 3aKpPbITOI0 THIIA

[IpouunTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXITY TEPMUHAMHU,
UCIOJIb3YeMOM B (papMaKkoOHAA30pe U X XapaKTEPUCTUKON

K kaxoii mo3uiuu, TaHHOU B JIEBOM CTOJIOIIE, TOI0EpUTE
COOTBETCTBYIOIIYIO O3UIIMIO M3 IIPABOT0 CTOJIOA:

Tepmun XapaKkTepuCTUKA

HEeXKeJaTellbHas peakius OpraHusma,
CBSI3aHHASA C IPUMEHEHUEM
JIEKapCTBEHHOT O Mperapara,
MpUBE/IIAs K CMEPTH, BPOKICHHBIM
HexenarenbHas AHOMAJIMSIM WJIM IIOPOKaM Pa3BUTHS
peakius au00 MPECTABIAIONIAast COOOU yrpo3y
KU3HHU, TpeOyIoIas rOCIUTAIN3aluN
WJIY NIpUBEAIIAs K CTOMKON yTpaTe
TPYAOCIOCOOHOCTH U (MJTH)
WHBAJIUTHOCTH

m000€e HeOIaronpusITHOE U3MEHEHUE
B COCTOSIHUU 3JI0POBbSI MAITUEHTA WK
CyOBeKTa KIMHHUYECKOTO

Henpensunennas
WCCIICIOBaHMS, KOTOPOMY Ha3HAdJaJICs
b | HexematenpHas | 2 9 .
caxs JIEKapCTBEHHBIHN (MCCIIeTyEeMBbIi)
p mperapar, He3aBUCHMO OT MTPUYUHHO-
CJIIEZICTBEHHOM CBS3HU C €r0
MIPUMCHCHHEM
HelnpeIHaMepeHHas HeOJIaronpusTHas
peaKIus opraHu3Ma, CBsI3aHHas C
CepnesHas MIPUMEHEHHEM JICKapPCTBEHHOTO
B | HexematenbHas | 3 | (WcciemyeMoro) mperapara u
peaxius MIperoararonas HaTu4ue, Kak

MHUHUMYM, BO3MOKHOM B3aIMOCBSI3H C
IIPUMCHCHUCM TT1OA03PCBACMOI'0




JIEKapCTBEHHOTO (UCCIIEAYEMOTO0)
npemapara

Hexenarenpuoe
SIBJICHUE

He)XeJaTenbHas peaklus, XapakrTep,
CTCIICHDb TAXKCECTHU UJIK UCXO KOTOpOfI
HE COOTBETCTBYET MH(pOPMALIHH,
coJiepaKalleics B ACUCTBYIOIEH
o011elt XapakTepuCTUKe
JIEKapCTBEHHOTO Ipernapara JIuoo B
Opoltope ucciaenoBaTess JUis
HE3apEeruCTPUPOBAHHOIO
JIEKapCTBEHHOTI'0 Mpenapara

3anummure BBI6paHHBIe LII/ICprI o COOTBCTCTBYIOILIIMMU 6y1(BaMI/IZ

A

b B |TI

HpquTaﬁTe TCKCT U YCTAHOBUTC COOTBCTCTBUC MCIKY THIIAMU
HEeXeaTelIbHbIX PeaKui U UX IpuMepaMu

K kaxx0if mo3uiiuu, TaHHOU B JICBOM CTOJIOIIE, TTOI0EpUTE
COOTBETCTBYIOIIYIO MO3UIMIO U3 IPABOT0 CTOJIOMA:

Tun HexenareTbHON
IIpnmep
peakiuu
Tun A — u30bITOUHBIE I'MnepuyBCTBUTEIBHOCTD
A (ycuieHHbIe) 1 (MMMyHOJIOTHYECKas)
(dhapmakoIOoTHYECKUe
3 PeKThI
5 Tun B — 5 TrenaTOTOKCUYHOCTD
JI030HE3aBUCUMBIE BBICOKHX JI03 MapaleraMmosia
Tun C — HP Kanueporennoctb
B | BcneacTue 3
JUTUTEIIbHOW TepaIiu
I Tun D — orcpodyeHHbie 4 OddexTsl mogaBneHUs
3¢ PexThI. BbIPaOOTKH TOPMOHOB

A

b |B T

3anumuTe BRIOpaHHbBIE IU(PHI 10 COOTBETCTBYIOIIMMH OyKBaMU:

HquHTaﬁTe TEKCT U YCTAHOBUTE COOTBETCTBUEC MCKY THIIAMU
HCKCIIATCIIbHBIX pCaKI_[I/Iﬁ 1 UX NpuMepamMu




K kaxmoii mo3unuu, TaHHOHN B JICBOM CTOJIOIIE, MOAOEpUTE
COOTBETCTBYIOIIYIO TTO3UINIO U3 TIPABOTO CTOJIOMA:

Tum HexxenarensHoN

peaKim [Tpumep
Tun A — u30BITOYHBIC TEpaTOre€HHOCTh
A (ycuneHHbIe)
dapmakonorunyeckue
3 PeKThI
5 Tuno B — CuHIpOM OTMEHBI
JI030HE3aBUCUMBbIE
Tun C — HP JlekapcTBeHHas
B | BcneacTue HEMEePEHOCUMOCTD
JUTMTEJIbHOU Tepanuu
Tun D — orcpoueHHbie JHCOAKTEPUOS NpH
r HCII0JIb30BaHUU
3P PEKTHI.
AHTUOMOTHKOB

3anummre BRIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OYKBaMU:

A

b B |TI

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEKIY METOIaMHU
BBISIBJICHUA H€6HaFOHpI/I$ITHI)IX JICKAPCTBCHHBIX peaKuHﬁ " ux
XapaKTePUCTHKOM
K kaxmoii mo3unuu, JaHHOM B JIEBOM CTOJIOI1IE, ToAOEepUTe
COOTBETCTBYIOLIYIO MO3UIIMIO U3 IPABOTO CTOJIOLA:

