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1. I[EJIU Y 3AJIAYM F'OCYJAPCTBEHHOM UTOTOBOM ATTECTALIMHU
(THA):

Hean T'HA

- YCTaHOBJICHHE YPOBHS ITOJTOTOBKH BBITYCKHHMKA K BBIMOJHEHUIO MPOQPECCHOHATBHBIX
3alad U COOTBETCTBHSI €r0 TOJrOTOBKM TpeOoBaHUSM (heaepaabHOr0 TOCYIapCTBEHHOTO
00pa30BaTeNLHOTO CTaHIAPTa IO CIEIHATBLHOCTH BBHICIIEro 00pa3oBaHUS TOJITOTOBKU KaapoB
BBICIIICH KBamU(UKAIUK B opauHaType «DapMarieBTudecKasi TeXHOJIOTHS.

3amaun 'HA:

[TpoBepka ypoBHs c(hOPMUPOBAHHOCTH KOMIIETEHIIUI, ONIpe/IeIeHHBIX (peepaibHbIM
rOCyJapCTBEHHBIM 00pa30BaTeIbHBIM CTAaHIAPTOM U 00Pa30BaTENIbHON MPOTrPAMMOIA BBICIIIETO
o0pa3oBaHus (ypOBEHb NOATOTOBKH KaJpOB BBICIIEH KBATH()UKALIUH) IO CIICIIHATHLHOCTH
KDAPMAIIEBTUYECKAA TEXHOJIOT U

2. MECTO I'OCYJAPCTBEHHOM UTOTOBOM ATTECTAIIMH B
CTPYKTYPE IIPOIT'PAMMbI OPAUHATYPbBI 110 CIIEHUAJIBHOCTH
33.08.01 PAPMALEBTUYECKAA TEXHOJIOT'HUA.

brnox 3 "l'ocynmapcTBeHHas wWTOroBasi arrectanus’ B TOJHOM OObEeME OTHOCUTCS K
0a30BOil YacTH TmporpaMMbl W 3aBepliaercs mnpucBoeHneM kBanmupukanuu "TlpoBusop-
TEXHOJIOT .

B Buiok 3 "T'ocynapcTBeHHas uTOroBast arrectalus” BXOAUT MOArNOTOBKA K CAaye U caaya
roCy/1apCTBEHHOTO SK3aMEHa.

ObaacTh mnpogeccHOHANBLHOM /1eSITeJILHOCTH  OpPJMHATOPOB, OCBOMBIIHX IMpOrpamMmy
OpAMHATYPBI, BKJIIOYaeT 00paleHHne JIEKapCTBEHHBIX CPEJICTB.
OO0bexkThl NPO(ECCHOHAIBLHON NeATEeJBHOCTH OpAMHATOPOB, OCBOMBIIMX IIpOrpamMmy
OpAUHATYPBI, SIBJISIOTCS:
— JIEKapCTBEHHBIE CPEICTBA;
— (apmaneBTHYECKUE CYOCTAHIINY;
— COBOKYIHOCTB CPEJCTB M TEXHOJIOTUH, HAIIPaBJICHHBIX HA CO3/1aHUE YCIOBUM JUIS
MHIUBUAYAIBHOTO U3TOTOBIEHUS; pa3pabOTKU, MPOMBIIIJIEHHOTO MPOU3BOICTBA,
KOHTPOJISI Ka4ecTBa JIEKAPCTBEHHBIX CPE/ICTB B COOTBETCTBUU C YCTAHOBJIEHHBIMU
TpeOOBaHUSAMU U CTaHJAPTaMU B cepe 3IpaBOOXpaHEHUSI.
Bunel nmpodeccroHanbHON €ATENBHOCTH, K KOTOPBIM TOTOBSITCS BBIMYCKHUKH, OCBOWBIIUE
IPOrpaMMy OpJIUHATYpBI:
— TMPOU3BOACTBEHHO-TEXHOJIOTHYECKas;
— KOHTPOJIbHO-Pa3pEIINUTENbHAS
— OpraHM3allMOHHO-YIIPABICHYECKAs.
BeiycKkHMK,  OCBOMBIIMM  NporpamMMmy  OpAMHATYpbl, T[OTOB  pelaTh  CIEIYIOIINE
npodeccuoHaIbHbIE 3a/1a4H:

npoU3800CMEEHHO-MEXHOIO2UYECKAS 0eAMENbHOCMb!

— NPOU3BOJACTBO U U3rOTOBJIEHUE JIEKAPCTBEHHBIX CPE/CTB;

OP2aHU3AYUOHHO-YNPABTIEHYECKAs 0eAMeNbHOCHb.

— OpraHu3anus Mpou3BOJICTBA U U3TOTOBIIEHUS JIEKAPCTBEHHBIX CPEJICTB;



— OpraH3auus U MPOBEICHUE MEPOIIPHUITHI 10 XPaHEHUIO, TIEPEBO3KE, UIBIATUIO U
YHUYTOKCHHUIO JIEKAPCTBEHHBIX CPEICTB;

— BEJICHHE YYETHO-OTYCTHOH JOKYMEHTAIMH B (hapMalleBTUYCCKOM OpraHU3aluH;

— BeJeHHE UHPOPMALMOHHO-KOHCYIBTAMOHHON PabOTHI;

— opraHm3auus TpyAa IepcoHaja B (apMareBTHYECKMX OpraHM3alusX U HX
CTPYKTYPHBIX HOAPA3/CICHHUSIX C YI€TOM TpeOOBAHUI TEXHUKH 0E30MaCHOCTH U
OXpaHbI TPYa;

— co0ro/1IeHue OCHOBHBIX TpeOOBaHUH HH(POPMAITMOHHON O€30MaCHOCTH.

3. TPEBOBAHUA K PE3YJIbTATAM OBYYEHHUA I10 IIPOT'PAMME
OPAUHATYPBI 110 CIIEHUAJIBHOCTH «PAPMALEBTUYECKAA
TEXHOJIOT'UA»

K rocynapcTtBeHHON WTOTrOBOM aTTECTAIlMU JOIYCKAETCS OOY4YarolIUiics, HE UMEIOIIUN
aKaJEMUYECKON 3aJOJDKEHHOCTH M B IOJHOM OOBEME BBINOJHUBIIMN Y4YEOHBIM IJIaH WK
WHAUBUAYalIbHBIN y4eOHBIN TUIaH 110 COOTBETCTBYIOIIEH 00pa30BaTEeIbHOM IpOrpaMMe BBICIIETO
obOpazoBaHwUs.

OO0yuaromuiics, OCBOMBIINI MPOTpaMMy OpJIUHATYPBI, JODKEH 00JIagaTh CIETYIOIIUMHU

KOMIICTEHIIUSIMH .

Ne Kon ConepxaHue KOMINETEHIIHN

L VK-1 TOTOBHOCTh K a0CTPaKTHOMY MBIIUICHHUIO, aHAJIU3Y, CHHTE3Y

2. VK-2 TOTOBHOCTh K  YOPaBIEHUIO  KOJUIGKTHBOM,  TOJIEPAHTHO  BOCHPHUHUMATH

COLIMANIbHBIE, STHUYECKUE, KOHPECCHOHABHBIE U KYJIbTYPHBIE Pa3IHYMsI

3. TOTOBHOCTh K YYacTHIO B TIEJarorMyeckoil JesTeNbHOCTH IO IporpamMmam
CPEIHEr0 W BBICHIET0 MEIUIMHCKOrO 00pa3oBaHUS WM CPEAHEr0 W BBICLIETO
(hapMareBTHIECKOro 00pa3oBaHusl, a TAKXKE MO JONOJTHUTEIBHBIM NMPO(eCCHOHAIbHBIM
nporpaMMaMm JUis JIMI, HMMEIOIUX cpegHee mNpodeccHoHalbHOE WM BBICIIEE

YK-3 obpazoBanue B MOPSJIKE, YCTaHOBJICHHOM (dbenepanbHbIM OpraHom
UCTIOJIHUTENIPHOM BIACTH,  OCYHMIECTBISIFOIUM  (YHKIMH 1O  BbhIpabOTKe
TOCYJAPCTBCHHOW TOJUTUKA W HOPMATHBHO-TIPABOBOMY DPETYJIHMPOBAaHHIO B cdepe
3]paBOOXPaHEHHSI

