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1. TlacmopT KOMILJIEKTA OIleHOYHBIX MATEPUAJIOB
1.1 KomrmuiekT olueHOYHBIX MaTtepuanoB (naigee — KOM) mpenHasHaueH JUisi OLEHKH IJIAHUPYEMbIX
Pe3yIbTATOB OCBOCHHMS paboueli MporpaMMbl TUCHUILUIMHBI (MoxyIisi). DapmakoHaI30p.
1.2 KOM Bxurodaet 3agaHus js MPOBEACHUS TEKYIIETO KOHTPOJIS M MPOMEKYTOYHON aTTeCTaIliH.

OO1ee KOIMUYECTBO 33JaHUI U paclipe/ieieHue 3aJaHUi 110 TUIIaM ¥ KOMIIETEHIIHSIM:

Kon n HanmMeHnoBaHue KOMIIETEHIIUA KoanuecrBo 3apanui KoaunuecTBo 3aganmii
3aKpbITOr0 THIA OTKPBITOr0 THIIA
YK1 20 25

Crioco0eH OCyIIECTBIIATh KPUTUYECKUI aHAIN3
NPOOJIEMHBIX CUTYALMH HA OCHOBE CUCTEMHOIO
MO/IX0/1a, BBIpAa0aThIBaTh CTPATETHIO ACHCTBHUIA
YK2

CriocobeH ynpaBJysiTh IPOEKTOM Ha BCEX ATarax
€ro KU3HEHHOT'O LIUKJIa

YK 6

CriocoGeH onpeensTh U pealn30BbIBaTh
IPUOPUTETHI COOCTBEHHOM JIEATEIbHOCTH U
CIIOCOOBI €€ COBEPIIICHCTBOBAHHSI HA OCHOBE
CaMOOLICHKU

K 1

Cnoco0eH npoBoAUTb pabOThI, CBA3aHHBIE C
(hapMareBTHYECKOM CHCTEMO KauyecTBa
IPOU3BO/ICTBA JICKAPCTBEHHBIX CPEJICTB

YK 4 20 35
CriocoOeH NpUMEHSITh COBPEMEHHbIE
KOMMYHHKATHBHBIE TEXHOJIOTHH, B TOM YHCIIE Ha
MHOCTPaHHOM(bIX) sI3bIKe(aX), AJIs
aKaJIEeMHUYECKOT0 U NMPO(ecCHOHATIBHOTO
B3aUMO/ICHCTBUS

OIIK 4

CriocobeH K aHan3y, CHCTEMATHU3AIUH U
MPE/ICTABIICHUIO JJAHHBIX HAYYHbBIX UCCIEI0BAHUN
B 00J1acTH 00pallieH!s JIEKapCTBEHHBIX CPEICTB
IIK 2

CriocobeH K yrnpaBiieHuto paboTaMu
(bapmarieBTHYECKON CUCTEMBI Ka4ecTBa
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB

Hroro 40 60




3a1aHus BceX THIOB, MO3BOJISIIONINE OCYLIECTBJISATH OIIEHKY BCeX KOMIIETEHIINi, YCTAHOBJIEHHBIX pado4yell MporpaMMoi M CIUIIMHBI
(monynst) PapmMakoHAA30D

Kon u No
HAMMEHOBaHHe /i 3aganue ¢ MHCTPYKUMel
KOMIIETEHIINH
3aiaHusl 3aKPbHITOr0 THIA

YK1 [TpounTaiiTe TEKCT M YCTAHOBHTE COOTBETCTBUE MEXK/Y MPUYMHAMU OT3bIBA U3 OOpAIICHUS U HAMMEHOBAHUSMU
Criocoben JICKapPCTBEHHBIX MTPEMapaToB.
OCYILIECTBIIATh IIprunHa oT3bIBa K3 JlekapcTBEHHBII
KPUTHUYECKHI aHaIN3 oOparieHust npenapar
POOJIEMHBIX MOJKET BBI3BIBATH CEPHE3HBIC
CHUTYaIHii Ha OCHOBE aJIepruyeckue peakiuuu
cncr}rleMHoro A BHJIOI;)‘I) hi (o) P 1 | Buoxe
MOJIX0/1a, aHaUIAKTHYECKOrO MIOKa
BbIpa0aThIBaTh CHUKAET BBIPAOOTKY
CTpaTeruto JeHCTBUNA b | nmpocTouukivHa, MOBbIIIAs 2 | ®encniupup

94acToTy HH(APKTOB

YK 2 1 MOYET BJIUATH HA CEpJICUHbIN
CniocobeH ynpasisiTs | = B | put™m manmenra (nmpoucxonut | 3 | buomapoke
MIPOEKTOM Ha BCEX yanuHeHue uarepaia QT).
JTamnax ero Coaep T MOTSHITHATEHO
JKM3HCHHOT'O [UKJIa ornacHsle nmpumecu N-

I' | HUTpO30AMMETHIIAMUHA, 4 | Panutnona

YK 6 KOTOpbIE 00J1a/1a10T
Cnocoben KaHIEPOreHHbIM 3(ppekTomM
OTIPEAETATh U
peann30BLIBaTH K kxaxmoi mo3unuu, JaHHOH B JIEBOM CTOJIOI1IE, MOAOEPUTE COOTBETCTBYIONIYIO TTO3UIMIO U3 TIPABOTO CTOJIOIA:
TIPUOPHUTETHI
COOCTBEHHOM A|B B T
JeATeTbHOCTH U
CIoCcOOBI ee [TpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBHE TpeOOBaHUsIM K cucteme papmakonaazopa (PH) u ero
COBEPIIIEHCTBOBAHUS COJICpIKAHHEM:
Ha OCHOBE 9 K kax10ii MO3UIMH, TAHHOW B JIEBOM CTOJIOIIE, MOI0EPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO U3 TIPABOTrO CTOJIOMA:
CaMOONCHKH ' Coneprxanue TpeOoBaHMs TpeboBanue k cucreme ®H

Mepbl MUHUMH3AITUT
nK 1 A PHCKOB 1 | K nokymenTam




CriocoGen
MPOBOJHUTH PAOOTHI,
CBSI3aHHBIC C
(hapmareBTHYECKOM
CHCTEMOM KauecTBa
MPOU3BOICTBA
JIEKapCTBEHHBIX
CpeaCTB

B Macrtep-daitn cuctemsl 5 K nporeccam u
OH npouenypam cucremsl ®H
Nudopmarnus o 3 K cucreme kauectBa
HE¥KEJIATEJIbHON pEAKLIMU cucrembl OH

I' | Ayaut cucremblt ®H

3anuiuTe BIOpaHHbIE HU(PHI 10 COOTBETCTBYIOMIMMH OyKBaMU:
A|lb BT

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE TPEOOBAHUSIM K cucteMe dapmakonanzopa (OH) u ero
COJIEpKAHUEM:
K Kak10#1 MO3UIINH, TaHHOW B JICBOM CTOJIOIIE, MOJ0EPUTE COOTBETCTBYOIIYIO MTO3UITMIO U3 TIPABOTO CTOJIOMA:

Coneprxanue
b TpeboBanue k cucreme ®H

TpeOOBaHUS

[TocTperucrpanuoHHbie
A | nccnenoBaHus 1 | K nokymeHTam

6e3onacHoctu JIII

HucnektupoBanue K nmpoueccam u npouenypam
b 2

cuctembl OH cuctembl ®H

K cucreme xkauectBa

B | Yopasnenue curgaiom | 3
p cuctemesl ©H

Ilepuoanuecku
I" | oOHOBIISIEMEBIN OTUYET
o 6e3omacuoctu JII1

3anumure BIOpaHHbIE HHU(PBHI O COOTBETCTBYIOIIUMHU OyKBaMU:
A|b B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE TPpeOOBaHUSIM K cucteMe hapmakonanzopa (OH) u ero

COJIEpKAHUEM:
K kax o mo3unuu, JaHHOH B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO TIO3UIMIO U3 TIPABOTO CTOJIOIA:
Conepxanme TpeboBanue k cucreme ®H
TpeOOBaHUS
Cucrema
A | ynpaBneHus 1 | K nokymeHTam
pUCKaMU
5 OGecneyenune 2 K mporeccam u mpouierypam
COOTBETCTBUS cucrembsl OH




nHpopmaiuu B
HNMII

[Tnan ynpaBneHus K cucreme xauectBa cuctemsl
pUCKaMHU O®H

TpebGoBanus k
YIOJTHOMOYEHHOMY
JUILY IO
dbapmakoHa30py

3anummre BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:
Ab B T

[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKAY JOJKHOCTBIO COTPY/IHHKA 110 (papMaKOHAA30py U €ro
dyHKIHMEH

K ka0l mo3unmu, 1aHHOU B JIEBOM CTOJIOLE, T0J0EPUTE COOTBETCTBYIOILYIO MMO3UIMIO U3 IIPABOI0 CTOJIONA:
OOBeKT XapakTepucTUKa

SIBJISICTCS. OTBETCTBEHHBIM 3a
KOHKPETHBIN IIpenapar,
IIPOBOJIUT aHAIM3 MPOpUIIS
YnoaHOMOYeHHOE 0€301MaCHOCTH U

A | muo mo 1 | a¢pdexkTuBHOCTH,
dbapmakoHaI30py COOTHOIIIEHUS PUCK/TIONB3A,
BBIJIACT HKCIEPTHBIE
3aKIIIOYCHHS U pa3padaThIBaeT
JOKYMEHTAIUIO

BEJIET HEOOXOAUMYIO
JOKYMEHTAIUIO, JKypHAaJIbI
(hopMbI yuera 1o
MenunuHckuii MEIULUHCKOMY MOHUTOPUHTY
COBETHHK u (apMaKoHa30py,
NEePBUYHYIO0 00paOOTKY U BBOJ
TAHHBIX B 0a3bl JAaHHBIX
¢bapmakoHaa30pa
OCYIIECTBIISIET OPTaHU3AIHIO
cucTeMbl (hapMakoHa30pa Ha
3 | mpennpusitin, o0y4yeHne
nepcoHasna, KOHTPOJIb U
KOOPIMHAIIMIO BBITIOJTHEHUS

Memununckuit
CTIECTIHAJIICT




MEpONPHUATHHI TTO
hapmMakoHa30pyY

MPOBOJIUT 0030p UCTOYHUKOB
AccucTteHT JAaHHBIX, IEPBUYHBIN aHATN3

[ | MegumHCKOTO 4 | KHHUYECKHX M JOKIMHHYECKUX
oTnena JTaHHBIX 2P PEKTUBHOCTH U
0€301MacHOCTH

3anuiuTe BIOpaHHbIE HU(PHI 10 COOTBETCTBYIOMIMMH OyKBaMU:
A|lb BT

[IpounTaiiTe TEKCT U yCTAHOBUTE COOTBETCTBHE MEXKAY (DYHKIMSIMHU CHCTEMBI KauecTBa (papMaKoHaa30pa U ux
XapaKTEPUCTUKAMHU
K Kak10# MO3UIINH, TaHHOW B JICBOM CTOJIOIIE, MO0EPUTE COOTBETCTBYONIYIO MTO3UITMIO U3 TIPABOTO CTOJIOMA:

OOBekT [Tpumep
KOHTPOJIb U OIICHKA
A | TUTaHMpOBanye 1 s dexTuBHOCTH PAOOTHI
KauecTBa CTPYKTYP U TIPOIIECCOB
CHCTEMBbI Ka4eCTBa
KOPPEKTHPOBKA U
g | KOHTpOIE o | YJyHllleHHe CTPYKTYpbi 1
KauecTBa MIPOIIECCOB CHCTEMBI
KauecTBa
BBITIOJTHEHHE 3a/1a4
B obecneenme 3 | 00s3aHHOCTEH CUCTEMBI
KauecTBa <AUeCTEa
CO3/IaHHE CTPYKTYPhI
[ | YyqueHue 4 | CHCTEMBI M IIAHUPOBAHHE
KauecTBa WHTETPUPOBAHHBIX U
COTJIACOBAHHBIX MPOIECCOB

3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOMMMH OyKBaMu:
A|b B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE MOCIIEIOBATEIBHOCTD.