Merto1b1 BBISIBIEHUS

HEOJIaronpusTHBIX
XapakTepucTuka
JIEKapCTBEHHBIX
peaxmit
OCHOBAaH Ha y4€Te Ha3HAYCHHI
Meton
JIII manmeHTam, OH yYUTBHIBAET
A CTUMYJIMPOBAHHBIX
o BCE MEIUIIMHCKHUE ABJIEHUS HA
COOOIIIeHNI
¢done npuema JIII
B | Wiu B HECKOJILKUX
MeTtox aKTUBHOT'O CTalMOHAPaX YUYUTHIBAIOT BCIO
b MOHUTOPHUPOBAHUS HEOOXOAMMYI0 HH(OPMAITHIO
HP (MEIMIIMHCKYIO U

neMorpaduyeckyro) oT Bcex




MaIMEHTOB, MPOBOJUTCS YUET
Bcex HaszHadyaembIx JIII, u Bcex
nojo3peBaeMbix HP

Meroa KOropTHOro
UCCIIEIOBaHM

OcHOBaH Ha aKLEHTUPOBAHUU
BHUMaHMsI Bpauel, IPOBU30POB
Y TIallMEHTOB Ha WH(pOpMaLUU
0 JIC 1 opueHTHpOBaHUH Ha
MOHHUTOPHUHT €ro 6e30MacHOCTH

Meroa MOHUTOpPHUHTA
I BBIITMCAHHBIX
peuenToB

Ab B |T

MI03BOJISIET ONPEETUTh
yactory HP, cpaBHuTh yacTory
HP npu paznuunbix
3a00JIeBaHUSIX, OI[CHUTh
CTeNeHb a0COMIOTHOTO PUCKA
paszButusa HP B 1Byx rpynmnax
nanueHToB (B 1-# rpymme
nostyyarot JII, Bo 2-ii rpymnme
— HE TIOJIYYaroT)

3anummure BBI6paHHBIe LII/ICprI noa COOTBETCTBYHOINMU 6y1(BaMI/IZ

HquHTaﬁTC TEKCT U YCTAHOBUTEC COOTBECTCTBUC MCKIY METOJaMH
BBISIBJICHHA HC6HaFOHpI/I${THLIX JICKAPCTBCHHBIX peaKLII/Iﬁ H Uux

XapaKTEPUCTUKON

K kaxxmoii mo3uiuu, TaHHOM B JIEBOM CTOJOIIE, Mo10epuTe
COOTBETCTBYIOIYIO O3UIMIO U3 IPABOIO CTOJIOMA:

MeTo/1b!1 BBISIBIIEHUS
HEOJIaronpusTHhIX
JIEKApCTBEHHBIX
peaximit

XapakTepucTrka

Meron yuera Bcex
A MEIUIIMHCKUX
3amucei 0 00JILHOM

T0OpPOBOIBHOE WITH
3aKOHOJIaTeJIbHO OTOBOPEHHOE
UHPOPMHUPOBAHUE
MECOUIIMHCKUMU U
(bapMareBTHYECKUMH
paboTHUKAMU PETYJIATOPHBIX

OpTaHOB O BBIABJICHHBIX CIIyHasaXx
HP




Meron
UCClIeIOBaHMs Tuna | 2
«CIIy4aii-KOHTPOJIb)

OCHOBAH Ha MPUHIIUIE «CBSI3HU
3alMUCEH: yueTe BCex
MEOULMHCKUX 3aIicel 0
KOHKPETHOM YEJIOBEKE — BCEX
nokasanuii 1 HazHadaembrx JII1,
COIYTCTBYIOUIEH MATOJIOTUH U
€€ UCX0/1ax Ha NPOTSHKEHUHU
BCEM €ro KU3HU

Merton meta-
aHajm3a

aHaJIu3 U CyMMHUPOBaHUE
PE3yIbTATOB OMYOJIMKOBAHHBIX
JTAHHBIX, [TOJIyYEHHBIX B
HECKOJIbKHUX CITEIUATIbHBIX
HCCIIEI0BAHUSX, TOCBSILIEHHBIX
orpeneneHuio 3pPeKTUBHOCTH
JIII, BeisiBaenuro HIIP unn
OTPEICTICHUIO YACTOTHI UX
pa3BUTHS

MeTo | CIIOHTAHHBIX
COOOIEHU

A

b

B | T

MO3BOJISIET OLEHUTH BausiHue JII1
Ha 3a0oneBanue (wm HP) ¢
IPYIIION CPAaBHEHUS U
OTHOCHUTEJIbHBIN PUCK

3anummre BoIOpaHHbIE IU(PBI TI0J] COOTBETCTBYIOIIMMHU OyKBaMU:

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKIY

NpeuMyIeCTBaM1 U HCJOCTATKaMH METOZla CIIOHTAHHBIX COO6H.[CHI/II\/'I.

K kaxxmoii mo3uiuu, TaHHOM B JIEBOM CTOJOIIE, o10epuTe
COOTBETCTBYIOIYIO O3UIMIO U3 IPABOTO CTOJIOMA:

XapakTepucTuka

OueHka

noy4yeHue uHpopmaruu 000

A Bcex JIII, Haxonsmuxcs B 1 | [IpeumytecTBo
oOpareHuu
TPYAHOCTb UHTEPIPETALIMI
MOJYYEHHBIX TAaHHBIX U3-32

b y 1 2 | HemocraTox

HEMOJIHBIX U HETOYHBIX
CBEIECHUN




B BBISIBIICHUE OUYCHb PEIKUX U
HENPEIBUIACHHBIX PEAKLIMI

r HEBO3MOXKHO BELISIBUTH
OTCPOYEHHBIEC PEAKLIUU

3anuimmre BRIOpaHHbIE IU(PBI IO COOTBETCTBYIOMIMMHU OYKBaMU:
A|b |B T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE CTEIEHSIMHU
JIOCTOBEPHOCTHU IMPUYUHHO-CIIEICTBEHHOM CBS3H «JiekapcTBO- HIIP» u
HX XapaKTepUCTUKAMU.