4. MK-1 TOTOBHOCTh K OCYIIECTBJICHHUIO TEXHOJOTHYECKHX MPOLECCOB NMPHU IPOHM3BOJICTBE H
W3TOTOBJICHUH JICKAPCTBEHHBIX CPEJICTB
5. IK-2 TOTOBHOCTh K  OOECIIEYeHWI0 KadecTBa JIEKAPCTBEHHBIX CPEICTB MpH  HUX
: IMPOU3BOJICTBC U U3I'OTOBJICHUN
6. [IK-3 TOTOBHOCTB K MPUMEHEHHUIO CHeHATN3UPOBAHHOTO 00opyI0BaHus,
NPEYCMOTPEHHOTO ISl UCTIOJIL30BaHUS B MPOGECCHOHANBHON cdepe
7. HK 4 TOTOBHOCTb HCIIOJIB30BaTb OCHOBBI OJKOHOMHUUYCCKUX W IIPABOBBIX 3HAaHUM B
) pohecCHOHAIBHON IEATENbHOCTH
8. TIK-5 FOTOBHOCTh K  INPUMEHEHUIO  OCHOBHBIX  HIPUHLIMIIOB  YIOpPaBJICHUS B
npodeccuoHanbHOU chepe
9. HK'6 TOTOBHOCTb K OpraHu3ali TCEXHOJOTHUYECKHUX IIPOUECCOB IIPpU IPOU3BOACTBE U

N3IroTOBJICHUH JICKAPCTBECHHLIX CPEACTB

10.| k-7 CHOCOOHOCTH K YYaCTHIO B 9KCIIEPTU3AX, IPETYCMOTPEHHBIX MPU
roCy/1apCTBEHHOW PErUCTPALNU JIEKaPCTBEHHBIX MTPETapaToB

11. K-8 TOTOBHOCTb K Y4aCTHIO BO BHEJIPEHUHU HOBBIX METOJIOB U METOJUK B cepe
pa3paboTKH, TPOU3BOACTBA M OOPAIICHHS JICKAPCTBEHHBIX CPEICTB




4. COJAEPXAHME U OBBEM I'OCYJIAPCTBEHHOH UTOI'OBOM
ATTECTAIMHA

4.4, OBILIUH OB BEM YYEBHOH HATPY3KHU I'A
FocyﬂapCTBeHHa}I UTOTrOBAsI arrecranud 06y‘laIOIHI/IXCSI 10 ImporpaMmam IOATIOTOBKH
KaJpOB BBbICIICH KBaTU(HUKAIMM B OpIUHATYpE MPOBOAUTCS B (OpME TOCyIapCTBEHHOTO
39K3aMCHa.
FOCYI[apCTBeHHaﬂ HUTOTrOBadA aTTeCTalusd BKJIKHOYACT HOI[FOTOBKy K cOgadue Hu caaqy
TOCydapCTBCHHOI'O 5K3aMCHa.

OO6m1ast TpyI0€MKOCTh TOCY/IapCTBEHHON UTOTOBOM aTTeCTAIlN

I poaoKHTEILHOCTH IOCYIAPCTBEHHONH UTOr0BOI
. aTTecTaluu
Opranuzanuonnasi popma yueOGHoil padoThbl
akaj. o cemecTpam
3a4. eJl.
gac. 1 2 3 4
O61mast TPYA0EMKOCTh 10 yUeOHOMY TUIaHY 3 108
TocyaapcTBeHHBI IK3aMeH (B HEIENAX) 3 2

4.2. COJEP¥AHHWE roCYJAPCTBEHHOM UTOTOBOH ATTECTALIUU.

l'ocynapcTBeHHass MTOroBas aTrTecTals OTpakaeT o00pa3oBaTeNbHbI  ypOBEHb
BBITYCKHUKA, CBUJETEIbCTBYIOIIMHA O HAJIMYUM Y HEro CIOCOOHOCTEH U TOTOBHOCTH
CaMOCTOSITENIHO pEIIaTh Ha COBPEMEHHOM YPOBHE 3a7aud MPOQECCHOHAIBHON NESATEIbHOCTH,
KOMIIETEHTHO W3JlaraTh CIEUHaIbHYI0 HMH(POpPMAIUIO, HAYyYHO apryMEHTHUPOBATh M 3aIIMILIATh
CBOIO TOYKY 3PEHUS.

l'ocynapcTBeHHBIE aTTECTAlMOHHBIE WMCIBITAHUS MPOBOIATCS YCTHO WJIM NMHMCBMEHHO B
dbopMe MEXIUCHUILUIMHAPHOTO 3K3aMeHa. ['ocylaapCTBEHHBIM 3K3aMEH MPOBOJUTCS MO OJHOU
WIA HECKOJIbKMM JTUCHMIUIMHAM U (WJIKM) MOJYJISIM 00pa3oBaTeIbHON MPOrpaMMbl, pPe3yJIbTaThl
OCBOCHMS KOTOPBIX MMEIOT OIpeJessoliee 3HaueHHe A NpodecCHOHATBHON JesTeIbHOCTH
BBIITYCKHUKOB.

5. TOCYJIAPCTBEHHBIY 3K3AMEH

5.1. IOPAAOK NPOBEAEHUSA 'OCY JAPCTBEHHOI'O 3K3AMEHA

[lepen rocynapcTBEHHBIM SK3aMEHOM IPOBOJUTCS KOHCYNbTALUS OOYYaroIIMXCS IO
BOIPOCaM, BKJIIFOUEHHBIM B IPOTrpaMMy T'OCYJapCTBEHHOI'O IK3aMEHa.

OOyuaronmmcest 1 JIMLaM, IPUBIEKAEMbIM K TOCYJapCTBEHHON MTOTOBOM aTTECTAIMH, BO
BpEMs IIPOBEJEHUS I'OCYNAapCTBEHHBIX ATTECTALMOHHBIX MCIBITAHWM 3ampeniacTcs UMETh Npu
ce0e ¥ UCIOIb30BaTh CPEJCTBA CBA3U.

I'ocynapcTBeHHBIN 3K3aMEH IPOBOAUTCS YCTHO. ['0Cy1apCTBEHHBIN 3K3aMEH MPOBOJUTCS
B JIBa 3Tara.

I sram — ATTecTanMoHHOE WTOroBO€ TecTUpoBaHue. Tect coxepxkutr 100 3amaHuil B
TECTOBOM (hopme, OTpaxarolINX TEOPETUUECKHE KOMIIETEHTHOCTH MPorpaMMbl 00ydeHus. TecTsl
IPEJCTaBICHbl TPEMsl BHJIAMHU 33JaHMH: HECKOJbKO BApHAHTOB OTBETOB, M3 KOTOPBIX OJUH




SBIISICTCS BEPHBIM; HECKOJIBKO BapUAaHTOB OTBETOB, U3 KOTOPBIX HECKOJIBKO SIBJISIOTCSI BEPHBIMU;
oTpesielIeHne MPaBUIbHONW MOCIE0BATEIbHOCTH B TeCTe, KOTOpas Hanbojee MOJHO OTBEYaeT
BCEM YCJIOBHSIM 3aJaHMUSL.

2 stan — UtoroBoe cobecenoBanne. OueHKa ypOBHS MOATOTOBJICHHOCTH BBITYCKHHKA.
Jl1s mpoBeeHMS UCIIONB3YIOTCA KOMIUIEKT 9K3aMEHALIMOHHOTO 3aJaHus. B KoMIulekTe 3a1aHus
npejcTaBieHa Besl HH(popMalus O Npo(ecCHOHANbHOMN NesTeIbHOCTH IPOBU30pa — TEXHOJIOTA.
IIpu  ¢dopmMupoBaHMM  paclucaHMs  YCTAHABIMBAIOTCA  IEPEPbIBBI  MEXIy  3Talnamu
roCyJapCTBEHHOI'O 3K3aMeHa IPOI0JIKUTEIbHOCTBIO HE MEHEee 7 KaJIEHAAPHbIX JTHEH.