OnpeaeJmTe MOCJICOOBATCIIBHOCTD OJOTAallOB peajiu3alliid aBTOMATU3HWPOBAHHBIX CHCTEM 110 YIIPABJICHHUIO
nponeccaMmmn (I)apMaKOHaer;opa:




Peamuzanusa

YTouHeHue TpeOOBaHUN KIMEHTa

TectupoBaHue Ha CTOPOHE KOHEYHOI'O M0JIb30BATEIIS

TpeHuHr noiabs3oBarenen

AHann3 JaHHBIX

3anummre COOTBETCTBYIOUIYIO OCIEI0BATEIBHOCTD UG ClIeBa HANIPABO:

AlB [B[T [ X

agrODNE

[IpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBHE MEX/Ty dTallaMU BHEIPEHHSI CHCTEMbI Ka4eCcTBa
dapmMakoHaI30pa U UX COJEPIKAHUEM
K kaxJ10¥ MO3MIIKH, JaHHOH B JIEBOM CTOJIOIIE, MOI0EPHUTE COOTBETCTBYIOILYIO MMO3HIIUIO U3 IIPABOr0 CTOJIONA:

Coneprxanue Orarl BHeIpeHUs!
ITonroroska o

AHanu3 cyuiecTByomen
oTyeTa 00 ayauTe

CUCTEMBI KayecTBa B

A | unana 1

OpraHu3aly U 00y4YeHHe

KOPPEKTUPYIOIIUX
N nepcoHasa

MEPOIPHUITHIA

H3nanue npukasa

110 KOMIIaHHUH O Pa3pa60TI<a JOKYMCHTAllUU U

b Havaje paboT 1o 2 M3MEHEHUE paboThl COTPYAHUKOB
CUCTEME KauecTBa
[ImannpoBanue

g | [0 Opranusaumu | 4 IIpoBeneHne BHyTPEHHETO
CHUCTEMBI ay/UTa CHCTEMBI KaueCcTBa

KayecTBa
W3nanue npukasa
I' | o npoBenenuun
aymTa

3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOIMMU OyKBaMu:
A|lb B |T

HpO‘IHT&fITG TEKCT U YCTAHOBUTEC COOTBECTCTBHUEC MCKAY dTallaMU BHCAPCHHA CUCTEMbBI Ka4C€CTBA
dbapmakoHaa30pa U UX COEpPIKaHUEM

K kax[10# Mo3uIlnu, TaHHOW B IEBOM CTOJIOIE, MOA0EPUTE COOTBETCTBYIONIYIO MO3UIMIO U3 TIPABOTrO CTOJIOMA:
Conepxanue Orarn BHeIpeHUs

A | OnpeneneHue u 1 | Ananu3s cymecTBYOIICH




JOKYMCHTHPOBAHUC CHCTEMBI Ka4E€CTBa B

IIPOLIECCOB OpraHu3aluy u o0y4yeHue
OpraHu3aIu nepcoHasa
Haznauenmue
KOMaH/IbI
ayJIMTOPOB
YAHUTOPOB, Pa3zpaboTka moKyMeHTauu u
b | moaroroBka mana | 2
U3MEHEHHE PabOThl COTPYIHUKOB
IpOrpamMMbl

MIPOBEJICHUS ayuTa
B [10JIpa3eJICHUSAX
Ananu3z Tekyuien [IpoBenenre BHyTpEHHETO
CUTyaluu ay/MTa CUCTEMbI KaueCcTBa
JlokyMeHTupOBaHue
Y BHEJIpEHUE

' | mpouenyp cucreMsl
MEHE[KMEHTA
KauecTBa

3anummure BbI6paHHbIe I_[I/I(i)pbl noxa COOTBETCTBYIOIIUMU 6YKB8.MI/IZ
A|b |B|T

10.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXY OOIIMMU MPUHLIUIIAMU padOThI C JOKYMEHTaMU B
dbapmMakoHaa30pe U UX XapaKTEPUCTUKOM
K xax0ii mo3uiuu, TaHHOHW B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIONIYIO TTO3UIIMIO U3 TIPABOTO CTOJIOIA:

OOBbexT XapakTepucTuKa
A Ennuniii 1 OIPENIEIIEHO KaK HEOTPAaHUUECHHOE
apXuB (Bcerma)
Bpewmsa
JIOKYMEHTHI B ApXHBE COXPAHSIIOTCS B
XpaHeHus .
b Beex 2 | COOTBETCTBHU C UX TEMATUKON B
XPOHOJIOTUYECKOM ITOPSIIIKE
JIOKYMEHTOB
BCE JIOKYMEHTHI IT0 MOHUTOPUHT
Benenue JIOKY PUHTY
B 3 | 6e30macHOCTH MPOAYKTOB JOKHBI OBITH
JIOKYMEHTOB
COXPAHCHHI B €IMHOM apXHBE
BCE JIOKYMEHTEI, KaCaroI[heCs
CucremMHoe JIOKY i =
r 4 | oe3omacHoctH JIIT momKHEI OBITE
XpaHeHue
0 OpMIICHBI TIOJTHO, Y€TKO, aKKYPAaTHO




3anummuTe BRIOpaHHBIE QP IO COOTBETCTBYIONTUMHU OyKBaMH:
A|b B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKAY pa3jeraMu CTaHAAPTHON ONEPALIMOHHOMN IIPOLELYPBI U
UX XapaKTepUCTUKOU
K Kkak10# MO3UIIMK, TaHHOW B JIEBOM CTOJIOIE, MOA0EPUTE COOTBETCTBYIONIYIO MTO3UIMIO U3 TIPABOTO CTOJIOMA:
OOBeKT XapakTepucTuKa
CIUCOK M YTOYHCHHE TEPMHUHOB W/UITH
a00peBHaTyp/COKpaIICHUI KOTOphIE
A | Lenb npoueaypsl | 1 | MOryT ObITh HE3HAKOMBI WU UMETh
ONPEJIEICHHBIN CMBICT B KOHTEKCTE
JIOKYMEHTA.
omnucaHue TpeOOBaHUM, OKUTAHUN
O6.1acTs CTE‘liI[I/II\/JI, DJIEMEHTOB, MOLIArOBLIX
b . 2 | nedcTBUN U MHCTPYKIIHIA

JEHUCTBUS .

CIOCOOCTBYIOUIHNE AOCTIKEHHIO LIEIeH U

o0jacTu JeiCTBUS MPOIeTyphl

11. || B | OrBerctBennoctu | 3 | OmpenenseT HEOOXOIUMOCTh TOKYMEHTA
OlMCaHue NPUMEHUMOCTH U 00J1aCTH
acIpOCTpaHEHUs JOKYMEHTa U
I' | Onpenenenus 4 | Pactpocip AOKY ’
IPEANOYTUTEIBHO, OTPAHUYEHUS
JEUCTBUSA
uarpaMMsl, TaOIMIbl, (POPMBI, CXEMBI
Onucanue Avarp ’ et opwmt,
A S | mocienoBaTeIbHOCTH Mpoliecca He
nporecca
BKJIFOUEHHBIE B TEKCT IPOLEAYPBI
OIMCaHNE 30H OTBETCTBEHHOCTEH MO
E | Ilpunoxenus 6 | BBIMIOJIHEHHIO aKTUBHOCTEN U AEUCTBUI B
pamMKax OIMCaHHOTO Ipoliecca
3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOMIMMU OyKBaMu:
A|/b B |I' | OIE
[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEK/Y BUJIaMU apX1Ba U NMPaBUIaMH €ro BEJCHUS
K kaxx10# nmo3uiiu, JaHHOU B JIEBOM CTOJIO1E, TOAOEPUTE COOTBETCTBYIONIYIO MO3UIIMIO U3 MPABOr0 CTONOIA:
12. [paBua BeieHUs apXxuBa Bun apxuBa

I[OKyMeHTBI XpaHATCA B TCMATHYCCKUX
narnkKax

A

1 | Bymaxusrii




[Tomemenue, rae HaXOUTCS APXUB,
JIOJDKHO OBITH 3aIUIIEHO OT

b | moBpexaeHus BOJOW WM OT TOKapa, a | 2 | DJIEKTPOHHBIN
TaKKe IPYTrUxX MPUYMH, [0 KOTOPHIM
MOTYT OBITh YHUUTOKEHBI JOKYMEHTBI
ABTOMAaTHYECKOE PE3EPBHOE
KOIUPOBaHUE, MPeA0TBpaIlaolIee

B IIOTEPIO JAHHBIX IIPH ITOBPEKACHUU
OCHOBHOTI'O CEpBEpa
[Ipu cnade B apxuB, JOKYMEHTBI

r | ACKHBI OBbITh OIMCAHBI B

COOTBETCTBHUU C ICUCTBYIOIIMMHU
npoueaypamMu KOMIIaHUU

3anummure BbI6paHHbIe I_[I/I(i)pbl noxa COOTBETCTBYIOIIUMU 6YKB8.MI/IZ
A|b |B|T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKIY BUJIAMU MTPOTPAMMBI ayJIUTA U UX COJEPKaHHEM
K kaxx710ii O3UIIMH, TAHHOW B JIEBOM CTOJIOIIE, MO0EPUTE COOTBETCTBYIOIIYIO MO3UIMIO U3 IIPABOTr0O CTOJIOMA:

Bun nporpaMmel
porp Coneprxanue
ayuTa
[Tpouecc ogo6penus u
be3onacHocTh P p
A 1 | pacmpocTpaHeHMs peKJIaMHBIX U
MPOAYKTa
00pa3oBaTesIbHbIX MAaTEPHUAJIOB
IIponecc [TpenocraBnenue nHpopMaIK MO
p | perncrparun 5 0€30macHOCTH
JIeKapCTBEHHBIX
MperapaToB
Oren OO6bembl posiaxk Mo Mpenaparam u
B 3 | UX KOPPEJSIHS C YUCIOM
MapKeTHHTa .
HE)KEJIaTeNbHbIX SIBICHUN
[Ipomecc 06paboTkm, oYM,
BHE/IpeHUs HH(POPMAILIUU IO
I' | Oraen nmponax 0€30MacCHOCTH B UHCTPYKIIUHU IO
NPUMEHEHHIO, THPOPMUPOBaHHE
PETYJISITOPHBIX OPTaHOB

3anuiuTe BIOpaHHbIE HU(PBI 10 COOTBETCTBYIOMIMMH OyKBaMu:




Ab B T

14.