K kaxmoii nmo3uiuu, JaHHOH B JIEBOM CTOJIOIIE, TOA0EpUTE
COOTBETCTBYIOIIYIO TTO3UIMIO U3 TIPABOTO CTOJIOMA:
Crenenb
JIOCTOBEPHOCTH
MIPUYUHHO-
CJICACTBEHHOM
CBSI3U «JICKapCTBO-
HIIP»

XapakTepucTuka

kiauHndeckue nposisienus HIIP,
HapylLIeHHs! 1abOpaTOPHBIX
IIOKa3aTeNel CBA3aHbI 110
BpeMeHH ¢ npuemom JIII, Bpsn nu
A Onpenenennas 1 | umeroT oTHOILIEHHE K
COITYTCTBYIOILIUM 3a00JI€BaHUSAM
WK APYTUM (hakTopam, u
KOTOPBIE YMEHBIIAKOTCSA €
OTMEHOM IIpernapara
KJIMHU4Yeckue nposisiienus HIIP,
HapyIeHus 1abopaTOPHBIX
IIOKa3aTesIey CBA3aHbl 110
BpeMeHH ¢ mpuemom JIII, ux

b BepositHas 2 | MOXHO OOBSICHUTH HAJTMYAEM
COITyTCTBYIOIIUX 3a00JI€BaHUI
niy npuemoM jpyrux JIII n
BIIMSIHUEM XUMHUYECKUX
COETUHEHUN




B Bo3moxHas 3

knuHu4yeckue nposisiienus HIIP,
HapyIIeHus 1ab0opaTOPHBIX
[OKa3aTesel BOSHUKAIOT MpHU
OTCYTCTBHMM YE€TKOW BPEMEHHOU
cBs3u ¢ npuemom JIIT,
MPUCYTCTBYIOT JpyTue (PaKTOPHI,
KOTOpbIE MOTYT OBbITh IPUYUHOMN
UX BO3HUKHOBEHMS

T CoMHHUTETbHASI 4

KnuHu4yeckue nposisienus HIIP,
HapyIIeHus 1ab0paTOPHBIX
MoKazareseil BOSHUKAIOT B
NepUoJI IpueMa mpernapara, He
MOTYT OBITh OOBSICHEHBI
HAJIMYHEM CYIIECTBYIOIINX
3a00JIeBaHUI U BIUSIHUEM JPYTUX
(bakTopoB

A|lb B |T

3anummre BRIOpaHHbIE U(PBI TI0]] COOTBETCTBYIOMIMMHU OYKBaMU:

HpoanaﬁTe TEKCT U YCTAHOBUTEC COOTBECTCTBUC MCIKIY q)aKTOPOM
pUCKa U TUIIOM pa3BUTUSA HC6J’IaFOHpI/I$ITHI>IX MOOOYHBIX peaKum‘/'I.

K xaxmoii mo3unuu, JTaHHOM B JIEBOM CTOJIOIIE, MOA0EpUTE
COOTBETCTBYIOIIYIO TO3UIMIO U3 TIPABOTO CTOJIOMA:

@DakTOpbI/TPyIIIbI PUCKa
passutus HIIP

Tun peakimn

neTH (0COOCHHO

Kpaiiaue Bo3pacTHbIE IPYIIIIBL:

Twurr A — n30BITOYHBIE

dhopMa OpoHXHATHHON aCTMBI

CHJICHHbIE
A | HOBOpPOXXJEHHbIE), OOJIbHBIE (y )
(dhapMakoJIOTHYECKHE
MOKUJIOTO U CTAPUYECKOTO
3 heKThI
BO3pacTa
[TarueHTHI ¢ aTOMUYECKUMU
Tun B —
b | 3a0oneBanusMu: aTonuyeckas
JI030HE3aBUCUMBIE

[IpumeneHnne GeNKOBBIX
IIpenapaToB

I" | ITarmeHTH! ¢ 3a00JIEBAaHUSIMHU




|| NeyeHH MM MOYeK

3anuuuTe BRIOpaHHbBIE UQPHI 1O COOTBETCTBYIOUIUMH OYKBAMU:

A | b

B | T

HquHTaﬁTe TCKCT U YCTAHOBUTC COOTBCTCTBUC MCIKAY MCTOJaMHU
BBIABJICHUS Y THUIIOM HE)KeIaTeIbHOM PpEaKkIuu.

Merto/1b1 BEIABICHUS Twurel HeXeIaTeILHON
HEXKENATEIIbHBIX PEAKLMNA peakuuu
A Meropn yyera 3anucen o Tum A
00JILHOM
5 Knunnueckue Tun B
HCCIeA0BaHUs
Ananus 3a001€BacMOCTH
9./|B Tumn C
u notpebaeHus JII1
MonuTopuHr
r BBINMCHIBAEMBIX Tun D
peLenToB
K kaxx10i1 mMo3uiiuy, TaHHOU B JICBOM CTOJIOIIE, TTOI0EpUTE
COOTBETCTBYIOIIYIO MO3UIUIO U3 IIPABOTO CTOIOMA:
Ab B |T
[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKAY METOAAMH
BBISIBJICHMsI HexenarenbHbIX peakuuit (HP) u ux npeumymecrsamu.
K kaxmoii mo3unuu, TaHHOM B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIOIIYIO MO3UIMIO U3 TIPABOTO CTOIOIA:
Meron I
BbIsiBIIeHUsT HP perMytiectsa
10 Meton yuera MPOCTOTA, IKOHOMHUYECKAs

THUIIA «CJIyYai-

BCEX JIOCTYITHOCTb, OCYIIECTBIICHUE
A | MEIMIIMHCKHUX 1 | dapmakoHag30pa B TEUEHHUE BCETO

3aIucen o nepuoa oopamenus JIIT na

0OJILHOM (hapMaIeBTHUeCKOM PHIHKE

Merton MO3BOJISIET BBIABUTH OTCpOoUYeHHbIE HP
b | nccienoBanmus 2 | mw HenpensuneHasle HP, BHE3amHbIC