IIpencenatens rocygapCTBEHHOM SK3aMEHAllMOHHOM KOMMCCHM HA3HA4aeTcs U3 4ucia
JML, He padoTaIIUX B YHUBEPCUTETE, UMEIOLUX YUYEHYIO CTEIIEHb JOKTOpa HayK (B TOM YHUCIIE
YUEHYIO CTENeHb, NMPUCBOCHHYIO 3a pyOexoM W mpu3HaBaemyio B Poccwuiickoit Demepariim)
W/WIM  yuyeHoe 3BaHME mpodeccopa COOTBETCTBYIOUIETO mpoduis, 10O MpencTaBUTENeH
OpraHoOB rocynapCTBeHHOU BiacTu Poccuiickont denepanuu, OpraHoB rocyAapCTBEHHOM BIIACTH
cyobekToB Poccuiickoii ®enepauu U OpraHoB MECTHOI'O CaMOYIpaBlIeHUs B cepe OXpaHbl
3JI0POBBI.

B cocraB rocynapcTBEHHON SK3aMEHAIlMOHHOM KOMHCCHM BKJIFOYAIOTCS HE MEHee 5
YeJOBEK M3 YMCia JIMI, OTHOCALIMXCS K MPOo(eccopcKo-NpenoiaBaTeIbckOMy COCTaBY, W/HUIH
Hay4yHbIX paOOTHUKOB YHUBEPCUTETA, a TAKXKE MPEJCTaBUTENEH OpPraHoB TrOCYAapCTBEHHOU
Brnactu Poccuiickoit denepaivu, opraHOB TOCYIapCTBEHHON BiacTH CyOBeKTOB Poccuiickoi
®enepalli 1 OPraHOB MECTHOT'O CaMOYIIpaBJ€HMsI B cepe OXpaHbl 37J0POBbs, MEAUIIMHCKUX
OpraHu3alfii, THBIX OPTaHU3aLU, OCYIIECTBIISIONINX ACATEIBHOCTD B Chepe OXpaHbl 3JOPOBbS.

5.2. COAEPXKAHHUETOCYIZAPCTBEHHOI'O 9dK3AMEHA

Pa3gen arrecranuu Ha3paHue TeM M UX COAepKaAHME

Ne

1. AnTeunas TexHosorusi | CoBpeMeHHOE COCTOSIHHE M TEHACHIIMN COBEPILIEHCTBOBAHMUS

JIEKapcTB WHAWBHTyaJIbHOTO N3TOTOBJIEHUS JIEKAPCTB B YCIOBUSAX aITEK.
I'ocynapcTBeHHOE HOPMUPOBAHUE U3TOTOBICHUS JEKAPCTBEHHBIX
IIpenaparToB B yCJIOBUAX anTek. ['ocynapcreeHHas dapmakornes PO.
CoBpeMeHHas: TEXHOJIOTUS JIEKAPCTBEHHBIX CPEJICTB MHIUBUAYAIBHOTO
n3rotosieHus: JlekapcTBeHHbIE POPMBI C KUAKOH TUCIIEPCHOHHON
Cpeliof, MSTKHe JIeKapCTBEHHBIE POPMBI, JIEKApCTBEHHBIEC (POPMBI,
TpeOYIOLIMX aCeNTUYECKUX YCIOBUI N3rOTOBJICHUS.

ITpo6aembl B3anMOoaeCTBUS JIEKAPCTBEHHBIX CPEACTB B MHAMBHIYaIbHBIX
MPOMHUCSX U TMYTH UX YCTPaHEHUSI.

Peanmsanust coBpeMeHHBIX TpeOOBaHMI K YIIaKOBKE, MAPKHUPOBKE,
XPaHEHUIO U OTIYCKY WHANBHAYAJIbHO U3TOTOBJIEHHBIX JIEKAPCTB

2. IIpomsinneHHas Oco0eHHOCTH TIPOU3BO/ICTBA TOTOBBIX JIGKAPCTBEHHBIX CPEICTB
bapmarieBTHIeCKas CoBpeMeHHas TeopeTHYeCKasi KOHIEIUS GapMaIeBTHUECKOM
TEXHOJIOTHS TEXHOJIOTHH.

PaspermrenbHas cucTeMa 1 HOpMaTHBHO-IIPaBOBas 0as3a
npousBozacta JIC. OcHoBbl cTranmaptusaiuu. [Ipasuna GMP, GLP,
GCP...

[Tpon3BoACTBO TBEPABIX JTEKAPCTBEHHBIX (POPM.

[Tpou3BOACTBO MATKUX JIEKAPCTBEHHBIX (JOPM.

[Tpon3BOACTBO KUIKUX JIEKAPCTBEHHBIX (OPM.

JlexapcTBeHHBIE (hOPMBI JUIS TAPESHTEPATHHOTO BBEICHUS.




TexHonorus @uTonpenaparos.

®apmMmalieBTHUYECKAs
pa3paboTka u

I'ocynapcTBeHHOE HOPMHPOBAHME CO3IAHHS HOBBIX JIEKAPCTBEHHbBIX
CpeacTB.

Konnernmus Hamiexxanux npakTuk B papmanun (GXP).
MexmyHapoIHbIE CTAaHIAPTHI KOHTPOJISI KA4ecTBa JIEKAPCTBEHHBIX
cpencts (GLP, GCP, GMP, GDP, GPP, ISO, ICH).

TpeboBaHMs K peruCTpaliy JIEKAPCTBEHHBIX MPEMapaToB ISl YEIOBeKa.
dapmaneBTHYECKAs pa3padoTka

(CHQD), (ICHQ8). MesxmyHapoHbie TpeboBaHHs K (hapMarieBTHIECKOM
paspabotke. Ctpyktypa nokymentoB ICH (International Conference on
Harmonization)

MexayHapoIHBIN COBET IO TAPMOHM3AITNH TEXHUIECKUX TPeOOBaHUH K
(apmaneBTHUSCKUM TMpenaparam JJisi ucroiib3oBanus yenosexkoM (ICH).
OneMeHTHl (hapManeBTUYECKOH pa3paboTku: n3aiiH MOJIEKYJIbI
(molecule design), nuzaiin sexapcrsa (drug design), ausaiin kauecTBa
(quality design).

JlokJIMHUYeCKHEe HCCJIeT0BAHNS JIEKAPCTBEHHBIX CPEICTB
Konnenmus n npuamne Hannexarmeii mabopatoproit npaktuku (GLP)
KanHuyeckue uccienoBanus JeKaAPCTBEHHBIX CPEACTB

Konnennuus u npunmunsl Hajgnexareit kimuandeckoii mpaktuku (GCP)
I'ocynapcTBeHHasi perucTpanus JeKapcTBEHHBIX CPEACTB B
Poccuiickoii ®egepannu

OCHOBHBIE MOJIOKEHHS CUCTEMBI TOCYIapPCTBEHHOM perucTpanuu
JICKApCTBCHHBIX CPEACTB.

[opsinok popMupoBaHHS PETUCTPAITMOHHOTO JOChE Ha JIEKaPCTBEHHOE
CpeICTBO

ITopsinok npoBeAeHMsI SKCIEPTU3BI IIPU PETUCTPALUN JIEKAPCTBEHHBIX
CpencTB

Buodapmanus

brodapmanus, kak TeOpeTHUECKasi OCHOBA COBPEMEHHON TEXHOJIOTUH
JEKapCTB.

buogapmaneBTrdecKie MoaX0/1bl IPU CO3JaHUH HOBBIX JIEKAPCTBEHHBIX
dopm.

BrodapmanieBTruecKkre acreKThl BO3PACTHBIX JIEKAPCTBEHHBIX (hOpM.
buogapmaneBTryeckie aceKThl pallOHAIBHBIX YCIOBUH MprueMa
nekapctB. [IpoGiaeMbl B3aMMOJECHCTBHUS JIEKAPCTB MIPU OJTHOBPEMEHHOM
Ha3HA4Y€HHUHU U B COUYCTAHUU C HI/IIIICfI.

buodapmaneBTHUecKie ¥ TEXHOJIIOTMYECKUE ACTIEKTHI OIIEHKH KayecTBa,
BBIOOpA M PAIIMOHAILHOTO NPUMEHEHUSI CHHOMUMHYECKUX IPenaparos.
Dkonoruveckue npoodjaeMsl B papMaruu

buorexnonornu B
dapmanuu

OcobeHHOCTH GHOTEXHOIOTHYECKUX MPO1eccOB. OOBEKThI U METOIbI
OMOTEXHOJIOTHH.

DepMeHThI MEUIIMHCKOTO Ha3HAUCHHUS. MeTOIbI BBIJICICHUS U OIICHKH
(epMEeHTOB MUKPOOHOTO POUCXOXKIeHNUS. JIekapCTBEHHBIE (POPMBI
(hepMeHTOB.