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXY T'PaJallMsIMU HAXOJ0K ayJUTa U UX XapaKTEPUCTUKAMHU
K kak[10# MO3UIIMH, TaHHOW B JIEBOM CTOJIOIE, MOA0EPUTE COOTBETCTBYONIYIO MO3UIMIO U3 TIPABOTO CTOJIOMA:

I'pananus XapakTepucTruka
HAXOJIOK ayuTa
OTKJIOHEHUSI OJTHOTO MJIM HECKOJIBKUX
mporeccoB GpapMakoHaa30pa WIN
A Kputnunsie 1 | TPAKTHKH, He HAPYIIAIOIHE NpaBa,
HAXOJKU 0€30MMacHOCTh U 0JIArOTOTyYHe
MAIMEHTOB, HE MPEICTABIISIONINE
yIpo3y OOIIECTBEHHOMY 370POBBIO
(byHIaMEHTaIbHbIC HECOOTBETCTBHSI
OJTHOTO T HECKOJILKHX TIPOIIECCOB
(dapMakoHa130pa WM TPAKTUKH,
HETaTUBHO BJIHSIONIME HA BCIO
5 3Ha4YHTEbHbIC o | cucremy (dapMakoHa130pa ¥ Mpasa,
HAXOJIKU 0€301acHOCTh U OJ1aronoiayyue

MAIMEHTOB, IPECTABIISIOIINE YTPO3Y
00LIECTBEHHOMY 3/10POBbIO MJIU
CephEe3HO HapYIIAOIIHE TPeOOBAHUS
3aKOHOJIATEITLCTBA
OTKJIOHEHUS OTHOTO MJTM HECKOJIBKHUX
poIeccoB papMaKOHaAA30pa UITH
MPaKTUKH, HETAaTUBHO BIUSIOIINE HA
cucteMy apMakoHaa30pa U
HesHauuTebHbe MOTEHIMAFHO HapyIIAIOIIUe paBa,
B 3 | 6e3omacHOCTE U Oaromoayyne
HaXOOKHA

MAIMEHTOB, U TEOPETHUECKU
MPEJCTABISIONINE YTPO3y
0O0IIECTBEHHOMY 3/I0POBbBIO WJIH
HapyIIaIme TpeOOBaHUS
3aKOHOJIATEIILCTBA

3anumure BIOpaHHbIE HU(PBI O COOTBETCTBYIOIIUMHU OyKBaMU:

A|b | B

15.

[IpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBHE MEXTy BUJAaMH KJIacCH(DUKaIMii MHCTIEKITUH (hapMaKoHaI30pa




U UX IpUMepamMu
K kak[10# Mo3uIlMK, TaHHOW B JIEBOM CTOJIOIE, MOJAOEPUTE COOTBETCTBYIONIYIO MO3UIMIO U3 TIPABOTO CTOJIOMA:

Knaccubukanms [Tpumep

a. OOBbsBICHHbBIE

A | ITo dhoxkyc 1

(boxycy b. BHe3anuHbie

a. OpPETUCTPAIMOHHEIE

b | Ilo Bpemenun 2 Hop pail
b. ITocTperucrpannoHHbIC
a. HMHcnekus CUCTEMEI B 1IEJIOM

B | Ilo crarycy 3 | b Nucneknus hapmakoHnamzopa
otaenbHoro JIIT
a. [I;manoBrIe

I | Ilo Bue3anHoctu | 4
b BHermuianossie

3anummre BHIOpaHHBIE HU(PHI IO COOTBETCTBYIOIIMMHU OyKBaMU:
A|lb B |T

16.

[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXAY BHIaMU MHCHEKIMH B (hapMaKoHa30pe U UX
XapaKTEPUCTUKON
K kax10i mo3uumu, 1aHHOH B JIEBOM CTOJIOLE, TOJOEPUTE COOTBETCTBYIOLIYIO MO3UIIMIO U3 NIPABOT0 CTOJIONA:

[Ipumep DyHKIWS
BBITIOJTHSIOTCSA 710 BBIIaYU
WNHucnekuuu cucTeMbl
3asIBUTEITIO
A | dapmakonamzopa B 1
PETrUCTPAILIIOHHOTO
LEJIOM
YIOCTOBEPEHUS
MperoaraeT yBeJOMICHHE
HMHCIIEKTUPYEMOM CTOPOHBI O
HE00X0IUMOCTH
[TmraHOBBIE MHCTIEKITUH o0ecrnievueHus MPUCYTCTBUS B
b | cucremsr 2 MecTe IPOBEIEHUS
(dhapmakoHaa3opa WHCTICKITUN
COOTBETCTBYIOIIUX JIUL BO
BpeMs ITPOBEICHUS
WHCIIEKIIUU
HaIpaBJICHbI HA OIICHKY U
aHaJIN3 UMEIOIIUXCS
JloperucrpannoHHble
B 3 MPOIIEAYP, CUCTEM,
WHCIIEKIIAN .
NepcoHasa, HOMEIIeHUH 1
000pyI0BaHMs, a TAK)KE Ha




orpezieNieHue X
COOTBETCTBUS
00s3aTeNBCTBAM 110
(dhapmakoHaa30py,
YCTaHOBJICHHBIM
3aKOHO/IaTEJIbCTBOM
MIPOBOSTCS] B COOTBETCTBUU
OOBbsBIICHHBIC C IIpe/IBapUTEIHLHO
MHCIEKLIHUN COCTaBJICHHBIM IIAHOM
WHCHEKIUH.

3anummre BIOpaHHBIE HU(PHI IO, COOTBETCTBYIOIIMMHU OyKBaMU:
A|lb B |T

HquHTaﬁTe TCKCT U YCTAHOBUTEC COOTBCTCTBUC MCKY BUIAMU I/IHCHGKHI/Iﬁ B Q)apMaKOHansope Hn ux

XapaKTEPUCTUKON
K kaxx710ii MO3UIMH, TAHHOW B JIEBOM CTOJIOIIE, TOI0EPUTE COOTBETCTBYIOIIYIO TO3HUIIMIO M3 IPABOr0 CTOJIOMA:
[Ipumep DyHKIWS
HaIlpaBJICHHbI HA OLIEHKY
BBITIOJTHEHUS (PYHKIIHIA 110
Bnennanosslie (hapmMakoHaa30py B OTHOIICHUU
A | MIHCTIEKIIMH CHCTEMBI 1 | onpeneneHHOro JIEKapCTBEHHOTO
dapmakoHaazopa mpernapara, BKJIIOYaroT B ce0s
TOM YHCJIE OLICHKY U aHaJlu3
MEpONPHUSITHI U IOKYMEHTALIUH,
MIPOBOATCS MOCIJIE BbIAAUN
YZIOCTOBEPEHUS O
NHcneknnn cucreMsl roCyJapCTBEHHOM pPEruCTpauu
(bapmakoHaa3opa mno Y MIpeAHa3HAaYEHBI JIJIs1 OLICHKU
b | otnensHBIM 2 | BBHITIOJIHEHUS JIepKaTeIeM
JIEKapCTBEHHBIM PETUCTPALIMOHHOTO
npenapaTam YAOCTOBEPEHUSI CBOUX
00513aTeNBCTB 110
(hapmakoHaI30py
IIPOBOJSATCS B CIIy4ae
B JlucTaHIIMOHHBIE 3 | BIABJICHNA HHHIMAPYIOIETO
MHCTIEKIIUU (dakTopa (cucreMHOI
IpoOIEMBI)




MIPOBOJISATCS] HHCIIEKTOpaMu 0e3
BbIE3/1a K JIEPIKATEII0
PETUCTPAIIIOHHOTO
YAOCTOBEPEHUS JTUO0
[TocTperucrpaninoHHbIC OpraHu3aIyK, KOTOPOii
WHCIEKIIUN JICJIETUPOBAHO BBITIONHEHUE
dbyuknuii mo papmMakoHa3opy ¢
HCIIOJIb30BAHUEM TaKUX CPEIICTB
CBSI3H, KaK ceTh MHTepHeT miun
TenedoHHas CBS3b

3anummre BHIOpaHHBIE HU(PHI TI0J] COOTBETCTBYIOMIMMHU OYKBaMU:
A|b B |T

18.

[TpounTaiiTe TEKCT M YCTAHOBUTE COOTBETCTBUE MEXKIY TEPMHUHAMHU, UCIIOIB3YEMOM B (DapMaKoOHAA30pe U UX
XapaKTEPUCTUKON

K kaxx710ii O3UIUH, JAHHOW B JIEBOM CTOJIOIIE, OI0EPUTE COOTBETCTBYIOIIYIO MO3UIMIO U3 TIPABOT0O CTOJIONA:
Tepmun XapaKTepuCTHUKA

PYKOBOJICTBO 10
OCYIIECTBIICHUIO
dbapmakoHaa30pa B
rocyapcTBax-wieHax,
UACHTU(DUIIUPOBAHHBIN TpeOOBaHUSA KOTOPOTO

pHUCK pacnpocTpaHsIOTCs Ha
JiepKaTesiel perucTpaliOHHBIX
YAOCTOBEPEHUN U
YIIOJJHOMOYEHHBIE OPTaHbl B
chepe bapmakoHaazopa
OJpOOHOE OMMCAHUE CUCTEMBI
(bapmakoHaa30pa, MPUMEHSIEMON
JIEpKATENIEM PETUCTPALIUOHHOIO
KayeCTBO CUCTEMBI o | YIOCTOBEPEHUS B OTHOMICHHH
dbapmakoHagzopa JAHHBIX 00 OJTHOM WM
HECKOJIbKUX
3apEruCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIpernapaTax

MaCTCp-(I)aﬁﬂ CUCTCMBI BCC XapaKTCPUCTUKHU CHUCTCMbI

dbapmakoHaa3opa (dhapmakoHa30pa, KOTOPHIE B




COOTBETCTBUHU C OLICHKOU
BGPOHTHOCTH HpI/IBO,ZLSIT K
pe3yibTaTam,
COOTBCTCTByIOH_[I/IM oeisim
CHUCTEMBI (hapMaKoHaI30pa

HaJJICKaIasa IpakTUuKa

dbapmakoHagzopa

HE)KeJIaTEeJIbHOE MOCIIEICTBUE
dbapmakoTepanuu, B OTHOIICHUN
KOTOPOTO IOJIy4EHbI
JIOCTaTOYHBIE JOKA3aTEIbCTBA
HaJIM4YMs B3aUMOCBSI3H C
10/103pEBACMbIM
JIEKapCTBEHHBIM IperapaToM

A

b B |T

3anummre BHIOpaHHBIE HU(PHI IO COOTBETCTBYIOIIUMHU OyKBaMU:

19.

HquHTaﬁTe TCKCT U YCTAHOBUTC COOTBCTCTBUC MCKIY TCPMUHAMU, HCIIOJIb3YCMOM B Q)apMaKOHansope Hn ux

XapaKTEPUCTUKON
K ka0l mo3unmu, 1aHHOU B JIEBOM CTOJIOLE, T0J0EPUTE COOTBETCTBYIOILYIO IMO3UIMIO U3 IIPABOI0 CTOJIONA:
Tepmun XapaKTepuCTHUKA
HaMEPEHHOE HEHaJUIekKalllee
OCHOBHBIE JJAHHBIE O IIPUMEHEHHUE JIEKAPCTBEHHOI O
JIEKapCTBEHHOM npenapara, He
A | cpeactBe nepkaTens COOTBETCTBYIOLIEE YCIOBUSAM,
PEruCTPaLlMOHHOTO YCTaHOBJICHHBIM IIpU
YAOCTOBEPEHUS PErUCTPALNK JIEKAPCTBEHHOTO
npenapara
IIPUMEHEHHUE JIEKAPCTBEHHOI O
npenapara 3a 1 npuem 1100
KYMYJISITUBHO B KOJIMYECTBE,
olIMoOKa MpUMEHEHHS KOTOPOE IIPEBBIIIACT
b | nexkapcTBeHHOTO PEKOMEHIyEMYIO
npemnapara MaKCUMAaJIbHYIO 103y B
COOTBETCTBUHU C JICUCTBYIOIIEH
o011el XapaKTepuCTUKOM
JIEKapCTBEHHOI'O IIpenapara
g | HelpaBWiIbHOE JIOKYMEHT, pa3paboTaHHBIN
IIPUMEHEHHE JiepKaTesneM




JICKapCTBEHHOTO PETUCTPAIIHOHHOTO

npemnapara YIOCTOBEPEHUS U COJIECpKAIIUI
nHpopMaIroo 0 6€301MaCHOCTH,
MOKA3aHUAX K IPUMEHEHHUIO,
pEeKUME TO3UPOBAHUS,
(hapMaKoIOTHIECKUX
CBOWCTBAxX U JIPYyTyIO
UH(POPMALINIO, KACAIOIILYHOCS
JICKApCTBEHHOTO IMperapara
HenpeIHaMEpeHHas OINOKa B
nporiecce MPUMEHEHUS
JIEKapCTBEHHOTO Tperapara,
KOTOpasi IPpUBEJIa WA MOTJIa
MPUBECTH K IPUIHHCHUIO
Bpe/ia MalueHTy

I’ | mepeno3upoBka 4

3anummure BbI6paHHbIe I_[I/I(i)pbl noxa COOTBETCTBYIOIIMMU 6YKB8.MI/IZ
A|b |B|T

[IpounTaiiTe TEKCT U yCTAHOBUTE COOTBETCTBUE MEXKIY pasesiaMi MacTep-(aiiia cucteMsl papMaKkoHa30pa U
UX XapaKTEPUCTHKOM.