JICTAJIbHBIC NCXO/bI




KOHTPOJIb»

MeTton meTa-

OTHOCHUTCJIIBHO HG,HOPOFOCTOHH_[I/Iﬁ nu

aHajM3a MaJI0 MPOAOJKUTENBHBIN, IT03BOJISAET
B 3 | BBISIBJISATH OTHOCUTEIILHBIN PUCK,
MO3BOJISIET BBISBIIATH U U3y4YaTh
penkue HP u cepresnnsie HP
MeTton METO/I TIO3BOJISIET BBISBUTH TTPUYUHBI
CIIOHTAHHBIX BapuabeIbHOCTH PE3yIbTaTOB
I' | cooOwmenuii 4 | pa3nMYHBIX MCCIICIOBAHUM, BEICOKAS

CTaTUCTUYECKasi JOCTOBEPHOCTD
PE3yJIbTaTOB UCCIEAOBAHUS

A | b

B |T

3anummure BBI6paHHBIe LII/I(prI o COOTBCTCTBYIOILIIMMU 6y1(BaMI/IZ

11

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKIY METOTaMHU
BBISIBJICHHSI HeXKenaTenbHbIX peakuuid (HP) u ux npenmymiecrBamu.

K kaxmoii mo3uiuu, JaHHOH B JIEBOM CTOJIOI1IE, ToaOepUTe
COOTBETCTBYIOIIYIO TTO3UITMIO U3 IPABOTO CTOJIOMA:

MeTton BbISIBICHHUS

HP [Ipeumymecrsa
Merton y4eT BIUSIHUS BCEX
CTUMYJIMPOBAHHBIX npuHuMaeMsbIx JIIT,

A | coobuieHuit 1 | BO3MOXHOCTb IPUMEHEHHUS
KIIMHUYECKUX KPUTEPUEB JIJIsI
orbopa

MeTton akTUBHOTO TO3BOJISIET BBISIBUTH PUCK
MOHUTOPUPOBAHUS BO3HUKHOBEHHUs 1 yactoty HP,

5 HP 2 aOCOJIIOTHBIA U OTHOCUTEIbHBIN
pUCK, GaKTOPHI pUCKa U
B3aHMOJICHCTBHS,
oaHoBpeMeHHO MHorue HP.

MeTton KoropTHOTO 9KOHOMMYECKAs JOCTYIHOCTb,

B | HccnenoBanus 3 | BPUIBJICHHE HE3BECTHBIX
s dexros JII1, BeisiBICHHE
HenpensuaeHHbIX HP,




BBISIBIICHUE JICTAJTHHBIX
WCXOJIOB, BBISIBJICHHE BIUSHUS
Ha OEPEMEHHOCTh

Merton IIPOCTOTA, BO3MOXXHOCTh
MOHHMTOpPHHIA OBICTPOTO BBISIBICHHS PEAKHX
r BBINMCAHHBIX 4 HP, oxBaT 00JIBIIOr0 YKCIIa
penenTos NAaIKEeHTOB (aMOyJIaTOPHBIX U
CTallMOHAPHBIX ),

npuHuMarommx apyrue JII1

3anuuuTe BRIOpaHHbIE HU(PHI 1O COOTBETCTBYIOMIMMH OyKBaMU:
A|lb B |T
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HpO‘-IHT&fITC TCKCT U YCTaHOBI/ITe COOTBECTCTBUC MC)KI[y TepMI/IHaMI/I nu
WX ONPEJICTCHUSIMH:

Tepmun Onpenenenue

HEJOCTATOK CBEICHUIM O
0e30IMacHOCTH UJIH 00
0COOEHHOCTSIX MPUMECHECHHS
UICHTH(PUIMPOBAHHBIN JIEKAPCTBEHHOI'O Iperapara
pHUCK y OIpEeIeIeHHBIX TPy
IIaITMEHTOB, KOTOpI)IG MOFYT
SBIISATHCS KIIMHUYECKH
3HAYNUMBIMH

BO3JIeiiCTBHE
JIEKapCTBEHHOTO Mperapara,
KOTOpOMY TOJIBEprcs
YEJIOBEK B PE3yJIbTaTe
BBLIIIOJITHEHHS KaK
npogecCuoHaIbHON
IEeITEILHOCTH, TaK U UHOH
JIEATETLHOCTH
HEXXeJIaTeJIbHOe
IOCJIEACTBHE
OTCYTCTBYIOIIAS (bapmakoTepanuu, B
nHpopmanus OTHOILIEHUU KOTOPOTO
HMEIOTCS OCHOBAHHMS JJISt
MOJTIO3PEHMI HA HAJTMYue

b | moTeHnmanbHbI puck | 2




B3aUMOCBSI3H C
JICKAapCTBCHHBIM
npenapaTrom, KoTopast
HaJyIeXaluM o0pa3om He
Obl1a MOATBEPIKIACHA

BO3JIciiCTBHE,
I' | cBs3anHOE C pogoM
3aHSTUN

HEKENaTeIbHOE
MOCJICAICTBUE
(dapmakorepanuu, B
OTHOIIIEHHUH KOTOPOT'O
MOJIYUCHBI JOCTATOYHBIC
JI0Ka3aTeIbCTBA HATNYHS
B3aUMOCBSI3H C
10JI03pEBaEMbIM
JICKAapCTBCHHBIM
npernapaTom

K kaxmoii mo3unuu, JaHHOH B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIOIIYIO TTO3UIUIO M3 TIPABOTO CTOJIOMA:

A|lb B |T
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HpoanaﬁTe TEKCT U YCTAHOBUTEC COOTBCTCTBUC MCIKY pa3aCiiaMn
IepruoanICCKOro oTuéTa o 0€30MacHOCTH U UX COACP!KAHUECM.