['eHernueckas nHxeHepust. OCHOBHbIC TIPHHITUITBI TEXHOJIOTHH
pexombunanTHol JIHK.

buortexHoornyeckue MeIMIMHCKUE perapaThl IS JICUYCHUS U
po(UIaKTUKH 3a00JIeBaHU I

Texuomorus
TOMEOIIaTHYECKUX
JIEKapCTBEHHBIX

bopm

HUctopus romeonatiu. ['oMeonaTus B HacTosIee Bpems B Poccuu u 3a
pyOexoM

I'omeomaTus - caMOCTOSATEIIFHOE HaIlpaBJICHNUEC MEIUIINHEI,
npecTaBstoliee CO00H METO ] JISKApCTBEHHOW Tepanuu
[TpeumyriiecTBa rOMEONATHICCKUX JICKAPCTBEHHBIX CPE/CTB.

OO0r11as XapaKTEpPUCTHKA TOMEONATHIECKUX JICKAPCTBEHHBIX CPEJICTB.




NcTounnku noayueHus roMeOnaTUYeCKUX JIEKAPCTBEHHBIX CPEACTB U
OTEUYECTBEHHAs ChIpheBasi 0aza I UX MPOU3BOACTRA.

[IpaBuna oopmMieHHs PEIIENITOB Ha TOMEOIIATUICCKHUE TIPeTIapaThl.
[NonsiTue 10361 B roMeonaTuu. XapakTepucTuka pa3seneHuii. CriocoObl
M3TOTOBJICHUS pa3BeICHUM.

NzroroBneHne roMeonaTHUecKuX JeKapCTBEHHBIX POpM

TexHosorug
BeTepHUHAPHBIX
JIEKapCTBEHHbIX

dbopm

OOm1ast XxapakTepUCTUKA BETEPUHAPHBIX JIEKAPCTBEHHBIX (OPM
Oco0eHHOCTH BETepUHAPHOH (hapManuu 1 TpeOoBaHus,
HpeabSIBISICMbIC K JIGKAPCTBEHHBIM (hopMaM /171t IKUBOTHBIX .
Jlo3upoBaHue JEKapCTBEHHBIX CPE/ICTB B BETEPUHAPHH.
Knaccudunukanus BeTepuHapHbIX JIEKApCTBEHHBIX (POPMBI IO
croco0am M3rOTOBICHHS U AUCHIEPCOIOTHUECKUM XapaKTEPUCTHKAM
Berepunaphsie ekapcTBeHHBIE (YOPMBI TPOMBIIIUIEHHOTO
HU3TOTOBJICHUA.

YnakoBKa, YCIOBHSI XpaHEHHUS BETEpUHAPHBIX JIEKAPCTBEHHBIX (hOPM.

HaHoTexHosiorNM B
bapmanuu

Hcronp30BaHne HAHOTEXHOIOTHH 1S pa3pabOTKH CUCTEM JIOCTaBKH
JICKApCTBEHHBIX BEIIECTB K OpraHaM U TKaHSIM-MHUIICHIM
Hcronp30BaHue JTUITOCOM B MOJTYYCHUH JIEKAPCTBEHHBIX MPENapaToB
Hcronb30BaHne HAHOKAICYT (HAHOKOHTEHHEPOB) KaK TPAHCIIOPTHBIX
YacTHLL JIs1 OEJIKOB

Hcnonb3oBanue B papMalidi HAHOCTPYKTYP Ha OCHOBE YIIepoia

TexHoJsiorus
Jle4ebHO-
KOCMETHYECKHX
CpeAcCTB

XapakTeprucTKa KOCMETOJOTHMH KaK HayKW. 3aJaud W HampaBICHUS
KOCMETOJIOTHH.

Crpoenue koxu. OcHOBHBIE (hH3HONOTHYECKIE (PYHKIIUN KOXKH U €€ POJIb
B 0OMEHE BEIIeCTB.
OcCHOBHBIE  pa3IU4HsL
KOCMETHUYECKUX CPEJICTB.
Knaccudukammst KocMeTHKH
JIEUCTBHIO.

amnynwu, 6anp3amel 1uist Bosioc. Knaccngukanms
Kpembr, Oanp3ambl [ JHIa, pPyK ©  Tela.
Xapaxrepuctuka. CocTas.

[ena mns Bann. Knaccudukanus. Xapakrepucruka. Cocras.

Tyanernas Boaa, iocbonbl. Kinaccudukanmus. Xapakrepucruka. Coctas.
Hesonopanter, mepcrmpantel. Knaccudukammsa.  XapakTepucTHKA.
Cocras.

Hcnonb3oBaHue JIEKaPCTBEHHOTO PACTUTEIBHOTO CHIPhS B KOCMETOJIOTHH.

TpaaAUuLIOHHBIX n ACPMATOJOTHICCKHUX

IO  HaA3HA4YCHHUIO, (I)yHKLII/IOHaJ'II:HOMy

Knaccuduxarnms.

5.3.

®OPMbI OTYETHOCTHU I'OCYJJAPCTBEHHON UTOTOBOM ATTECTAIIUU

Ne
n/m

‘I)OprI OTYETHOCTH

1.

HpOTOKOH OTBETa 06yqa}omerocsl Ha roCcyJapCTBEHHOM 3K3aMCHE

5.4. ©®OHJ OLIEHOYHBIX CPE/JICTB IOCYJJAPCTBEHHOM UTOTOBOH
ATTECTALHUH

q)OH}_I OLICHOYHBIX CPC/CTB FOCY}:[apCTBCHHOﬁ HUTOrOBOH aTTeCTaIluu.

OueHoOYHbIE Cpeacrna

KoanuectBO

3amaHus B TECTOBOM (hopme

100




CutyalnoHHbIE 3a/1a4U

50

KonTposibHbIE BOIPOCHI

90

6. IMACIIOPT OHEHOYHbIX CPEACTB I'MA
6.1. [TacnopT PpoHAA OLeHOYHBIX CPECTB 0 JUCLUIIMHE «KANITeYHas
TEXHOJIOTHA JIEKAPCTB»