K kaxx0ii mo3uiuu, 1aHHOHW B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 TIPABOTO CTOJIOIA:
Pasnen macrep-gaiina
cucTeMbl (papmMakoHa30pa

XapakTepucTrKa

JIOJIKHO OBITh OIIMCAHO
pacIoioKeHue,
(yHKIHOHAIIbHbIE
BO3MOXKHOCTH U
OTBETCTBEHHOCTb 3a

0 IKCILTYaTaIHIo

A | KOMIBIOTEPH3UPOBAHHBIX | ; | KOMIIHIOTEPH3HPOBAHHBIX
cucTtemMax m 6azax CHCTEM M 0a3 TaHHBIX,
JAHHBIX UCIIONIE3YEMBIX JJIst

MOJTy4eHus1, BepUPHUKAIIH,
npecTaBiIeHus UHOpMaLUU 0
0€30IMaCHOCTH U OLIEHKH UX
COOTBETCTBHUS IIOCTABICHHBIM
3a7a49am




OJDKEH BKJIFOYATh B ce0s
HOIITBCp)KI[GHI/Ie
HEIPEPBIBHOTO ITPOBEICHUS
MOHI/ITOpI/IHI‘a

5 (GYHKIIMOHUPOBAHKS CHCTEMBI
dbapmakoHaa30pa, BKIIIOYAs
KOHTPOJIb OCHOBHBIX
pE3yJIbTATOB, a TAKIKE
OIIMCaHHE METO/0B

b | o mpoueccax

MOHUTOPHHIA
JIOJDKHA OBITh ONKcaHa
0 (pyHKIIMOHMPOBAHUU MMEIOIIASCS JOKYMEHTALMA 110
B | cucremsl 3 | IUCBbMEHHBIM CTaHIAPTHBIM
bapmaxoHaa30pa Iporeaypam, TUIbI JaHHBIX U

croco0 BeieHUs 3arucei
€TKOE MIPEACTaBICHHUE O
3a1eliCTBOBaHHBIX
opraHusanuAax, OCHOBHBIX
CTPYKTYPHBIX
HOJpa3AeIeHUsIX,

00 opraHu3aIMOHHON 3aHMMAIOIINXCS

CTPYKTYpE AepKaTes 4 (bapmaxkoHa30pOM, U
PETUCTPALIIOHHOTO B3aMMOOTHOIICHUAX MEXTY
yIOCTOBEPEHHS OpraHu3aIUsAMH U
CTPYKTYPHBIMH
oApa3AeICHUsIMHU,
UMEIOIMMH OTHOIIEHUE K
BBIINTIOJIHEHUIO JC€ATCIIBHOCTH I10
bapMakoHa30py

3anumure BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:
A|b B |T

3ajaHusi OTKPBHITOrO THUIIA

[Ipouwnraiite TEKCT U JaliTe pa3BepHY T 0OOCHOBAHHBIN OTBET
B uem 3akimovaercst 0€30MacHOCTb JIEKAPCTBEHHBIX CPEJICTB?

[Ipouwnraiite TEKCT U JaliTe pa3BepHY T 0O0OCHOBAHHBIN OTBET
Kaxwue noaxoisl k obecrieueHuro kauecTna u 6ezonacHoct JIC cyniecTBYIOT B HacTosiee Bpemsi?




[TpounTaiiTe TEKCT U JalTe Pa3BEPHYTHIM 000CHOBAHHBII OTBET
Yo siBIIsieTCS OCHOBHBIMU 33/1auaMu (hapMakoHazzopa??

4.| TlpounTaiiTe TEKCT U JalTE pa3BEPHYThI OOOCHOBAHHBIA OTBET
Yro siBisiercs anemMeHTamMu (hapMakoHa3opa?
5.| IIpounTaiiTe TEKCT U JalTe pa3BEPHYThI OOOCHOBAHHBIA OTBET
YTO MOCITYKUJIO IPUYMHON pa3BUTHsL (hapMaKoHaa3opa’?
6. | IlpounTaiiTe TEKCT U 1aiiTe pa3BEepHYThII OOOCHOBAHHBIA OTBET
B uem 3akimovaercs esirenbHOCTh BeeMupHOIA oprann3aniy 31paBooxpaHeHus B cepe dpapmakonaazopa’?
7.| IlpounTaiiTe TEKCT U IaiiTe pa3BEepHYThIi 0OOCHOBAHHBIN OTBET:
Uro oxBaThIBaeT chepa NeSTELHOCTH B paMKax hapMakoHaa30pa?
8. | IlpounTaiiTe TEKCT U 1aiiTe pa3BEpHYThII OOOCHOBAHHBIN OTBET:
Kak ycrpoeHna crcrema (hapmakoHa3opa B EBponielickom corose?
9.| IpounTaiite TEKCT U 1aiiTe pa3BepHyThI 00OCHOBAHHBIN OTBET
Kak opranmsoBsiBaiack cucrema hapmakonamazop B Poccuiickort deneparun?
1Q IlpounTaiiTe TEKCT U JalTE pa3BEePHYTHI 0OOCHOBAHHBIN OTBET
3ayeM pa3pabareiBaeTcsi MacTep-¢ails cucreMsl papMakoHa3opa’?
11 TNpounTaiite TEKCT U JalTe pa3BEePHYTHI 0OOCHOBAHHBIN OTBET
Kakue 351eMeHThI JOJDKEH CoiepkaTh MacTep-dails cucreMsl papMakoHa3opa’?
12 TlpounTaiite TEKCT U JalTe pa3BEePHYTHI 0OOCHOBAHHBII OTBET
Kak MoskeT ObITh OpraHu30BaH (hapMakoHaI30p y JepKaTelsi perucTpallMOHHOIO YJIOCTOBEPEHUs?
13 TlpounTaiiTe TEKCT U JalTe pa3BepHYTHI 0OOCHOBAHHBIN OTBET
B ueM 3akimogarorcsi 00s13aHHOCTH YTIOJTHOMOYEHHOT0 JIUIIA 0 (papMaKkoHa130py?
14 Tlpouwnraiire TEKCT U JaiiTe pa3BepHYTHI 0OOCHOBAaHHBINH OTBET
Kaxue ycinyru no ¢apMakoHa130py MOXKHO IepeiaTh Ha ayTCOPCUHT?
15 [Ipouwnraiire TEKCT U JaiiTe pa3BepHYTHI 0OOCHOBAaHHBINH OTBET
Yto BKIIOYAET B cedsl cucTeMa MEHe/PKMEHTa KauecTBa o (papMakoHa130py?
16 TlpounTaiiTe TEKCT U JalTe pa3BEPHYTHI 0OOCHOBAHHBIA OTBET:
Yo siBNIsieTCs LIENISIMU CUCTEMBI KauecTBa B cucTeMe (papmakoHai3opa?
17 TlpouuTaiite TEKCT U JaliTe pa3BepHYThI 00OCHOBaHHbIH OTBET:
Kakue cy1iecTByIOT 3Tanbl BHEIPEHHS CUCTEMbI KaUeCTBa B chUcTeMe (hapMaKoHaa30pa?
18 Ilpouuraiite TEKCT U JaliTe pa3BEepHY T 0OOCHOBaHHBIM OTBET:
Kakue moxo el K JOKyMEHTOO0OPOTY MPUMEHSFOTCS B (hapmakoHaazope?
19 Ilpouuraiite TEKCT U JaliTe pa3BEepHY T 00OCHOBaHHBIM OTBET:
Kakue nprmMepbl CTaHJapTHBIX ONEPalMOHHBIX MPOLIEAYP MOKHO MPUBECTH B (papMakoHa30pe?
20 TlpounTaiiTe TEKCT U aiiTe pa3BepHyThIi 00O0CHOBAHHBII OTBET:
Kak noikHa ObITh Oprann3oBaHa pabota ¢ OyMayKHBIM apXUBOM?
21 TlpouuTaiiTe TEKCT U JIaiiTe pa3BepHyThIi 00O0CHOBAHHBII OTBET:




Kak nomkHa ObITh Oprann3oBana padboTa ¢ 3JICKTPOHHBIM apXHUBOM?

22

[IpounTaiiTe TEKCT U AaliTe pa3BEpPHYTHIII 0OOCHOBAHHBIN OTBET:
Kakue Bubl ayiuta MOKHO BbLAEIUTH cornacHo ITpaBuinaM Hajexaliel NpakTuku gpapMakoHaazopa?

23

[IpounTaiiTe TEKCT U AaliTe pa3BEpPHYTHIII 0OOCHOBAHHBIN OTBET:
Yto MOXKeT ObITh BKJIFOUEHO B IPOrPaMMBI ayiiTa (hapMaKoHaA30pa IepKaTelisi perucTpalioOHHOTO YAOCTOBEPEHHS ?

24

[IpounTaiiTe TEKCT U AaliTe pa3BEPHYTHIII 0OOCHOBAHHBIN OTBET:
Kak MokHO Kj1accu(puuupoBaTh HHCHEKIMU CUCTEMBI (hapMaKoHa130pa’?

25

[IpounTaiiTe TEKCT U AaliTe pa3BEPHYTHIII 0OOCHOBAHHBIN OTBET:
Kakue nporeccel (papMakoHa130pa MOXKHO aBTOMaTU3HPOBATh?