Paznen
TIEPUOITYECKOTO
0OTYéTa 110
0e30macHOCTH

Coneprxanue

A | Beenenue

WNudopmanus o
PEruCTPAIIMOHHBIX
YAOCTOBEPEHUSX, CPOKE UX
JIEHUCTBHS, OTIINYUS B
3apEeTUCTPUPOBAHHBIX
TMOKa3aHUAX

Perucrpanmonnslii
craryc JIII B Mupe

OTKa3 B MIPOAJICHUHN
PEruCTPpainOHHOT O
YAOCTOBCPCHUS, IPUOCTAHOBKA
HJIN OT3BIB PETUCTPALIMOHHOT'O
YAOCTOBCPCHUSA

B | Mepsl, npuHsTHIE

MexaHN3M JeiicTBUS, TOKa3aHU




3a OTYCTHBIN
MIEPHOJI, B CBSI3U C
MOCTYIUBIITHMH
JaHHBIMH 110
6e3onacHocTu JIIT

K IPUMEHEHHIO KPaTKOE
OIMCaHUEe NOIYJISALUN, KOTOPbIE
IIOJIy4arOT JICUECHUE C
Ha3HA4CHHUEM JIEKaPCTBEHHOT'O
npernapara Uiu OblIIM BKJIFOUEHbI
B KJIMHUYECKHUE UCCIIEI0BAHUS

WUsmeHeHus,
BHCCCHHBIE B
CIIPaBOYHYIO
UH(POPMAIIHIO IO
0e30macHOCTH
JIEKapCTBCHHOTO
npenapara

nepeuucisiercs napopmanus 060
BCEX CYIIECTBEHHBIX
HU3MCHCHHUAX, BHCCCHHBIX B
CIIPaBOYHYIO0 HHPOPMAIIHIO TI0
6e3omacunoctu JII1 3a oT4eTHBII
epuoI

K kaxmoii mo3uiuu, JaHHOH B JIEBOM CTOJIOIIE, MOA0EpUTE
COOTBETCTBYIOIIYIO TTO3UIUIO U3 TIPABOTO CTOJIOMA:

A

b B |TI
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HpoanaﬁTe TCKCT U YCTAHOBHUTC COOTBCTCTBUC MCIK/Y pa3iCiiaMHU
IepruoanvICCKOro oTuéTa o 6€30MacHOCTH U UX COACP!KAHUCM.

Paznen
TIEPHOTUIECKOTO
p" Coneprxanue
oTuéTa 1o
0e30macHOCTH
Ouenka yncna
MAIUEHTOB, WH(OPMAIIHS IO CePhE3HBIM
A | TORBEprmHXCS HE)KEJIaTeIbHBIM SIBIICHHSIM,
BO3JICHCTBUIO BEISIBJICHHBIM B XOJIC
JIEKapCTBEHHOTO KIMHUYECKUX UCCIETOBAHHIM
mpermapara
5 O06o0011eHHbIe WNudopmanus n3 nyonukanuit
Ta0JIMYHBIC JTAHHBIE PETYISITOPHBIX areHTCTB
MOTEHIIUATBLHO BYKHBIC JTAHHBIE
. 1o 6€30MacHOCTH U
JlanHbIE HAYYHOM
. 3¢ (HEeKTUBHOCTH, KOTOPbIE ObLITH
B | MmenuimHCKOM
TTOJTYYEHBI ITOCIIE IaThl
JUTEPATYPBI

OKOHYaHUs cOOpa JaHHBIX, HO B
niepuo noarorosku [100b




Baxkuas
uHpopManus,
MOJTyYeHHas MOCIIe
3aBEPILICHUS
nonarorosku [100b

4

JlanHbIe 0 TOTpeOIeHUN
JIEKapCTBEHHOT0 IIpernapara 3a
OTYETHBIN U
MOCTPErUCTPALIMOHHBIHN EPUOIbI

K kaxmoii mo3unuu, JTaHHOH B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIOIIYIO TTO3UIUIO U3 TIPABOTO CTOJOIA:

A

b B T
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HquHTaﬁTe TEKCT U YCTAHOBUTE COOTBETCTBUEC MCXKY pasaciaMu
IepruoanvICCKOro oTuéTa o 0€30MacHOCTH U UX COACP!KAHUECM.

Paznen
TIEPUOITYECKOTO
OTYETAa 110
0€30I1aCHOCTH

Coneprxanue

O0630p cUrHaNOB:
HOBBIC,

JlaHHBIE O pacHpPOCTPAHEHHOCTH
3a00JIeBaHUM, TIPH KOTOPBIX

A 1
paccMaTrpuBaeMble npumensiercs JII1, u BaxxHbie
Y 3aBEPILCHHbBIC AIBTEPHATHBBI TEPAITUN
JaHHBIE TI0 PacCMaTPUBAEMbBIM
5 CursaJsbl 4 olleHKa 2 curHajiaM 0e30MacHOCTH, a
pucka TaK)Ke CHUTHAJIaM, PaCCMOTPEHUE
KOTOPBIX 3aBEPIICHO
MIPUBOJIUTCS MHPOPMAIHUS 11O
B | Ouenka nmoms3sl 3 | 6e30MacHOCTH, XapaKTePUCTHKA
PHUCKOB
NHTerpupoBaHHbIN [Tonreepxnenue 3pPeKTUBHOCTH
aHaIu3 JITT mo nmoka3aHusiM, yKa3aHHBIM
[ | COOTHOUIEHHS 4 B UMIT/OXJIII/JIB, nanHbIe 110
«TI0JTh3a-PUCK» TIO 3¢ (HEeKTHBHOCTH, MOTYUYCHHBIE 32
0JI0OPEHHBIM OTYETHBIN TIEPHUO/1, TPUMECHEHUE
MTOKa3aHUSIM off-label

K kaxxmoif mo3uiuu, TaHHOM B JIEBOM CTOJIOIIE, TO10epuTe
COOTBETCTBYIONIYIO TIO3UIMIO U3 TIPABOTO CTOJIOIA:

A

b |B T
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[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEKTY
XapaKTEPUCTHKAMU PUCKA U UX COJIEpKAHUEM!