Konu COJACpIKaHUEC

Ne KOHTPOJINPYEMOU KoHTtponupyemblie TeMbl HaumenoBanue
n/m KOMITCTCHIINU JMCIHUTUTAHBI OLICHOYHOTO CPE/ICTBA
(unu ee yacTn)
T1K-1 - FOTOBHOCTb K CoBpeMeHHasl TEXHOIOTUsl 3aganust 1Sl TEKYIIEro U
OCYIIECTBJIICHUIO JICKapCTBCHHBIX CPEACTB IIPOMEXYTOYHOTO KOHTPOJIA (C.
TEXHOJIOTHUYECKHX MPOLECCOB MHINBUAYaIbHOTO 19): tecroBbie 3amanus (2,
IpPH U3TOTOBJIEHUH ?r(gOBHeHM 1 OCHOBBI 3,4,5,6,7,10,).
rnodapmanuu.
JIEKapCTBEHHBIX CPENICTB B KonTponbHBIE BONPOCH TS
P pe Tpasmia GMP, GPP, GLP P POCBI L
1 | YCUIOBHAX amTeK; HPOBEPKU OCBOCHUS TEM
CaMOCTOSITEIbHOM PadOThI
opaunatopa (4,5,6,9,10,11).
3agaHus A1 KOHTPOJIS 3HAHUU 1O
UTOTaM OCBOCHHS TUCIUTUTHHBI
CuryarmoHHbIe 3a/1a41
(1,2,6,7,8,10)
IIK-2 - ToTOBHOCTB K Tocynapcrentoe 3amaHus A TEKYIIETO U
00eCTIeYeHNIO KauecTBa HOPMHPOBAHHE MIPOMEKYTOYHOT'O KOHTPOJIA (C.
JIEKapCTBEHHBIX CPEACTB Tpu | MSTOTOBJICHHA 17): Tecrosrie 3amanus (5,8,9,10, ).
MIX M3TOTOBJIEHUY; JICKapCTBCHHBIX TPCMAPATOB | I oyrponpHBIE BOMPOCH IS
B YCJIOBUSAX aIITCK.
HPOBEPKU OCBOCHUS TEM
T'ocynapcTBeHHas i 06
) dapmaxories PO CaMOCTOSITEIIbHON PabOThI
H3roTOBJICHUC U KOHTPOJIb Op'HHHaTopa (1’7’8’12’)' .
KayecTBa dKCTeMIOpaIbHbIX | SSAAHHS JUI KOHTPOJIS 3HAHUH 110
JICKapCTBECHHBIX CPEACTB HUTOTaM OCBOCHUA JUCITUITINHBI
IIpo6nems! B3aumozneiicteus | CuTyannoHHsle 3aaaun (3,4,)
JICKapCTBCHHBIX CPCACTB B
WHIUBUAYAJIBHBIX MPOIUCIX
U IIyTU UX yCTPAHEHMUSL.
I1K-3 - rOTOBHOCTH K OcCHOBHEIE 3ajanust 1S TEKYILETO U
MMPUMEHEHHUIO TEXHOJIOTUYECKUE NIPUEMBL U | [TpOMEKYTOYHOT'O KOHTPOJIS (C.
CHEIUATN3UPOBAHHOTO CpEICTBA MEXAHU3ALMK DU | 19): tecToBBIE 3amanus (9,).
000pyI0BaHus, HMSTOTOBIICHUN pa3TIMIHBIX KOHTpOIbHBIE BOIPOCH LIS
JIEKapCTBEHHBIX (hOpPM B
HPETyCMOTPEHHOTO ISt HPOBEPKU OCBOCHUS TEM
3 YCJIOBHUAX aIlTCK. o
UCIIOJIb30BaHMUS B CaMOCTOSITEIbHON paboTHI
npoeccuoHanbHOM chepe; opaunaropa (1,7,8,12,).
3amanust 7151 KOHTPOJIS 3HAHUH 110
UTOTaM OCBOCHWUS JAUCIUTUTHBI
CuTtyarvonssie 3aaaui (3,)
HK-G - TOTOBHOCTB K TTonoxeHus HOPMAaTHUBHBIX 3a)IaHI/I$I IJId TEKyHIEro u
OpraHusalnuu IIPaBOBBIX AKTOB, IIPOMEXYTOYHOTO KOHTPOJIA (C.
TEXHOJIOTHYECKHX IPOLIECCOB perymmpyromux obpaterue | 17): recrossie 3amanus (9, 7,).
IIPU U3TOTOBJIEHUH JICKApCTBCHHBIX CPE/ICTE 1 KOHTpOJIbHbIE BOTIPOCH JUIs
TOBApPOB ANITCYHOI'O
JIEKapCTBEHHBIX CPE/ICTB. MPOBEPKH OCBOCHHS TEM
acCOpPTHMEHTA. a6
MeTo/1hi ata3a, CaMOCTOSTEIbHON pabOThI
4 opaunaropa (1,7,8,12,13,14).

HCIONb3yeMblE IPU
KOHTPOJIE KauecTBa
JIEKapCTBEHHBIX CPEACTB U
OITMCaHHbIC B
Tl'ocynapcTtBennoit
(hapmaxkomnee

3amanust 7151 KOHTPOJIS 3HAHUH 110
HUTOraM OCBOEHHMSI TUCIUILIMHEI
Cutyanonssie 3aaaui (3, 5, 9,)
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6.2. [TacnopT ¢poHAA OLEeHOYHBIX CPEACTB 0 AUcHUIIMHE «[IpoMbIlITIEeHHas

(])apMaueBaneCKaH TEXHOJIOTHUA»

No
n/m

Kox u conepxanne
KOHTPOJINPYEMOU
KOMITCTEHIINT
(unu ee yacTn)

KoHTtponupyemblie TeMbl
TUCTIATLTAHBI

HaunmenoBanue
OIICHOYHOTO CpPEJICTBA

TIK-1 - roToBHOCTB K

TpeboBanus CornameHus o

3amanus 7S TEKYIIETo U

OCYIIECTBICHHUIO €AMHBIX  NPUHIMIAX M | [POMEKYTOUYHOTO KOHTpous (c. 17):
TEXHOJIOTHYECKUX MPOIECCOB HpaBuiax obpamenns | recroppie 3aganus (6, ).
IpH U3rOTOBJIECHUH JICKAPCTBEHHBIX  CPEIICTE B | I opTponpHbIe BOMPOCH IS
paMKax EBpasuiickoro
JIEKapCTBEHHBIX CPEJICTB B MPOBEPKH OCBOCHUS TEM
9KOHOMHYECKOTO COI03a, .
YCIIOBUSX aNTeK; HpaBHT namnexameqi | CAMOCTOATEIILHOM paboThI
NIPOH3BOJICTBEHHOM opaunaropa (5, 6, 7, 13, 14, ZEE, 33).
NPaKTHKH,  HOPMATHBHBIX | J@AAHHS ISl KOHTPOJIS 3HAHUH 110
TIPaBOBBIX aKTOB u | ©TOraM OCBOCHUA JUCIUIIIINHBI
craugaptoB B obmactu | Curyanmonnsie 3amaun (1, 2, 7, 8,
HpOU3BOJCTBA 10, 11))
JICKapCTBCHHBIX CPCACTB;
dapManeBTHIECKYIO
TEXHOJIOTHIO B qaCTHu
BBIIIOJIHACMBIX
TEXHOJOTHYCCKHUX
IIPOLECCOB,
TIK-2 - TOTOBHOCTE K TpeboBanmsas k  kauecTBY | 3amaHus JJIsl TEKYIIETO U
00eCTIeYeHNIO KauecTBa MCXOJIHBIX Matepuaios, | poMeKyTOYHOT0 KOHTPoI (¢. 17):
JIEKapPCTBEHHBIX CPEACTB mpu | HCTOJIB3YEMBIX B | recroBele 3amanus (1, 2, 4,5,7,8,).
MIX M3TOTOBJICHUU; TEXHOJIOTHHCCKOM KOHTpOJIbHBIE BOMPOCHI IS
fportecees IIPOBEPKHA OCBOCHUS TEM
TpeboBanusi K KadecTBY .
HOMyHaCMbIX CaMOCTOSITEIILHOU PabOThI
MMPOMCIKYTOYHBIX U T'OTOBBIX OpHHHaTopa (1’ 3’ 4’ 8’ 11’ 12’ 15’
TPO/YKTOB; 16, 20, 22, 34,).
Tpouemypsi 3amanust 7151 KOHTPOJIS 3HAHUH 110
(apmareBTHIECKO HUTOTaM OCBOCHUS TUCIIUTUIAHBI
CHCTEMBI xauecta | CuTyannoHHsle 3aaaun (3, 4, 5, 6,
MIPUMEHUTEIHHO K |9)
BBIITOJIHSICMBIM
TEXHOJIOTHUYECCKHUM
mporeccam;
IIpuHLUIBI
(bapMarieBTHISCKON

MI/IKp06I/IOHOFI/II/I 1 aCCIITUKH

TIK-3 - rOTOBHOCTH K
MPUMEHEHUIO
CIICIUATU3UPOBAHHOTO
obopymoBaHUs,
MPETyCMOTPEHHOTO IS
HCIIOJIL30BaHUs B
npodecCHOHANBHOM chepe;

XapaKkTepuCTUKH OCHOBHOTO
TEXHOJIOTHYECKOro
o0opyIoBaHUSL u
BCIIOMOT'aTENIbHBIX CHCTEM, B
TEXHOJIOTHYECKOM
IIPOLIECCE;

IIpaBuna 9KCILIyaTaluu
TEXHOJIOTHYECKOTO
obopymoBaHus u
BCIIOMOTaTeNbHBIX ~ CHUCTEM,
HCTIOJb3yEMbIX B
BBINIOJHIEMOM
TEXHOJIOTHYECKOM
IIPOLIECCE;

KJIaCCU(PUKAIIIO u
XapaKTePUCTUKY
TEXHOJIOTHYECKUX
MPOLIECCOB U alIapaToB;
-IIPUHIMI pabOThl MAIUH U

3anaHus A5 TEKYLETO U
MPOMEKYTOYHOTO KOHTPOJIA (¢. 17):
tecroBbie 3amanus (9, 10).
KoHTponbHbIE BOTTPOCH! AJIS
MIPOBEPKU OCBOEHHS TEM
CaMOCTOSITETFHON PabOThI
opauuaropa (10, 18, 24, 26, 27, 32, ).
3amaHus A8 KOHTPOJIS 3HAHUH 110
HUTOT'aM OCBOCHUS TUCIUIUINHBI
Curyaronssie 3amauu (1, 2)
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anmapaToB B IPONU3BOJICTBE
T'JIC;
HopmarusHo-nipaBoBbIE
aKThI 110 M3TOTOBIICHUIO
JIEKapCTBEHHBIX (GOPM U
BHYTPHANTEYHOMY
KOHTPOJIIO

TIK-6 - roTOBHOCTE K
OpraHu3aryu
TEXHOJIOTHYECKHX IIPOIECCOB
IIPY U3TOTOBJIEHUH
JICKApCTBEHHBIX CPE/ICTB.