YK 4
Criocoben
TIPUMCHSTH
COBPEMEHHbIE
KOMMYHHUKATHBHBIC
TEXHOJIOTUH, B TOM
YHCIIe Ha
HMHOCTPaHHOM(BIX)
s3bIKE(ax), IS
aKaJIeMU4YeCKOro 1
poheCCUOHATIBHOTO
B3aUMOJICHCTBUS

OIIK 4
CnocobeH Kk aHaM3Y,
CHCTeMaTH3AITUH 1
TIPE/ICTaBICHUIO
JTAHHBIX HAYYHBIX
HCCIIEIOBaHU B
obniactu oOpareHust
JIEKapCTBEHHBIX
CpEJICTB

IIK 2
Criocoben
YTIPaBJICHUIO
pabotamu
(bhapmareBTHYeCKOM
CHCTEMBbI Ka4ecTBa

33[{3}[1/[5[ 3aKPbITOI'0 THIIA

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXKy TEPMHUHAMH, UCIIOIB3YEMOM B (DapMaKoOHAI30pe H UX
XapaKTePUCTHKOM

K Kak10#1 MO3UIINH, TaHHOW B JIEBOM CTOJIOIE, MOA0SPUTE COOTBETCTBYONIYIO MTO3UIUIO U3 TIPABOTO CTOJIOIA:
Tepmun XapaKTepuCTHUKA

He)KellaTeNIbHAas PeaKkusi Opranu3ma,
CBSI3aHHAs C IPUMEHEHHUEM
JIEKapCTBEHHOT'O IIpernapara,
MpUBE/IIIas K CMEPTH, BPOKICHHBIM
AHOMAJTUSIM WIIA TTIOPOKaM Pa3BUTHS
00 MpeCTaBIAIoNIAs COO0H yrpo3y
JKU3HU, TpeOyIoIas ToCIuTalIn3aluu
WJIY TIPUBEIIAs K CTOWKON yTpare
TPYAOCTOCOOHOCTH U (MJIIH)
WHBAJIUTHOCTH

m000e HeOIaronpusITHOE U3MEHEHNE
B COCTOSIHUU 3JI0POBbS MAIlUEHTA WIH
cyOBeKTa KIMHHYECKOTO
WCCJIEIOBAHMS, KOTOPOMY Ha3HAYaJICs
JIEKapCTBEHHBIN (MCCIEeTyEMBIN )
npenapar, He3aBUCUMO OT MPUYUHHO-
CJIEICTBEHHOM CBSI3U C €r0
MpUMEHEHHUEM

HenpeIHaMepeHHas HeOIaronpusaTHas
peakius opraHu3Ma, CBsI3aHHAsI C
MPUMEHEHUEM JIEKAPCTBEHHOTO
(ucciemyemMoro) mpemnapara u

HexenarenpHas
peakuus

HenpenBunennas
b | HexemarenpHas 2
peakuus

Cepbesnas
B | nexenarenpnas | 3
peaxmus




TIPOM3BOJICTBA
HeKapCTBeHHBIX
CpEJICTB

HpeAIoIararomnas HaIM4Ine, Kak
MUHHUMYM, BO3MO>KHOM B3aMMOCBSI3H C
PUMEHEHHEM I10/103PEBAEMOTO
JIEKapCTBEHHOTI'O (MCCIIENYEMOTO)
npenapara

He)KeJlaTelIbHasl PeaKIys, XapaKkTep,
CTENEHb THXKECTH WU UCXO0Jl KOTOPOi
HE COOTBETCTBYET MH(pOpPMAIINH,
cojiepxalieiics B JeCTBYIOLEN
Hexenarensnoe ACPIatit A yrom
r 4 | obuieli xapakTepUCTUKE
SIBIICHUE
JIEKapCTBEHHOT' 0 Ipernapara jJudo B
Oporrrope uccienoBaTeNs s
HE3aperucTPUPOBAHHOTO
JIEKapCTBEHHOI'0 Ipernapara

3anummre BHIOpaHHBIE HU(PHI 0] COOTBETCTBYIOIIUMHU OyKBaMU:

A|lb B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXIY TUIIAMHU HEXKENATEIIbHBIX PEAKIUN U UX IpUMEpPaMu
K KaX10#1 MO3UIINH, TaHHOW B JIEBOM CTOJIOIE, MOJA0SPUTE COOTBETCTBYIOMIYIO MTO3UITUIO U3 IIPABOTO CTOJIOIA:

Tun HexenarenbHON
ITpumep
peakimu
Tun A — u36bITOUHBIE I'nnep4yBCTBUTENBHOCTD
A (ycuieHHble) 1 (MMMyHOJIOTHYECKas )
(bapmMakosoruueckue
3¢ ekt
5 Tun B — 2 renaroToKCUYHOCTh
JI030HE3aBUCHMBbIE BBICOKHX J03 MapareraMmosna
Tun C — HP KanneporenHocTs
B | Bciencreue 3
JUINTEIbHON TEparuu
r Tun D — orcpoueHHbIe 4 D dexTs! monaBIeHUSA
3P PEKTHI. BBIPAaOOTKH TOPMOHOB
3anumure BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:
A|b |B T

HquHTaﬁTe TCKCT U YCTAHOBUTC COOTBCTCTBUC MCIKAY THIIAMU HCKCIATCIbHBIX peaKL[I/II\/'I " UX IMpUuMEepamMu




K kax o mo3unuu, JaHHOM B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOMIYIO TIO3UITUIO U3 TIPABOTO CTOJIOMA:

Tun HexenarebHON
[Tpumep
peakimu
Tun A — u30bITOUHBIC TE€PAaTOr€HHOCTD
A (ycusneHHBbIE) 1
(hapmaKoIoruYecKue
a3 dexTh
5 Tun B — 2 CuHIPOM OTMEHBI
JI030HE3aBUCHMBbIE
Tun C — HP JlekapcTBeHHas
B | BcienctBue 3 HEMEepEeHOCUMOCTh
JUIMTEJIBHON Tepanuu
ncOaKTepro3 Mpu
Tun D — orcpoueHHbIe A P P
r 4 HCMOJIb30BAHUU
3¢ exThI.
AHTUOMOTHKOB

3anumure BeIOpaHHbIE HHU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:
A|lb B |T

[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXK]Ty METOIaMHU BBISBICHUS HEOIArONMpPUATHBIX JICKAPCTBEHHBIX
peaKIuii U KX XapaKTEPUCTUKOMN

K kaxx0ii mo3uiuu, 1aHHOHW B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 TIPABOTO CTOJIOIA:
MeTo/p! BBISIBTICHUS

HEOJIaronpusTHhIX

XapakTepucTuka
JIEKapCTBEHHBIX
peakumi

OCHOBAH Ha y4eTe Ha3HauUeHUI
Meton

JIIT nanmeHTaM, OH YYUTBIBACT

A CTUMYJIMPOBAaHHBIX 1
9 BCE MEAMIIMHCKHE SBJICHUS Ha

coo0IeHHH

dhone mpuema JIII

B | WM B HECKOIBKUX
CTaIMOHApaxX yUYUTHIBAIOT BCIO
HE00X0IMMYI0 HH(POPMAITHIO
(MEIMIUHCKYIO U
nemorpaduueckyro) oT Bcex
MalUEeHTOB, TPOBOJIUTCS YUET
Bcex HazHauaemsbIx JIII, u Bcex
nojo3peBaeMbix HP

Metona akTUBHOTO
b MOHHUTOPUPOBAHUS 2
HP




MeTO,Z[ KOT'OPTHOI'O
HUCCICIJO0BaHUA

OcHOBaH Ha aKLIEHTUPOBAaHUU
BHMMAaHUs Bpayeil, IPOBU30POB
U MALMEHTOB Ha HH(pOpMaLuu
0 JIC u opueHTHpOBaHUM Ha
MOHUTOPUHT €ro 6e30MacHOCTH

Mertoa MOHUTOPHHTA
T BBIITMCAHHBIX 4
perenToB

II03BOJISIET ONPEIEINUTh
yactoty HP, cpaBHUTH yactoTy
HP npu paznmuynbix
3a00JIeBaHUAX, OLIEHUTh
CTENEHb a0COIIOTHOIO PUCKa
pazButust HP B 1Byx rpymnmax
nanueHToB (B 1-i rpynme
noay4arot JII1, Bo 2-i rpymie
— HE TOJIYYaroT)

A|lb B |T

3anummre BHIOpaHHBIE HU(PHI IO COOTBETCTBYIOIIUMHU OyKBaMU:

HquHTaﬁTe TCKCT U YCTAHOBUTC COOTBCTCTBUC MCIK/Y MCTOJlaMU BbLIABJICHUA He6ﬂarOHpI/I${THBIX JICKAPCTBCHHLIX

peaKkIui U UX XapaKTEPUCTUKON

K kaxx710ii O3UIUH, TAHHOMW B JIEBOM CTOJIOIIE, MOI0EPUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 IPABOTr0 CTOJIOMA:

MeTo/bI BBISIBIICHUS
HeOIaronpusTHBIX
JIEKapCTBEHHbBIX
peaxmit

XapakTepucTuKa

Meron ydera Bcex
A MEIULIMHCKUX 1
3amnuceii o 00JILHOM

0OPOBOJIBHOE WJTH
3aKOHOJIaTEeJIbHO OTOBOPEHHOE
nH(pOpMHUpOBaHHE
MEIUIIMTHCKUMU U
(hapMarieBTHUECKUMU
paboTHUKAMU PETYISATOPHBIX
OPTaHOB O BBISBJICHHBIX CITy4asix
HP

Meton
b UCCIIEIOBAHUA TUIA | 2
«CIy4ai-KOHTPOIIb

OCHOBAaH Ha MPUHIUIIE «CBSI3H
3aIucen: yuere Beex
MEIUIIMHCKHAX 3alucel O
KOHKPETHOM YE€JIOBEKE — BCEX
noka3annii n HazHadaeMbIx JIIT,




COITyTCTBYIOILIEH NATOJIOTHH U
€e UCX0Jax Ha MPOTSHKEHUHU
BCEH €ro KU3HU

aHaJIN3 U CyMMHUPOBaHUE
PE3yNIbTAaTOB OIyOIMKOBAaHHBIX
JAHHBIX, TTOJIYYCHHBIX B
HECKOJIbKUX CIEIUAIbHBIX

3 | HcclleIoBaHUsX, ITOCBSIIICHHBIX
onpenenacHuto 3GPEKTUBHOCTH
JIII, BersaBnenuto HIIP nnm
OTIpeIeNICHUIO YaCTOThI UX
pa3BUTHS

MO3BOJISIET OLEHUTH BiusHue JII1
MeTo1 CHOHTaHHBIX Ha 3a0oneBanue (i HP) ¢
COOOIICHUH rpynmnoi CpaBHEHUS U
OTHOCHTEIIbHBIN PUCK

Merton meta-
a”Hajn3a

3anummre BIOpaHHBIE HU(PHI O] COOTBETCTBYIOIIUMHU OyKBaMHU:
A|lb B |T

[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXIY MPEHUMYIIECTBAMH U HEIOCTATKAMH METOJa CIIOHTaHHBIX
COOOIIIEHU.

K kax0ii mo3uiuu, 1aHHOHW B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 TIPABOTO CTOJIOIA:

XapakTepucTuka OueHka
noyyeHue uHpopmaruu 000

A Bcex JIII, Haxonsmuxcs B 1 | [IpeumyrectBO
oOparieHuu

TPYAHOCTb HHTEPIPETALIMH
MOJIyYE€HHBIX JaHHBIX U3-3a

b 2 | Hemocratok
HEIIOJIHBIX U HETOUYHBIX
CBEICHUN

B BBISIBJICHHE OYEHb PEIKUX U
HEMPEIBUIACHHBIX PEaKIIH

r HEBO3MOYXHO BBISIBUTH

OTCPOYCHHBIC pCAKIINH

3anuiuTe BIOpaHHbIE HHU(PBI 10 COOTBETCTBYIOMMMH OyKBaMu:




A|b B |T

[TpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE CTEIIEHSAMHU JOCTOBEPHOCTH IPUYUHHO-CIIEACTBEHHOMN CBA3H
«iekapcrBo- HIIP» n ux xapakrepuctukamu.