XapakTepucTruka
Conepxanue
pucKa
CuUMIITOMBI IPOSIBIICHUS pUCKA
A | yacroTa p p y
nanueHTa
BIIUSTHUE HA
UeM onaceH puck 1ist
b | obmecTBenHoe
0OIIECTBEHHOT'O 3/I0POBBS
3/10pOBbE
JaHHBIC KITMHUYECKIX
BIIUSTHUE HA .
B - HCCIIeIOBaHMM, yKa3bIBaeTCs B
NMIT, OXJIIT
B KaKOM CPOK BO3SHHKAET PUCK
I' | mepuon pucka (Bo Bpems npuema JIII unu nocie

OKOHYAHUS MpUeMa)

K kaxmoii nmo3uiuu, JaHHOH B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIOIIYIO TTO3UIUIO M3 TIPABOTO CTOJIOMA:

A

b B |TI
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HpO‘IHT&ﬁTC TEKCT U YCTAHOBUTEC COOTBCTCTBUC MCIKY pa3aciiaMUn
IUIaHA YOPABJICHUS pUCKAMU M UX COACPXKAHUCM:

Paznen miana

YIpaBJICHUS Coneprxanue
pUCKaMHI
O630pHas MEPOIPUATHS 10 MUHUMH3ALUU
A uHpopManus no PHUCKOB HEOOXO/IMMBI B
JIEKapCTBEHHOMY OTHOIIEHHUN Ka) IO MPOOIeMBI
npenapary 110 6e30MacHOCTH
Criemduxams 10 HanmenoBanwue, ¢popma BhIITyCKa,
b KpaTKoe OIMCaHue
6e30macHOCTH
JICKApCTBEHHOTO Tperapara,
KpaTkuii 0030p npoduis
0€3011aCHOCTH JIEKApCTBEHHOTO
B [Tnan no mpernapara ¢ BbIJICJIEHUEM TeX
(hapmakoHaI30py aCrmeKTOB 0€30IMMacCHOCTH,

KOTOpBbIE TpeOyIOT JalbHEHIINX
JIEMCTBHM 10 YIIPABIICHUIO




pUCKaMu

Mepsl
MUHUMU3ALHAN
PHUCKOB

IpeacTaBIeHUE 0030pa U
000CHOBaHUE 3aIlJIAHUPOBAHHBIX
JiepKaTesleM PEruCTPalluOHHOIO
YIOCTOBEPEHUSI IEUCTBUM O
JaIbHENIIEH XapaKTepUCTUKE
po6JieM 1o 6€30MacHOCTH

K kaxmoii nmo3unuu, TaHHOM B JIEBOM CTOJIOI1IE, ToAOepUTe
COOTBETCTBYIOIIYIO TTO3UIUIO U3 TIPABOTO CTOJOMA:

A

b B T
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HpoanaﬁTe TCKCT U YCTAHOBHUTC COOTBCTCTBUC MCIK/Y pa3iCiiaMU
IJ1aHa yIpaBJICHHUA PUCKAaMH U MOAYJIAMHA PErUCTPAIUOHHOTO JOChC

JICKAPCTBCHHOI'O IIpe€napara.

Paznexn mrana
yIpaBJICHUS
pucKamMu

Moayb perucTpalioHHOTO JIOChE

qacTh | «O630pHas
uHpOpMaNHs 10
JIEKapCTBEHHOMY
npenapary»

Moayib 2.5 «O0630p
KJIMHUYECKUX JTAHHBIX)»; MOIYJIb
2.7 «Pe3roMe KIMHHYECKUX
JTAHHBIX)

yacTts I, momyns CI
«ONUIEMUOJIOTUS
noKa3aHui o
LIEJIEBBIM
MONYJISILIUSIMY

Moayib 2.3 «O01ee pe3rome 1o
Ka4yecTBY», MOAYJb 3
«KauecTBo»

gacth III «ITman oo
dhapmMakoHaI30py»

Moayb 2.5 «O030p
KJIMHUYECKUX JAHHBIX)

qgacte V 2Mepsl
MUHUMH3ALNAN
PHICKOB
IPUMEHEHHS
JIEKapCTBEHHOTO
npernapara
(BKJIIOYAs OLIEHKY
3¢ (HEeKTHBHOCTH
Mep MUHHMHU3AIUU




PHCKOB)»

K kaxoii mo3uiuu, TaHHOM B JIEBOM CTOJIOIIE, TOI0EpUTe

COOTBETCTBYIOIILY

A

b |B | T

10 ITO3UIIUIO U3 ITPaBOro CTOJ'I6HaZ
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[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKY IIPUMEPAMU U

BUJaMH MCP MUHUMU3AIUKU PUCKOB IIPU IPUMEHCHUHA
JICKapCTBCHHOI'O IIpenapara JICKApCTBCHHOIO IpeIiapara.

[Tpumep mep

MUHUMMU3 AU BI/III MCP MUHHUMMU3AIIUHN PUCKOB

PHCKOB

MaTepuraIbl 1JId
INanucCHTOB

1 | Pyrunnsie

WHCTPYKLHUSA O

MEIUIUHCKOMY 2 | JlomoJHUTEbHBIE

IIPUMCHCHHIO

OT3BIB TIpenapara ¢
pBIHKA

PETyJISITOPHBIN

cTaTryc

K kaxxmoii mo3uiuu, TaHHOM B JIEBOM CTOJOIIE, o10epuTe
COOTBETCTBYIOIIYIO O3UIMIO U3 IPABOI0O CTOJIOMA:

A

b B |TI

20

HpoanaﬁTe TEKCT U YCTAHOBUTEC COOTBECTCTBUC MCIKIY ITPUMEPAMHU U

BUJaMH MCP MUHUMU3AIUNA PUCKOB ITPU MPUMCHCHUHA
JICKAPCTBCHHOTI'O IpEIapara JEKapCTBECHHOIO IIpenapara.