[MosoKe s HOPMATUBHBIX
MPABOBBIX AKTOB,
PETyIUPYIOIUX 00palcHe
JIEKAPCTBEHHBIX CPEICTB U
TOBAPOB ANTEYHOTO
aCCOPTHMEHTA

MeTtopl aHaIn3a,
UCTIONIb3yeMbIE MPU
KOHTpOJIe Ka4eCTBa
JIEKAPCTBEHHBIX CPECTB U
OIIMCAaHHBbIC B
T'ocynapcTBeHHOM
(dapmakoree

3amaHus A5 TEKYIIETO U
MPOMEKYTOYHOTO KOHTPOJIs (¢.17):
tecroBsle 3amanus (3, 10, ).
KoHTpoibHBIE BOIPOCHI JUIS
MIPOBEPKU OCBOCHHS TEM
CaMOCTOSITETBHOM PaboThI
opauuaropa (2, 4, 8, 9, 15, 17, 29,
30, 31, 35).

3amanus 171 KOHTPOJISI 3HAHUH 110
HTOTaM OCBOCHUS TUCIIUTUTAHBI
Curyarronsbie 3a1a4 ()

6.3. IlacnopT $oHAA OLEHOYHBIX CPEACTB N0 AUcCHMIIMHe «Buodapmanus»

No
n/u

Kon u conepxanue
KOHTPOJIUPYEMOU
KOMIICTCHIIN
(mm ee gacTH)

KoHnTtponupyemblie TemMbl
JUCIMIIIIMHBI

TIK-1 - roTOBHOCTB K
OCYIIIECTBIICHUIO
TEXHOJIOTHUYECKUX MPOIECCOB
NPYU HM3TOTOBIICHUU
JICKApCTBEHHBIX CPEJICTB B
YCIIOBUSIX allTeK;

TexHONIOrMs TeKapCTBEHHBIX
MIPenapaToB U OCHOBBI
o6uodapmanyu

IIpasuiaa GMP, GPP, GLP.
IIpaBuna acenTuku, K1acchl
YUCTOTHI IOMEIIICHUH,
TpeGOBaHUs CAaHUTAPHO-
THTHEHUYIECKOTO peXnma
anTeK U MPOU3BOACTBEHHBIX

TMOMEILIEHHH.

3agaHust U1 TEKYIIETro, MPOMEXYTOYHOTO |
tecroBsie 3amanus (1, 3,4, 6,7, 9, 12).
KoHTpOsIbHBIE BOPOCH! 17T TPOBEPKU OCBOE

[IK-3 - roTOBHOCTE K
NPUMEHEHUIO
CTIeIHATM3UPOBAHHOTO
obopynoBaHus,
NPEAYCMOTPEHHOTO ISt
WCTIOJIb30BaHUS B
npoeccuoHanbHOM chepe;

TEXHOJIOTUYECKHE TPOLIECCHI
IpU U3TOTOBJICHUU U
MTPOMBIINIJICHHOM
MIPOU3BOJICTBE JIEKApPCTB,
amnmapaTtHoe o0ecreyeHue
Pa3IM4HBIX OIepaLui,
HCCIIeAOBATEIBCKUX PadoT,
IpuOOPOB, UCIOIB3YEMBIX
TIPU OCYILECTBICHUH
KOHTPOJISI Ka4ecTBa
JIEKapCTB.

3amaHus 17151 TEKYIIEro, MPOMEKYTOUHOTO 1
tectoBeie 3amanus (1, 2, 5, ).
KoHTpoJIbHBIE BOMPOCHI JUIS TIPOBEPKH OCBOE

TIK-6 - roTOBHOCTB K
OpraHu3aIuu
TEXHOJIOTHYECKUX MPOIECCOB
MIPH U3TOTOBJICHUN
JICKAPCTBEHHBIX CPEICTB.

OXpaHa TpyAa, 0XKapHOH
6e3011acHOCTH, NOPSIOK
JefcTBUH Ipu
qpe3BBIqaﬁHBIX CUTyanusax.

3amaHus 17151 TEKYIIETr0, MPOMEKYTOUHOTO 1
TecToBEIE 3amanus (2, 6,7, 8,9, 11,).
KoHTposibHBIE BOIPOCHI ISl IPOBEPKU OCBOE

6.4. [IacnopT ¢poHAA OLIEHOYHBIX CPEACTB MO0 AUCHUTIIINHE
«PapmaneBTHYECKaA pa3paboTKa U cTaHAapTU3anus JId»

Kon u conepxanue

Ne KOHTPOJINPYEMOU KonTponupyemsie TeMbl HaumenoBanue
n/n KOMIIETeHIINN TUCTIATITAHBI OIIEHOYHOTO CPE/ICTBA
(nnm ee yactn)
1 TIK-1 - roTOBHOCTB K Oransl  (apmareBTHueckoil | 3aJaHus IS TEKYIIEro,
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OCYIICCTBIICHUIO
TEXHOJIOTMYCCKUX MPOLECCOB
IIpu HU3roTOBJICHHUU
JICKApCTBCHHBIX CPCACTB

pa3paboTku
TpeboBanust kK
(dapmMareBTHIECKON
pa3paboTKH 1O OTAEITHHBIM
IpylmaM  JICKapCTBEHHBIX
CPEIOCTB M JICKAPCTBEHHBIX
bopm

CoBpeMeHHBIH acCOPTHUMEHT
BCIIOMOT'aTENbHBIX BEIIECTB

00BeMy

U uX (QYHKIUOHAIBHBIC
CBOICTBa

Bunel u  xapakTepUCTUKU
YIIaKOBOYHBIX u
YKYTIOPOYHBIX CHCTEM
Texuonoruu MOy ICHUS
(hapMareBTHIECKIX
cyOcTaHIHi,

BCIIOMOTaTENbHBIX BEIIECTB
U JIEKapCTBEHHBIX  (opwm,
omepauuil IO YHNAKOBKE U
MapKUPOBKE B OTHOLICHUH
pa3zpabaTbIBaeMBIX
JIEKapCTBEHHBIX CPEACTB
[MpuHOUNBl pa3paboTKH |
MIOCTaHOBKH Ha
TIPOU3BOJICTBO HOBBIX
JIEKapCTBEHHBIX cpencTB
(papmaxonoruyeckue,
(hapManeBTHIECKUE ACTIEKTHI
u TEXHOJIOTHYECKHE
ACTIEKTBHI) U KOHTpPOJIL
BHECEHUS M3MEHEHUI B
MIPOU3BOIUMBIC
JIeKapCTBEHHBIE CPEJICTBA
DapMakoIorust u
ouodapmariys, KIHHHYSCKAsI
(hapmakosrorus

MPOMEXYTOYHOTO KOHTPOJII U TO
UTOTaM OCBOCHUS AUCIMILUIUHEI (C.
17):

TecToBble 3amanus (9, ).
KonTponbHBEIE BONPOCH ISt
MIPOBEPKH OCBOCHHS TEM
CaMOCTOSITETbHOM PadoThI
opaunaropa (5,7, 8,9, ).

I1K-2 - TOTOBHOCTEL K
00€eCIIEUEHNI0 KauecTBa
JICKAPCTBEHHBIX CPEJICTB IMPHU
HX U3TOTOBJICHUH;

HopmaTuBHBIE TOKYMEHTSI,
permaMeHTHpYIOLHe
Hpouenypy
roCyJapCTBEHHOU
perucTpanuu
JIEKapCTBEHHBIX
IIpenaparos;

ITopsinok npoBeacHUs
3KCIIEPTU3,
IIPElyCMOTPEHHBIX IIPU
roCyJ1JapCTBEHHOM
perucrpanuu
JIEKapCTBEHHBIX
IIpENaparos;

CrpykTypa 1 OCHOBHEIE
TpeOoBaHUs K MaTepuagam
PEruCTpaliMOHHOIO 10ChE Ha
JIEKAPCTBEHHOE CPEJICTBO.