K kax10# MO3UIIMH, TaHHOW B JIEBOM CTOJIOIE, MOJAOESPUTE COOTBETCTBYIOIIYIO MTO3UIMIO U3 TIPABOTO CTOJIOIA:
Crenenn
JIOCTOBEPHOCTH
MIPUYUHHO-
CJIEICTBEHHOU
CBSI3H <«JICKapCTBO-
HIIP»

XapakTepucTrka

knuHndeckue nposisnenus: HIIP,
HapyLIeHUsI TaOOPaTOPHBIX
IIOKa3aTesel CBA3aHbl 10
BpeMeHH ¢ npuemom JIII, Bpsx nu
A Onpenenennas 1 | uMeroT OTHOIIEHHE K
COITyTCTBYIOIIUM 3200JIEBaHUSM
WK ApYTUM (hakTopam, u
KOTOPBIE YMEHBIIAIOTCS C
OTMEHOMH Ipenapara
KJmHA4Yeckue nposisienus HIIP,
HapyeHus 1a00paTOPHBIX
MIOKA3aTeNeH CBA3aHbl 10
BpeMeHH ¢ nmpuemom JIII, ux

b BepositHas 2 | MOXHO OOBSICHUTH HAJTMIAEM
COITyTCTBYIOIIMX 3a00JeBaHUN
nuiu npuemoM apyrux JIII n
BIIUSHUEM XUMHUYECKUX
COeTUHEHNN

kirHu4Yeckue nposisienus HIIP,
HapylLIeHHs! TabOPaTOPHBIX
[IOKa3aTeJIed BO3HUKAIOT IIpU
OTCYTCTBUH YE€TKOW BPEMEHHOU
cBs3u ¢ npuemom JIII,
MPUCYTCTBYIOT JIpyrHe (PakTophl,
KOTOpPbIE MOTYT OBITh IPUYUHOMN
VX BO3HUKHOBEHUS

B Bo3smorkHas 3




KinHu4eckue nposisnenus HIIP,
HapymeHus 1a00paTOPHBIX
rokasareseil BOZHUKAIOT B
NepuoJl IpUeMa npernapara, He
MOTYT OBITh OOBSICHEHBI
HAJIMYMEM CYIIECTBYIOIINX
3a00JICBaHUH ¥ BIUSTHUEM JIPYTHX
¢bakxTopoB

T CoMHUTENbHAS 4

3anummre BIOpaHHbIE HU(PHI O COOTBETCTBYIOIIUMHU OyKBaMU:
A|b B |T

[TpounTaiiTe TEKCT U YCTAaHOBUTE COOTBETCTBUE MEXAY (PaKTOPOM PUCKA M TUIIOM Pa3BUTUS HEOIArOMPUATHBIX
OOOYHBIX peaKuil.

K Kak10¥ MO3UIINH, TaHHOW B JICBOM CTOJIOIIE, MO0EPUTE COOTBETCTBYIONIYIO MTO3UIMIO U3 TIPABOTO CTOJIOMA:
@DakTOPBI/TPYIIIHI PUCKA
passutus HIIP

KpaitHue Bo3pacTHbIE TPYIIIIbI;
et (0COOCHHO

Turm peakimn

Tun A — U30BITOYHBIE

CWJICHHBIC
A | HOBOPOXK/ICHHEBIE), OOJIbHBIC 1 (¥ )
dbapmakomoruyeckue
MOKUJIOTO U CTAPUYECKOTO
3¢ deKThI
BO3pacTa
[TarueHTsI ¢ aTOMUYSCKUMHU Tun B
b | 3a0oneBanusMu: atonuyeckas | 2
JI030HE3aBUCUMBIE

dbopma OpOHXUATTLHON aCTMBI
[TpumeHneHne GeNTKOBBIX
IpernapaToB

[TarueHTHI € 320071€BaHUSMUI
IICYCHHU UJIN ITOYCK

3anuiuTe BIOpaHHbIE HU(PHI 110 COOTBETCTBYIOMIMMH OyKBaMu:
A|b B |T

[IpounTaiiTe TEKCT MU YCTAHOBUTE COOTBETCTBUE MEKIY METOJAMHU BBISIBIICHHS Y TUIIOM HEXKEJIATEIIbHON peaKiiu.
MeTon! BEISBICHUS Tumns! HeXeIaTeTLHOM
HEKeJaTeIbHbIX PEaKIN peakimn

A MerTton yueta 3anuceii o | 1 Tun A




OOJILHOM
Knuunueckue
b 2 Tun B
HCCIIEIOBAHUS

AmHanus 3a0071€BaEMOCTH
B 3 Tumn C
u notpebaenus JIIT
MoHnuTOpHUHT

T BBIIUCBHIBAEMEBIX 4 Tuno D

pELENnTOB

K kak[10# MO3UIINH, TaHHOW B JIEBOM CTOJIOIE, MO0EPUTE COOTBETCTBYONIYIO MO3UIMIO U3 TIPABOTO CTOJIOMA:
Ab B |T

[TpounTaiiTe TEKCT U yCTAaHOBUTE COOTBETCTBUE MEXKAY METO/IaMU BBISBICHUS HexenarenbHbIx peakuuil (HP) u ux
IIPEUMYILECTBAMM.

K kakI10# MO3UIINH, TaHHOW B JICBOM CTOJIOIE, MOI0EPUTE COOTBETCTBYONIYIO MTO3UIMIO U3 TIPABOTO CTOJIOMA:

Meron IIpenmyiiecTBa
BeLiBicHus1 HP perMy
Meron yuera MPOCTOTA, IKOHOMHYECKAs
BCEX JIOCTYITHOCTb, OCYIIIECTBIICHHE
A | MEIUIIMHCKUX 1 | papmakoHag30pa B TEUEHHE BCETO
3ammcen o nepuoja oopamenus JIIT na
00JILHOM (dhapmareBTUueCKOM PHIHKE
MeTton
MO3BOJISIET BBIABUTH OTCpOUYeHHBIE HP
HCCIICIOBAHUS
b N 2 | u HenpenBuaeHubie HP, BHEe3amHbIE
TUIA «CITy4au-
JIETaTBHEBIE HCXObI
KOHTPOJIb)»
Meton meTa- OTHOCHUTEJIBHO HETOPOTOCTOSALLUN U
a”HaJm3a MaJIO TTPOIOJIKUTEIIbHBIN, TO3BOJISET
B 3 | BBISBISATH OTHOCUTEIBHBIN PUCK,
MO3BOJISIET BBIABIIATH U U3y4aTh
peaxue HP u ceppesnnie HP
MeTton METO/I TTO3BOJISIET BBIIBUTH MPUYHHBI
CIIOHTAHHBIX BapnabeIbHOCTH PE3yIbTaTOB
I' | cooOurennii 4 | pa3NMUYHBIX HCCIICIOBAHUMN, BEICOKAS
CTaTUCTUYECKAs JOCTOBEPHOCTh
pEe3YyJIbTAaTOB UCCIENOBAHUS




3anummuTe BRIOpaHHBIC QP IO COOTBETCTBYIONTUMHU OYKBaMH:
A|b B |T
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[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXAY METOAaMH BbISIBICHUS HexenaTebHbIX peakiuit (HP) u ux
IIPEUMYILECTBAMHU.

K kax10ii O3UIMH, TAHHOW B JIEBOM CTOJIOIIE, TOI0EPUTE COOTBETCTBYIOIIYIO MO3UIMIO U3 IPABOT0O CTOJIONA:

MeTton BbISIBICHHS
IIpeumymecrsa
HP
Merton y4eT BIUSHUS BCEX
CTUMYJIMPOBaHHBIX npuHuMaeMsix JII,

A | cooOuenuit 1 | BO3BMOXHOCTh IPUMEHEHUS
KIIMHUYECKUX KPUTEPUEB IS
oTbopa

Meton akTUBHOTO IIO3BOJISIET BBIIBUTH PUCK
MOHHUTOPUPOBAHUSA BO3HMKHOBeHHMs 1 yactoty HP,

5 HP 5 a0COIOTHBIA U OTHOCUTEIbHBIN
pHCK, (haKTOpBI pHCKA U
B3aMMOJEICTBYS,
oaHOBpeMeHHO MHorue HP.

Meton HKOHOMHYECKAs JOCTYITHOCTb,
KOTOPTHOT'O BBISIBJICHHE HEU3BECTHBIX
VCCIIEJOBAHMUS s dexTos JIII, BeIsABICHNE

B 3 | menpenBuaeHHBIX HP,
BBISIBJICHHE JIETAJIbHBIX
HCXOJIOB, BbISIBJICHUE BIUSHUS
Ha 0€pEeMEHHOCTb

Meton IIPOCTOTA, BO3MOKHOCTb
MOHMTOPHHTA OBICTPOTO BBISBIICHUS PEIKUX
r BBINMCAHHBIX 4 HP, oxBar Gosbloro uucna
peuenTon ManueHToB (aMOyIaTOPHBIX U
CTallMOHAPHBIX),
npuHuMaromux apyrue JIIT
3anuiuTe BIOpaHHbIE HU(PHI 10 COOTBETCTBYIOMIMMH OyKBaMu:
A|b B T
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HquHTaﬁTe TCKCT U YCTAHOBUTC COOTBCTCTBUC MCIKAY TCPMUHAMU U UX OIIPCACIICHUAMMU:




Tepmun Ornpenenenue

HEJIOCTATOK CBEJACHUI O
0e30IacHOCTH WK 00
0COOEHHOCTSIX TPUMEHEHHUS
UACHTH(DHUIIMPOBAHHBIN JICKapCTBEHHOT'O IIperapara
pUCK y OIpeIeTICHHBIX TPYIII
MAIUECHTOB, KOTOPBIC MOTYT
SIBJISITHCS KIIMHUYECKU
3HAYUMBIMHU

BO3JCHCTBHUE
JIEKapCTBEHHOT0 IIpernapara,
KOTOPOMY HOJABEPICS
YeJIOBEK B Pe3yJIbTaTe
BBIIIOJIHCHHS KaK
podeCCHOHAIBHON
JIESATCIbHOCTH, TaK U HHOMU
JIeSITeIIbHOCTH

NOTEHIMATBHBIN PUCK | 2

HEeXellaTeIbHOE
MOCIIEAICTBHE
dbapmakoTepanuu, B
OTHOIIEHUU KOTOPOTO
NUMCHOTCSI OCHOBAHUSA J1JI51
3 | mogo3peHuii Ha HaTU4Ke
B3aMIMOCBSI3H C
JIEKapCTBEHHBIM
mpermapaToM, KoTopast
HaJJIeXkKaIMM o0pa3oM He
ObLIa OITBEPXKIACHA

OTCYTCTBYIOILAs
uH(popManus

HEXXeNaTebHOe
MOCJIEZICTBHE
¢dapmakoTepanuu, B
OTHOIIEHUU KOTOPOTO
MOJTyYEHBI IOCTaTOYHbIE
JI0Ka3aTeNbCTBA HATUUUS
B3alMOCBS3H C
[10/103PEBAEMbIM
JIeKapCTBEHHBIM
pernapaToMm

BO3JICHCTBHE,
CBSI3aHHOE C POJOM 4
3aHATHI




K kax[10# Mo3uIlnu, TaHHOW B IEBOM CTOJIOIE, MOAOEPUTE COOTBETCTBYIONIYIO MO3UIUIO U3 MIPABOTO CTOJOMA:
Alb B |T

HpO‘IHT&fITC TEKCT U YCTAHOBUTEC COOTBETCTBUEC MECXKAY pa3aciaMu IIEPUOJUUCCKOTO oTyéTa o 0€30MacHOCTH U
HX COACPKAHUCM:

Pazpen
MIEPUOMUYECKOTO
PO Coneprxanue
0TuéTa 110
0€e30MacHOCTH
Nudopmanus o
PErUCTPaIMOHHBIX
OCTOBEPEHHUSIX, CPOKE MX
A | Benenue 1 yIlv p » P
JIEUCTBUSI, OTIIMYHS B
3aperuCTPUPOBAHHBIX
MOKa3aHUSIX
OTKa3 B MPOJUICHUU
. ErUCTPALIMOHHOTO
Perucrpanmonnslii p pall
b 2 | yIOCTOBEPEHHUS, TPUOCTAHOBKA
craryc JIII B mupe
WJIU OT3BIB PETUCTPAILIMIOHHOTO
YAOCTOBEpPEHUS
MexaHu3M AeHCTBHS, ITOKa3aHUs
Mepsl, IpuHATHIE
. K IPUMEHEHHIO KpaTKOe
3a OTYETHBIN .
OTNHUCaHue TOMYJISANMA, KOTOPhIE
MIEPHO/I, B CBSI3U C
B 3 | momydaroT JeueHue C
MOCTYNHBIINMHA
Ha3HAYCHHEM JIEKapCTBEHHOTO
AGHHDIMI 11O npernapaTa Uiy ObUTH BKJIFOUEHBI
6e3omacuoctu JIIT penap
B KJIMHUYECKHUE MCCIICIOBAHUS
HN3meneHus,
nepeuncisiercss uHdopmarus 060
BHECEHHBIC B
BCEX CYIIIECTBEHHBIX
CIIPaBOYHYIO
M3MEHEHUSIX, BHECEHHBIX B
I' | uadopManmro O 4
CIPAaBOYHYIO MH(OPMAIIHIO 110
0€30I1aCHOCTH .
6e3omacunoctu JII1 3a oTyeTHBII
JIEKapCTBEHHOTO
Mepuo.I
npenapara

K kax[10# mo3uIlnu, 1aHHOW B IEBOM CTOJIOIE, MOA0EPUTE COOTBETCTBYIONIYIO MO3UIMIO U3 TIPABOTrO CTOJIOMA:
A B B T |
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[IpounTaiiTe TEKCT U yCTAHOBUTE COOTBETCTBUE MEKIY pa3JielaMU EPHUOJUUECKOro OTYETa O OE30MaCHOCTH U

HX COACPIKAHUCM!

noarorosku [100b

Paznen
MIEPUOIUTUECKOTO
pY Conepxanue
OT4éTa 10
0e30MacHOCTH
Onenka yucna
MAIMEHTOB, uH(pOpMaLKs MO0 CePhE3HBIM
A | TomBeprimxcs HE)KEJIAaTEIbHBIM SIBJICHUSM,
BO3/ICHCTBUIO BBISIBJICHHBIM B XOJI€
JIEKapCTBEHHOT'O KJIMHUYECKHUX UCCIIEJOBaHUM
npemnapara
5 O060011eHHbIE WNudopmanus u3 myOnukanmii
TaOJIMYHbIC JAHHbBIE PEryJISATOPHBIX areHTCTB
MOTEHIMAJIHLHO BaKHBIE JaHHBIC
. 1o 0€30MacHOCTH U
JlanHble HayqHOU
. 3¢ (HEeKTHBHOCTH, KOTOPHIE ObLIN
B | MegunmHCKOU
MOJTy4YE€HBI 1OCJIe AAaThI
JUTEPaTyPHI
OKOHYaHUs cOOpa JaHHBIX, HO B
nepuoa noarorosku 11006
Baxnas
[lannsle o moTpediieHnn
uHpopmManus,
JIEKapCTBEHHOTO Iperapara 3a
I' | momydeHHas nocie .
OTUYETHBIN U
3aBepIIECHUS

HOCTpeFI/ICTpaI_[I/IOHHHﬁ MEpUOAbI

A

b B |T

K kax0ii mo3uiuu, 1aHHOHN B JIEBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 TIPABOTO CTOJIOIA:
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[IpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXTY Pa3eiaMH MEPUOIUIECKOTO OTUETa IO 0€30MMaCHOCTH 1

X COACPKAHUCM:

Paznen
HIEPUONIECKOTO
OTuéTa 1o
0€e30IacHOCTH

Coneprxanue

0O0630p CUTHAJIOB:
HOBBIC,

JlaHHBIE O PacCIIPOCTPAaHEHHOCTH
3a00JIeBaHUH, TPU KOTOPBIX




paccMaTpuBaeMble
1 3aBCPUICHHLIC

npumensiercs JII1, u BaxxHbie
allbTEPHATUBBI TEPAIIUN

Cursaibl U OIlEHKA

JIAHHBIE 10 PaCCMaTPUBACMBIM
chrgaizaM 0e30IIacHOCTH, a

A

b |B|T

b pHcka TaK)e CUTHAJIaM, pACCMOTpPEHHE
KOTOPBIX 3aBEPIICHO
NPUBOAUTCS HH(DOPMAIHSI 11O
B | Ouenka nomnb3bl 0€30IacCHOCTH, XapaKTePUCTUKA
PHCKOB
WHTerpupoBaHHbIil [ToaTBepxnenue 3¢ HEeKTHBHOCTH
aHau3 JITT mo moka3aHusIM, YKa3aHHBIM
[ | COOTHOMIEHHS B UMIT/OXJIII/JIB, nanusie 1o
«TI0JIb3a-PHUCK» 110 3P PEKTUBHOCTH, TIOJTYUCHHBIC 32
0JI00pEHHBIM OTUYETHBIN TIEPHO/, TPUMECHECHUE
MOKa3aHHUSIM off-label

K kaxx10ii O3UIUH, TAHHOM B JIEBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 IPABOr0 CTOJIOMA:
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HpO‘IHTafITC TCKCT U YCTAHOBUTC COOTBCTCTBHUEC MCIKAY XAPAKTCPUCTUKAMHU PHUCKA U UX COACPIKAHUCM!

XapakTepucThKa
Coneprxanue
pHcKa
CHUMIITOMBI IPOSIBJIEHUS PUCKA
A | gacrora P P Y
HanueHTa
BIIMSTHUE HA
Yem omaceH puCK A
b | oOmecTtBenHoE
OOLIECTBEHHOIO 3/I0POBbS
310pOBbE
JTaHHBIE KIMHUYECKUX
BJIIMSTHUE HA .
B - MCCJIEJOBAHNM, YKA3bIBAETCS B
NMII, OXJIII
B KaKOM CPOK BO3HUKAET PUCK
I' | mepuop pucka (Bo Bpems npuema JIII nnm nocne

OKOHYAHUS MpHeMa)

A

b B |T

K kax o mo3unmu, JaHHOH B JIEBOM CTOJIOIIE, MOAOEPUTE COOTBETCTBYIOIIYIO TTO3UIIMIO M3 TIPABOTO CTOJIOMA!
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HquHTaﬁTC TCKCT U YCTAHOBUTC COOTBCTCTBHUC MCIKAY Pa3aCiIaMU I1JIaHa YIIPABJIICHHUA PUCKAMU U UX




COACPIKAHNUEM!

Pasznen miana

YIIpaBJICHUS Coneprxanue
pHCKaMu
O630pHas MEPOIPUATHS 10 MUHUMH3AIUU
A uHpopManus 1o PHCKOB HEOOXOIUMBI B
JICKapCTBEHHOMY OTHOIICHUU KaXKJ0U POOIEMBI
npenapary 110 6E30M1aCHOCTH
Haumenosanue, hoopma BbImycka
Crenuduxanms mo » bop yekd,
b KpaTKO€ OIIUCaHHUE
0e30MacHOCTH
JIEKapCTBEHHOT'0 IIpernapara,
KpaTkuii 0030p mpoduis
0€301MacHOCTH JIEKaPCTBEHHOTO
npernapara ¢ BhIJICIICHUEM TeX
Ilman mo perap A
B acrmeKToB 0e30MacHOCTH,
dbapmakoHaI30py N
KOTOpBIC TPEOYIOT TaTbHEHIIINX
JICUCTBUM 1O YIIPABJICHUIO
pHCKaMu
npencTaBieHue o03opa u
Mepbi 000CHOBaHUE 3aIJIAHUPOBAHHBIX
eprKaTesieM PEeTUCTPaliOHHOTO
I' | MuUEMMUH3aIUH s1ep P vp 1 N
YIOCTOBEPEHUS IEHCTBUIN IO
PHCKOB

JlalbHENIIEH XapaKTepUCTUKE
mpo0JsieM 1o 0€30MacHOCTH

A

b B |T

K kax0ii mo3uiuu, TaHHOHN B JIEBOM CTOJIOIIE, MOA0EPUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 TIPABOTO CTOJIOIA:

18

HpO‘IHT&ﬁTC TEKCT U YCTAHOBUTEC COOTBCTCTBHUC MCIKAY pPa3ACiIaMU IJIaHa YIIPABJIICHUA pUCKaMU U MOAYJISIMA
CTUCTPALIMOHHOI'0 JOCHE JICKAPCTBCHHOTI'O MMpCriapara:

Paznen mana
yTpaBICHAS
pUCKaMu

Monynb perucTpanyrioHHOTO J10Che

yacTb | «O030pHas
uHpopMaLus 1o
JIEKapCTBEHHOMY
npenapary»

Moayab 2.5 «O630p
KIIMHUYECKHUX JaHHBIX)»; MOIYIb
2.7 «Pe3roMe KIIMHMYECKHX
TaHHBIX»




yactb I, mogyine CI
«INMUIEMHOJIOTHS
MMOKa3aHui 110
LICJICBBIM
TTOMYJISIIHSIMY

Moyib 2.3 «O61ee pe3roMe 1o
Ka4yecTBY», MOJTyJIb 3
«KauectBo»

vactb III «Ilman mo
(hapMakoHaI30py»

Moayib 2.5 «O630p
KIMHUYECKUX JTAHHBIX)

qacTb V 2Mepsl
MUHUMU3ALNAN
PHUCKOB
MPUMEHEHUS
JIEKapCTBEHHOTO
npernapara
(BKJIIOYAsL OLICHKY
a3 dexTuBHOCTH
Mep MUHUMHU3ALUU
PHCKOB)»

A

b B |T

K kax10ii O3UIUH, TAHHOM B JIEBOM CTOJIOIE, TOAOEPUTE COOTBETCTBYIOIIYIO MO3UIUIO U3 IPABOTO CTOJIOMA:

19

[IpounTaiiTe TEKCT M YCTAaHOBUTE COOTBETCTBUE MEXAY TPUMEPAMU U BUJAMU MEP MUHUMHU3ALUU PUCKOB IIPU
IIPUMEHEHUN JIEKAPCTBEHHOIO IIpenapara JISKapCTBEHHOIO Iperapara:

[Tpumep mep
MHUHUMU3ALUHA
PHUCKOB

Bun MEP MUHUMU3AIUU PUCKOB

MaTCepHraJibl IJId
IMalfMCHTOB

PyTuHHBIE

MHCTPYKLHUS 1O
MEAUIIMHCKOMY
IIPUMEHEHHUIO

JlomoIHUuTENbHBIE

OT3BIB ITpenapara c
pBIHKA

pETyISTOPHBII
cTaryc

K kax[10# MO3UIINK, TaHHOW B IEBOM CTOJIOIE, MOA0EPUTE COOTBETCTBYIONIYIO MO3UIMIO U3 TIPABOTO CTOJIOMA:

A B|[B T




20

IIpounTaiiTe TEKCT U YCTAHOBUTE COOTBETCTBUE MEXIY IIPUMEPAMU U BUJAMU MEP MUHUMHU3ALUU PUCKOB IIPU
IIPUMEHEHUN JIEKaPCTBEHHOTO Mpenapara JIEKapCTBEHHOIO Ipenapara:

[Ipumep Mep MUHMMH3ALUT Bun Mep MuHnMu3anmu
PHCKOB PHCKOB

pa3Mepsbl YIIAKOBKH 1 | PytunHble

MaTepUabl 1) CIENUAINCTOB
31paBOOXPaHEHUs
cepTU(PHUKALIMOHHbIE
IIPOrpamMMBl JUIsl Bpadei
pasrpaHU4YeHHUE Pa3IMYHBIX

I’ | 103UpPOBOK C UCTIOJIBL30BAHUEM
LIBETOBBIX KOJIOB

2 | JlomomHHTEIbHBIC

K kax10ii O3UIMH, TAHHOM B JIEBOM CTOJIOIIE, MOA0EpUTE COOTBETCTBYIOIIYIO MO3UIIMIO U3 IPABOTr0 CTOJIOMA:
A|lB |B |T

3ajaHusi OTKPBITOr0 THIIA

[Ipouwnraiite TEKCT U JaiiTe pa3BEpHYTHIi 0OOCHOBAHHBIN OTBET
Kak MO>KHO KJ1accu(UIMpOBaTh HEKENATENbHbIE PEAKIUH 110 TUITY PeaKLuu?