[Iprmep mep MUHMMHA3ALTUT

Bun mep MuHnMmU3anmm

IIPOrpaMMBbI JIJIs1 Bpadyei

PUCKOB PHUCKOB
pa3Mephl YIIaKOBKH PyTtunHHBIE
MaTepralIbl I CIENUATUCTOB

b p 8 H JlomoJIHUTENbHBIE
3ApaBOOXPAHECHUS

B cepTu(UKAIMOHHBIC

pasrpaHuvuCHUC pas3JIMIHbIX




AO3UPOBOK C UCIIOJIB30BAHUEM
IOBCTOBBIX KOJOB

K kaxoii mo3uiiuu, TaHHOM B JIEBOM CTOJIOIIE, MOI0EpUTE
COOTBETCTBYIOIIYIO MO3UIMIO U3 IIPABOIO CTOJIOLA:
A|b |B T

33)13]-[1/151 OTKPLITOI'0 THUIIA

[pounTaiite TEKCT U aiiTe pa3BepHyTHIi 0OOCHOBAHHBII OTBET
Kax MOHO KJ1accu(UIMpOBaTh HEXKENATENIbHbIE PEAKLIMK 110 TUITY PEaKLUH?

[pounTaiite TEKCT U aiiTe pa3BepHyTHIi 0OOCHOBAHHBII OTBET
Kax MOHO KJ1accu(HULMPOBaTh HEXKENATENIbHbIE PEAKIIMH C TIO3ULIMK ITPOTHO3UPYEMOCTH?

[pounTaiite TEKCT U aiiTe pa3BepHYTHI 00OCHOBAHHBIN OTBET
Kax MOHO KJ1accu(UIMPOBaTh HEXKENATENIbHbIE PEAKIMH 10 KIMHUYECKUM UCX0aM?

[pounTaiite TEKCT U aiiTe pa3BepHYThI 000CHOBAHHBIN OTBET
Yo siBisieTcs pakTopaMu pUCKa pa3BUTHUS HEOJIArONPUSITHBIX JIEKAPCTBEHHbIX PEaKLIUi?

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHI 0OOCHOBAHHBIN OTBET
B kakue cpoku He00X0IMMO TPETOCTABUTh HH(OPMAIHIO O CEPhE3HBIX HEKENIATEILHBIX PEAKIIUSIX,
BBISIBJICHHBIX B XOJIC KIIMHIYCCKUX MCCIICIOBAHUN?

[pounTaiite TEKCT U aiiTe pa3BepHYTHI 000CHOBAHHBIN OTBET
Kax MOHO K1accuuIpoBaTh NOCTPETUCTPALMOHHbIE UCCIIEA0BaHNS U HAOII0IeHUs 6€30IacCHOCTH
JIEKQPCTBEHHBIX CPEJICTB?

[IpounTaiite TEKCT U 1aiiTe pa3BepHyTbIi 00O0CHOBAHHBIN OTBET
Kaxwe 3a1auu BBITIOMHAIOT OCTPETHCTPALMOHHBIE HCCIEA0BAHNS U HAOITOICHHUS] 0€30I1aCHOCTH
JIEKQPCTBEHHBIX CPEJICTB?

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHI 0O0OCHOBAHHBIN OTBET
Kax BBITTISIIUT anropuT™ MPOBEAEHUS OCTPErHCTPALIOHHOTO UCCIE0BAHNS U HAOMIOIeHNs 6€3011aCHOCTH
JIEKQpCTBEHHBIX CPEJICTB?

[IpounTaiite TEKCT U aiiTe pa3BepHyThIi 000CHOBAHHBIN OTBET
Kaxwe pazzaernsl 10IKeH coiepKaTh IPOTOKOM IOCTPETUCTPALIMOHHOTO UCCIIEI0BAHNS U HAOIIOICHUS
0€30I1aCHOCTH JICKAPCTBEHHBIX CPEJICTB?

10

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHI 0O0OCHOBAHHBIN OTBET
Kaxue MeTo1bl HCIIOJIB3YIOT JUTSl BBISIBIICHUS] HEOJIArONpUsITHBIX JICKAPCTBEHHBIX PEAKIIN?

11

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHI 0O0OCHOBAHHBIN OTBET
Kaxwue sransl npoBosT pu 00pabOTKe CIIOHTAHHBIX COOOIIECHHUI?

12

[Ipouwnraiite TEKCT U JaliTe pa3BepHY T 0O0OCHOBAHHBIN OTBET
Kaxyto MUHUMaITbHYIO HH(POPMALHIO IOTDKHO COJEPIKaTh COOOIIEHHE O HeKENATeIbHO PeaKIiu?
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[TpounTaiiTe TEKCT U JalTe Pa3BEPHYTHIM 000CHOBAHHBII OTBET
B dem 3akimogaercs 1eaTenbHOCTh MEKTyHAPOTHON 0a3bl TaHHBIX O HEOIArOMpHUsITHBIX JIEKAPCTBEHHBIX
peaknusix Vigibase?

14

[pounTaiite TEKCT U aiiTe pa3BepHyTHIi 0OOCHOBAHHBII OTBET
Kax M0kHO K1accuUIPOBaTh CTENEHH JOCTOBEPHOCTH NPHUMHHO-CIIECTBEHHOMN CBA3M «iekapcTBo- HIIP»
Ha ocHOBe Kputepue BO3?

15

[TpounTaiiTe TEKCT M JalTE Pa3BEPHYTHIM 000CHOBAHHBIN OTBET
Kakyro nH(bopMaImio J0ohKeH NepeaTh NalMeHT MPY BO3HUKHOBEHUH Y HETO HEKEJIATEILHON PeaKIiu?