3amaHus 1715 TEKYIIETo,
MPOMEKYTOYHOTO KOHTPOJISL U TIO
UTOraM OCBOCHHS JUCIUILIMHEI (C.
17):

TecToBHIE 3amanusd (2, 7,8, 10, 11,
12, 13).

KoHTposbHBIE BOITPOCHI IS
MPOBEPKH OCBOCHUS TEM
CaMOCTOSITETIbHOM paboThI
opaunaropa (1, 2, 3,17,18,)).

TIK-3 - roTOBHOCTBH K

XapaKkTepUCTUKA OCHOBHOTO

3amanust IS TEKYIIETO,

MIPUMEHEHUIO TEXHOJIOTHICCKOTO MPOMEKYTOYHOTO KOHTPOJISL U IO
CHEIATU3UPOBAHHOTO obopynosaus | yroraM OCBOEHUS TUCIUILTUHBI (C.
060py,I[0BaHI/I$I, BCIIOMOTaTCIbHBIX CHCTEM, 17)

HCTIOTB3YIOITIXCS B
MPEIyCMOTPEHHOTO JIst tectoBsle 3amanus (1, 2, 3,4, ).

BBIIIOJIHACMOM K
MCIOJIL3OBAHNS B TeXHONOLHICCKOM OHTPOJIbHBIE BOIPOCHI JUIsI
npodeccuoHanbHO chepe; nporecce; MPOBEPKH OCBOCHHS TEM

’ v
Tpasuia skcrutyatauuu | CAMOCTOSTEIBHOM paboThI
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TEXHOJIOTHYECKOTO
obopymoBaHus u
BCIIOMOTaTEIbHBIX CUCTEM. ;
Krnaccudpukarms u
XapaKTEepUCTHKA
TEXHOJIOTHIECKHX
MPOLIECCOB U alIIapaToB;
[TpuHIMT paboOTH MalMH U
anmapaToB B IPOU3BOJICTBE
TJIC;
HopmaTuBHO-TIpaBoOBBIE
AKTHI 110 U3TOTOBJICHUIO
JIEKapCTBEHHBIX (DOPM -
[TpuHIMIIBEI Banu A
TEXHOJIOTHIECKHX
MPOLIECCOB U
AQHATUTUYECKUX METOHK,
KBATU()HKAINH TTOMEIICHUH
1 000pYyIOBaHMUS,
WHXCHCPHBIX CUCTEM

opnunatopa (9, ).

I1K-6 - roTOBHOCTB K
OpraHMU3aIuu
TEXHOJIOTHYECKHX MPOIECCOB
MIPY U3TOTOBJICHUH
JICKaPCTBEHHBIX CPEICTB.

ITonoxeHus HOpMAaTUBHBIX
MIPaBOBBIX aKTOB,
PEryIUpPYIOIUX 00palcHe
JIEKapCTBEHHBIX CPEACTB U
TOBapOB alTEYHOI'O
aCCOPTHMEHTa

Meronp! aHanmmM3a,
UCTIONB3yEMBbIC TIPU
KOHTpOJIE Ka4eCTBa
JIEKapCTBEHHBIX CPEACTB U
OITHCaHHbIC B

3amanust 1715 TEKYIIETo,
POMEXYTOYHOTO KOHTPOJISL M TI0
HTOTaM OCBOCHUS TUCIUTUINHBI (C.
17):

TecToBEIe 3amanus (6, 14, ).
KoHTpoibHBIC BOIPOCHI IS
MPOBEPKH OCBOCHUS TEM
CaMOCTOSITEIbHOM PadOThI
opaunatopa (1, 2, ).

T'ocynapcTBeHHOM
(dapmakoree
[1K-7 - crtocoOHOCTB K HopmatueHble TOKyMeHTBI, | 3ajaHus JJIs TEKYIIero,
Y4acCTHIO B SKCIIEPTHU3aX, PETIIaMEHTHPYIOIIHC MPOMEKYTOYHOI'O KOHTPOJI U IO
TIPETyCMOTPEHHBIX TIPH IponeaAypy 5 UTOraM OCBOEHMS JUCIMILIMHBI (C.
roCyJapCTBEHHOI ;Ziﬁi:ﬁ;ﬁ?mn 17):
perucTpanuu JIeKAPCTBEHHEIX TecToBbIe 3ananus (2, 3, 4,5, 13,
JICKapCTBCHHBIX IIpEHaparoB | NperapaTos; )K
TTopsIoK MpoBEeHHs! OHTPOJIbHBIE BOIPOCHI ISt
dKCIepTH3, HPOBEPKH OCBOCHHUS TEM
TIPEIyCMOTPEHHBIX TIPH CaMOCTOATEbHON pabOThI
roCy/1apcTBEHHOM opmunatopa (10, 11, 12, 13, 14,
perucTpanuu 19)_
HeKapCTBeHHI)IX
penaparos;

CTpyKTypa 1 OCHOBHBIE
TpeGOBaHUS K MaTeprantaM
PETHCTPAILIMOHHOTO J10Che Ha
JIEKapCTBEHHOE CPEJICTBO;
OTansl ¥ BUIBI
JOKJIMHUYECKUX U
KJIIMHUYECKUX UCCIIEeIOBaHUIT
JIEKapCTBEHHBIX CPEACTB U
TpeOOBaHUS K UX

NPOBEAECHUIO

I1K-8 - ToTOBHOCTH K HopmatusHas 3ajanust s TEKYILETO,

YYaCTHUIO BO BHEAPEHUU MOKYyMCHTaIuA, TMIPOMEKYTOUYHOT'O KOHTpPOJSI M IIO
periiaMeHTUPYIOIIas HATOT'aM OCBOEHUS AMCIUILINHEI (C.

HOBBIX METOJIOB U METOJIUK B
chepe pa3paboTkw,
MIPOU3BOJICTBA M OOpaIlCHHS
JICKApCTBEHHBIX CPECTB

MIPOU3BOJICTBO U KAUECTBO
JIEKapCTBEHHBIX ITPENaparoB
Ha (hapManeBTHYECKNX
NIPEANIPUATHSAX;

17):
tectoBsie 3amanus (6, 7, 10, 11, ).
KoHTposibHBIC BOIPOCHI JIJIst
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OcHOBHBIE TPeOOBaHHUS K
JIEKapCTBEHHBIM (hopMaM 1
MIOKa3aTeN UX KauecTBa,;
Hampasnenust HayuHBIX
HCCIIENOBAaHUI B 001aCTH
COBEPIICHCTBOBAHHS
TpagUIHOHHBIX
JIEKapCTBEHHBIX (DOPM U
CO3/IaHUS HOBBIX
JIEKAPCTBEHHBIX (DOPM.

MIPOBEPKU OCBOCHHS TEM
CaMOCTOSITEITLHOM pabOTHI
opaunaropa (4, 5, ).

6.5. IlacnopT $oHAa OLEHOYHBIX CPEACTB N0 AUCHMIIIMHE «BUOTEeXHOJIOTUH B

dapmanun»
Kon u conepxanue
Ne KOHTPOJINPYEMOU KoHTtponupyemblie TeMbl HaumenoBanue
/T KOMIIETEHIIUN TUCTIATLTAHBI OIIEHOYHOTO CPE/ICTBA
(unu ee yacTn)
TIK-1 - roToBHOCTB K TexHonorus 3amaHus s TEKYIIETo,

OCYHICCTBJICHUIO
TEXHOJOI'MYCCKUX MPOLECCOB
IIpyu HU3TrOTOBJICHHUU
JICKapCTBCHHBIX CPEACTB B
YCJIOBUAX aIlTCK;

JIEKapCTBEHHBIX ITPENapaToB
1 OCHOBHI OMo(hapMaIim
[pasuna GMP, GPP, GLP.
[IpaBuna acenTHKH, KJIACCHI
YHUCTOTHI TOMEIICHHH,
TpeOOBaHUs CAaHUTAPHO-
THTHEHHYECKOTO PeXnuMa
anTeK W MPOU3BOJICTBEHHBIX
IIOMEILECHUMN.