[TpounTaiite TeKCT U 1aliTe pa3BepHY T 00OCHOBAHHBIN OTBET
Kak M0oXkHO KJTacCHUIIMPOBaTh HEXENATENbHbIE PEAKIMHU C MO3ULIUH IPOTHO3UPYEMOCTH?

[TpounTaiite TeKCT U TaliTe pa3BepHY T 00OCHOBAHHBIN OTBET
Kak M0oXkHO KJTacCHUIIPOBATh HEXENATENbHbIE PEAKIMH 110 KIMHUYECKUM HcXo1am?

[TpounTaiite TEKCT U aliTe pa3BepHYTHIf 0OOCHOBAHHBII OTBET
Uro siBnsiercst hakTopamMu pUCKa pa3BUTHsI HEOIArONPUATHBIX JIEKAPCTBEHHBIX PEaKIiA?

[TpounTaiite TeKCT U TaliTe pa3BepHYTHIf 0OOCHOBAHHBII OTBET
B kaxue cpoku He00X0IMMO MPETOCTaBUTh MH(YOPMALIHIO O CEPbE3HBIX HEKENATEIbHBIX PEAKLIUSX, BBIIBICHHBIX B XO/I€
KJIMHUYECKUX MCCIIEIOBAaHUIN?

[Ipouwnraiire TEKCT U JaiiTe pa3BepHYTHIi 0O0CHOBAHHBIN OTBET
Kak MoxHO Kimaccu(puIpoBaTh HOCTPErHCTPALMOHHBIE HCCIEIOBAHMS U HAOMIOAEHNS O€30MaCHOCTH JIEKAPCTBEHHBIX
CpeICTB?

[IpounTaiite TEKCT U aiiTe pa3BepHyTbIi 0OOCHOBAHHBIN OTBET
Kaxkwue 3a/1aumt BBIOTHSAIOT HOCTPETUCTPALIMOHHBIE HCCIIEIOBAHUS U HAOTIOICHHUS O€30M1aCHOCTH JIEKApCTBEHHBIX
CpeAacTB?

[IpouwnTaiiTe TEKCT U JaliTe pa3BepHYTHII 0OOCHOBAHHBIN OTBET
Kax BBIITISIIUT aJITOPUTM MPOBEAEHHUS IOCTPErUCTPALMIOHHOTO MCCIe/IOBaHMs M HAOMoaeH s 6e3011acHOCTH




JICKAPCTBEHHBIX CPEJICTB?

[pounTaiite TEKCT U aiiTe pa3BepHyThIi 0O0OCHOBAHHBIN OTBET
Kaxue pazzessl 10IKeH coiep>kaTh MPOTOKOI MOCTPErUCTPALIMOHHOTO NCCIIEI0BAHUS U HAOIIOICHHsI 0€30I1acCHOCTH
JIEKapPCTBEHHBIX CPEACTB?
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[IpounTaiiTe TEKCT U AalTE pa3BEPHYTHI OOOCHOBAHHBIM OTBET
Kakue MeToibl HCHONB3YIOT JUIs BBISIBJIICHUSI HEOIArONPUSITHBIX JICKAPCTBEHHBIX PEAKIIHIiA?

11

[IpounTaiiTe TEKCT M AalTE pa3BEPHYTHI OOOCHOBAHHBIM OTBET
Kakwue 3rarnsl npoBoJIT Ipy 00padOTKE CIIOHTAHHBIX COOOLIEHMIA?

12

[IpounTaiiTe TEKCT U AalTE pa3BEPHYTHI OOOCHOBAHHBIM OTBET
Kakyro MUHIMaTTbHYIO HH(POPMALHIO JIOTDKHO COJEPKaTh COOOIIEHHE O HEKENATeIbHO PeaKIu?

13

[IpounTaiiTe TEKCT M AalTE pa3BEPHYTHI OOOCHOBAHHBIM OTBET
B dem 3akmouaercs IesTelbHOCTh MEKTyHAPOTHOM 0a3bl TAHHBIX 0 HEOIAroNpUsITHBIX JISKAPCTBECHHBIX PEAKIIUSIX
Vigibase?

14

[IpouwnraiiTe TEKCT U JalTe pa3BEPHYTHII 0OOCHOBAHHBIN OTBET
Kax MoxHO KnaccuuuupoBaTh CTENEHN JOCTOBEPHOCTH MPUUYMHHO-CIIEACTBEHHOM CBsi3U «iekapcTBo- HIIP» Ha ocHoBe
kputepues BO3?

15

[IpouwnraiiTe TEKCT U JalTe pa3BEPHYThIi 0OOCHOBAHHBIN OTBET
Kakyto nuadopmanuro J0/pKeH rnepearh NalueHT IpY BO3HUKHOBEHUH Y HETO HeXeNaTelIbHON peakiyu?

16

[IpouwnraiiTe TEKCT U JalTe pa3BEPHYThII 0OOCHOBAHHBIN OTBET
JU1st KakuX Liesiel cocTaBIIsieTcs IEpHOIMYECKH OOHOBIISIEMbI OTUET 110 0€30M1aCHOCTH JIGKAPCTBEHHOT O Ipenapara?

17

[IpouwnTaiiTe TEKCT U JaliTe pa3BEPHYTHII 0OOCHOBAHHBIN OTBET
Kakue paszgensl TOIKEH MMETh MEPUOJUYECKH OOHOBISIEMBIM OTYET MO OE30MacHOCTH JIEKApCTBEHHOTO Iperapara
coryiacHo [IpaBuiiaM Hajyiexaniel npakTuky GapmakoHazopa?

18

[TpounTaiite TEKCT U TaliTe pa3BepHYTHI 00OCHOBAHHBIN OTBET
Kakue rctounnku ucnonb3yrores pu noaroroske [100B?

19

[TpounTaiite TEKCT U TaliTe pa3BepHYTHIi 00OCHOBAHHBIIN OTBET:
C kaKol IepuOANYHOCTBIO MOIAETCS IEPUOANIECKU OOHOBIIAEMBII OTYET 110 O€30M1aCHOCTH JIEKAPCTBEHHOTO TIpernapara B
PETYJISATOPHBIN Opran?

20

[IpouwnTaiiTe TEKCT U JalTe pa3BEPHYTHII 0OOCHOBAHHBIN OTBET:
Kakue 1ienu umeer co3ianue MeMIMHCKOro ca0Baps TEPMUHOJIOTUH PeryisaTUBHOM JiesitenbHocTH (MedDRA)?

21

[IpouwnTaiiTe TEKCT U JaliTe pa3BepHYTHII 0O0OCHOBAHHBIN OTBET
[To kakuM MapameTpaM ONMKUCHIBAIOT PUCKH JIEKAPCTBEHHBIX MTPEMapaToB MPHU COCTABIECHUH NEPUOINIECKHA OOHOBIISIEMOTO
oT4eTa o Oe30IaCHOCTH JIEKAPCTBEHHOT' O Iperapara

22

[IpouwnraiiTe TEKCT U JaliTe pa3BepPHYTHIH 0O0OCHOBAHHBIN OTBET:
Kaxkue meTozp! ucnonb3yroT npu oleHke «llonp3a-Puck» nekapcTBeHHOro npenapara?

23

[IpouwnraiiTe TEKCT U JaliTe pa3BepHYTHIi 0OOCHOBAHHBIN OTBET:
B kakux ciyyasx B peryJsiTOpHBIN Opra NpeoCTaBIIETCs TUIAH YIPABJICHUS! pUCKaMU?

24

[IpouwnTaiiTe TEKCT U JalTe pa3BepHYThI 0O0CHOBAHHBIN OTBET:




W3 KakuX pa3/ielioB COCTOUT IUIaH YIPaBJICHHUS] PUCKaMU JIEKAPCTBEHHOT'0 Ipenapara’?

29

[IpounTaiite TEKCT U aiiTe pa3BepHYThIH 00OCHOBAHHBII OTBET:
Kakyto 0030pHyr0 uH(pOpMaLMiO IO JEKapCTBEHHOMY Ipernapary HeoOxoqumo mpenoctaButh B Yactu 1 Ilnana
YIIPaBJIEHUsl pUCKaMK?

24

[IpounTaiiTe TEKCT M AalTE pa3BEPHYTHI OOOCHOBAHHBIM OTBET:
UTo OTHOCUTCS K pYTUHHBIM MEpaM MUHMMU3AILMH PUCKOB?

21

[IpounTaiiTe TEKCT U alTE pa3BEPHYThIM OOOCHOBAHHBIM OTBET:
Uto OTHOCHUTCS K JIOTIOJTHUTENILHBIM MEpaM MHUHUMU3AIIMU PUCKOB?

28

[IpounTaiiTe TEKCT M AalTE pa3BEPHYTHI OOOCHOBAHHBIM OTBET:
Kakue Mepbl MOTYT HCHOIB30BaThCsl B IPOrpaMMe KOHTPOJIUPYEMOTo JocTyna?

29

[IpounTaiiTe TEKCT U AalTE Pa3BEPHYTHI OOOCHOBAHHBIM OTBET:
3ayeM NPUMEHSIOT JOTIOJTHUTENILHBI MOHUTOPHUHT B OTHOIIICHHUH JIEKAPCTBEHHOTO Mpernapara?

30

[IpounTaiite TEKCT U TAliTE pa3BEePHYTHI 0OOCHOBAHHBII OTBET:
[To KaKUM IMPUYMHAM MOKET OBITh IPUOCTAHOBJICHO OOpalleHHe JICKapCTBEHHOTO Tpernapara?

3]

[Ipouwnraiite TEKCT U JalfTe pa3BEPHYTHII 0OOCHOBAHHBIN OTBET:
Kakue Tpe6oBanys PeIbSBIAIOTCS 110 CPOUHOMY IPEACTABICHUIO HHOM MH(OPMALIUU 110 6€3011aCHOCTH JIEKAPCTBEHHOT'O
cpencraa

32

[IpounTaiite TEKCT U TAliTE pa3BEePHYTHI 0OOCHOBAHHBIH OTBET:
C oMoIIbI0 KAKUX METOIOB BBISIBIISIIOT CUTHAIBI B (hapMaKkoHa130pe?

33

[IpounTaiite TEKCT U TAliTE pa3BEePHYTHI 0OOCHOBAHHBII OTBET:
Uro BKITIOYAET B ce0st mporiecc 00pabOTKH CUTHAJIOB?

34

[TpounTaiite TEKCT U TaliTe pa3BepHYTHIi 00OCHOBAHHBIIM OTBET:
Uro Takoe Baymalys Curiaia B (papmakoHaazope?

35

[TpounTaiite TEKCT U TaliTe pa3BepHYTHIi 0OOCHOBAHHBIIN OTBET:
Kakue ¢akTopbl yUHTBHIBAIOTCS B IPOLIECCE BbIAETIEHHSI IPHOPUTETHBIX CUTHAIOB?