16

[TpounTaiiTe TEKCT M JalTE Pa3BEPHYTHIM 000CHOBAHHBII OTBET
JUIs KakuxX Leiell COCTABISETCS NMEPUOIMYECKA OOHOBIISIEMBI OTYET MO OE30MAaCHOCTH JICKAPCTBEHHOTO
npenapara’?

17

[pounTaiite TEKCT U aiiTe pa3BepHYTHI 000CHOBAHHBIN OTBET
Kaxue paszmenbl JODKEH MMETh MEpHOIMYECKH OOHOBIISIEMBI OTYET MO O€30MacCHOCTU JIEKapCTBEHHOIO
npenapara coryiacHo IIpaBuiaM Hayiexanell NpakTHKU (papMakoHaa30pa?

18

[TpouwnTaiiTe TEKCT U AaiiTe pa3BepHYTHI 000CHOBAHHBIH OTBET
Kakue nctouHukm ucnosb3yrores mnpu noaroroske [1005?

19

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHI 0OOCHOBAHHBIN OTBET:
C Kako¥ MeprOMIHOCTHIO MOAASTCS TIEPUOANIECKH OOHOBIISIEMbIN OTYET 0 O€30MaCHOCTH JISKAPCTBEHHOTO
Tnpernapara B peryJIsTOpHblil opran?

20

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHI 0OOCHOBAHHBIN OTBET:
Kakne nemn wmmeer co3ganne MeIUIIMHCKOTO CJIOBapsi TEPMUHOJIOTHU PETYJISITUBHOM JEATEIbHOCTH

(MedDRA)?

21

[Ipouwnraiite TEKCT U JaliTe pa3BEpHYTHI 0OOCHOBAHHBIN OTBET
Ilo xakuM mapaMeTpam OIUCHIBAIOT PUCKH JIEKAPCTBEHHBIX MPENApaToB IIPU COCTABICHUM IEPUOANYECKU
OOHOBJIIEMOr0 0TYeTa IO OE30M1aCHOCTH JIEKAPCTBEHHOT'O IIpernapara

22

[pounTaiite TEKCT U aiiTe pa3BepHY Tl 00OCHOBAHHBII OTBET:
Kaxue MeTozibl Hcnob3yIoT npu oueHke «llomb3a-Puck» ekapcTBeHHOro npenapara’?

23

[pounTaiite TEKCT U 1aiiTe pa3BepHYThIi 0OOCHOBAHHBIN OTBET:
B kakux cityyasx B peryJIsiTOpHbII OpraH NpeoCTaBIsIeTCs] IUIaH YIPaBJICHUS] pUCKaMu ?

24

[pounTaiite TEKCT U 1aiiTe pa3BepHYThIi 00OCHOBAHHBIIN OTBET:
W3 Kakux pa3fesnoB COCTOMT IUIAH YIPABJICHUS! PUCKAMH JICKAPCTBEHHOT'O Npenapara’?

25

[pounTaiite TEKCT U 1aiiTe pa3BepHyThIf 00OCHOBAHHBII OTBET:
Kakyro 0030pHYyt0 mH(pOpMAIHIO MO JIEKApCTBEHHOMY MpernapaTy HeoOXoauMo mpeaoctaBuTh B Yactu |
[Inana ynpasneHus: puckamu?

26

[Ipouwnraiite TEKCT U JaiiTe pa3BepHYThII 0O0CHOBAHHBIN OTBET:
Yro OTHOCUTCS K PYTUHHBIM MEpPaM MUHHUMM3ALMH PUCKOB?

21

[pounTaiite TEKCT U aiiTe pa3BepHY Tl 00OCHOBAHHBII OTBET:
UYto OTHOCUTCS K AOTIOJHUTEIbHBIM MEpaM MUHUMM3ALMK PHCKOB?




28

[TpounTaiiTe TEKCT U JalTE Pa3BEPHYTHI OOOCHOBAHHBIN OTBET:
Kakue Mepbl MOT'YT UCIIOJIB30BAThCS B IPOrpaMME KOHTPOIMPYEMOTO IOCTyma?

29

[IpounTaiiTe TEKCT M JalTe Pa3BEPHYTHI OOOCHOBAHHBIN OTBET:
3ayeM NPUMEHSIIOT JIOMOJTHUTEIbHBI MOHUTOPHHT B OTHOIIEHUH JIEKAPCTBEHHOTO Mpernapara?

30

[IpounTaiiTe TEKCT M JalTE Pa3BEPHYTHI 0OOCHOBAHHBIN OTBET:
I[To KakuM pUYMHAM MOXKET OBITh MPUOCTAHOBJICHO OOpaIleHHE JICKAPCTBEHHOT'O Ipenapara’?

31

[IpounTaiiTe TEKCT M JalTe Pa3BEPHYTHI OOOCHOBAHHBIN OTBET:
Kakue tpeGoBaHMS MPEABSIBISIOTCS MO CPOYHOMY TMPEICTABICHUIO MHOM MH(OpMAIK M0 0e30MacHOCTH
JICKapCTBEHHOI'O CPEJICTBA

32

[pounTaiite TEKCT U aiiTe pa3BepHyThIi 00OCHOBAHHBII OTBET:
C noMoI1IbI0 KaKMX METO/IOB BBISIBJISIOT CUTHAJIBI B (papMakoHa3ope?

33

[pounTaiite TEKCT U aiiTe pa3BepHYTHI 000CHOBAHHBIN OTBET:
Uro BKIIFOYAET B ce0st poriecc 00pabOTKU CUTHAJIOB?

34

[pounTaiite TEKCT U aiiTe pa3BepHyTHIi 00OCHOBAHHBIN OTBET:
Yto Takoe Banuialus CUrHajia B hapmMakoHaazope?

35

[Ipouwnraiite TEKCT U JaliTe pa3BepHYTHI 0OOCHOBAHHBIN OTBET:
Kakue hakTopbl YUUTHIBAIOTCS B TIPOLIECCE BBIICICHUS IPHOPUTETHBIX CUTHAIOB?
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