MPOMEKYTOYHOTO KOHTPOJISI U IO
HUTOTaM OCBOCHUA NUCIUITJINHBI (C.
11):

TecToBbIe 3amanus (2, 3, 4,5, ).
KoHTposbHbIE BOIPOCHI IS
IPOBEPKH OCBOCHHUS TEM
CaMOCTOSITETFHOU PabOTHI
opmunatopa (1, 3,5, 13, 15).

I1K-2 - TOTOBHOCTDL K
obecrneyeHno KayecTBa
JICKApCTBEHHBIX CPEJICTB MpPH
HX U3TOTOBJICHUH;

TpebGoBaHus K Ka4eCTBY
JIEKapCTBEHHBIX CPEACTB, K
MapKHPOBKe JEKapCTBEHHBIX
CPEZCTB U K JOKyMEHTaM,
TIOJTBEPKIAFOIIIIM
Ka4eCTBO JICKAPCTBEHHBIX
CPEJ/ICTB U IPYTUX TOBapOB
anTevyHOT0 ACCOPTUMEHTA.
[TpaBuna xpaneHus
JIEKapCTBEHHBIX CPEACTB,
HpaBUiIa YHUUTOXKEHUSI
(banbCubUIMPOBAHHBIX U
KOHTpa(aKTHBIX
JICKapCTBEHHBIX CPEACTB,

3amanust 715 TEKYIIETo,
MPOMEKYTOYHOTO KOHTPOJIS U TO
HATOraM OCBOCHHMS JUCLIHUILIMHEI (C.
17):

tecroBbie 3amanus (1, 10).
KoHTpoibHBIC BOIPOCHI JJIs
MPOBEPKH OCBOEHHS TEM
CaMOCTOSITEIIbHOM PadOThI
opmunatopa ( 1, 2, 3, 4,).

I1K-3 - TOTOBHOCTH K
MPUMEHEHUIO
CICIUATU3UPOBAHHOTO
obopymoBaHus,
NPEyCMOTPEHHOTO JTs
HCIIOJIB30BaHUS B
npodecCHOHANBHOM chepe;

TEXHOJIOTHYECKHE TTPOLIECCHI
TIPY U3TOTOBJICHUH U
MIPOMBIIIICHHOM
IIPOM3BOJICTBE JIEKapCTBa,
anmapaTHoe oOecriedeHue
Pa3JIMYHBIX Ollepanui,
HCCIeI0BaTeNbCKUX padoT,
MpUOOPOB, HCIOIB3YEMBIX
TIPU OCYLIECTBIICHUN
KOHTPOJISI KaYeCTBa
nexapcTB. TpeGoBaHus
TEXHUKH 0€30IacHOCTH U
OXpaHBI Tpy/ia mpu pabdote
Ha 000pyZOBaHUM.

3amanust 71 TEKYIIETO,
MPOMEKYTOYHOTO KOHTPOJII U IO
UTOTaM OCBOEHHS JTUCIUTUINHEL (C.
17):

TecToBBbIe 3amanus ( 6, 7, ).
KoHTposIbHBIC BOIPOCHI JIJIs
MIPOBEPKH OCBOEHUS TEM
CaMOCTOSTETbHOM paboThI
opnunatopa (7, 8, 9, ).

TIK-6 - roTOBHOCTB K
OpraHH3aIuu
TEXHOJIOTHYECKUX MPOIECCOB
[IPH U3TOTOBJICHUN
JIEKapPCTBEHHBIX CPE/ICTB.

TpeboBanust oxpaHsl Tpya,
MO’KapHOW OE30MacHOCTH,
MOPSAAOK ASUCTBUN pU
Ype3BBIYAHHBIX CUTYaLHUSX.

3amaHus 17151 TEKYIIETo,
MPOMEKYTOYHOTO KOHTPOJST U O
HTOTaM OCBOEHMS TUCIHTUINHEI (C.
17):

TecToBhIe 3amanus ( 8, 9, ).
KoHTpOIbHBIE BOTIPOCHT IS
MIPOBEPKH OCBOEHUS TEM
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CaMOCTOATETBHON pabOThI
opauuaropa (5, 6, 10, 11, ).

6.6. [IacnopT ¢poHAA OLIEHOYHBIX CPEACTB MO AUCHUIINHE «TexHoorusa

roMeoInaTu4eCKHUX JICKAPCTBCHHBIX (l)OpM))

No
n/m

Kox u conepxanne
KOHTPOJINPYEMOH KOMIICTCHIIUU
(nm ee gacTH)

Kontponupyemslie
TEMBI JUCITUTUIMHBI

HaumeHnoBaHnue
OIICHOYHOTO CPEJICTBA

TIK-1 - roTOBHOCTB K
OCYIIECTBIICHUIO
TEXHOJIOTMYECKUX MPOIIECCOB
IIPH H3TOTOBJICHUH
JICKAPCTBEHHBIX CPEJICTB B
YCIIOBUSIX allTeK;

Texaomorus
JICKAPCTBCHHBIX
MPEnapaToB U OCHOBEI
6nodapmanmu
Ipasuna GMP, GPP,
GLP.

[IpaBuna acenTukw,
KJIaCCHI YUCTOTHI
TMOMEIICHHH,
TpeboBaHUS
CaHHUTApPHO-
TUTHECHUYECKOTO
peXruMa amnTeK u
MIPOU3BOICTBECHHBIX
MOMEIICHHH.
Homenknarypy
COBPEMEHHBIX
JICKApCTBCHHBIX
CyOCTaHIMiA U
BCIIOMOTaTEIbHBIX
BEIIIECTB, MX CBOKCTBA,
Ha3HAYCHHE.

3anmaHus 171 TEKYIIEero,
MPOMEKYTOYHOTO KOHTPOJS ¥ TI0
HUTOraM OCBOCHHMS JUCIMILIMHEI (C.
17):

TecToBbIe 3amanus (2, 3, 6,7, 11, 12,
13, 14, 17,18, 20, 21, 22, 23, 33).
KoHTpoibHbIE BOIIPOCHI AJIs IIPOBEPKH
OCBOEHHMS TEM CaMOCTOSITEILHON
paboter opaunatopa (1, 2,5,6,7,).

TIK-2 - roTOBHOCTH K
o0ecIIeYeHnI0 KauecTBa
JIEKAPCTBEHHBIX CPENCTB IIpH
HX U3TOTOBJICHUH,

KaugectBo
JIEKapCTBEHHBIX
CpPEeICTB, MApKUPOBKa
JIEKapCTBEHHBIX
CPEIICTB M JIOKYMEHTHI,
TIOJITBEP K IAIOTITHE
Ka4eCTBO
JIEKapCTBEHHBIX
CPEJICTB U IPYTUX
TOBApPOB aNTEYHOTO
ACCOPTHUMEHTA.
[IpaBuna xpaHeHus
JIEKapCTBEHHBIX
CpPEICTB,

IpuHuns
CTaHAapTU3AIUH
JIEKapCTBEHHBIX
CpEeJICTB

3aganus ajs TEKYLIEro,
MIPOMEXKYTOYHOTO KOHTPOJISI M IO
WUTOTaM OCBOEHUS TUCIHUIUINHEI (C.
17):

TecToBsle 3amanus ( 3, 4, 10, 16, 19,
25, 26, ).

KoHTponbHbIE BOMPOCHI JIJIsI TPOBEPKH
OCBOEHHMS TEM CaMOCTOSITEILHON
pabotsr opaunaTopa (1, 3, 6,7, ).

TIK-3 - rOTOBHOCTE K
MIPUMEHEHUIO
CHEIATTU3UPOBAHHOTO
obopymoBaHUs,
MPEIyCMOTPEHHOTO JIs
HCIIOJB30BaHUS B
npodecCHOHANBHOM chepe;

OCHOBBI
TCXHOJIOTHUYCCKHUX
MPOLIECCOB TPU
HM3TOTOBJIEHUH U
MIPOMBIIILICHHOM
MIPOU3BOJICTBE
JIeKapCTBa, armnapaTHoe
obecreuenue
Pa3IUYHBIX Oleparu,
HCCIIEI0BATENBCKAX
pabort, mpudopoB,
HCIIOIb3YEMBIX IIPH
OCYIIECTBIICHHH
KOHTPOJISL KAYeCTBa

3amgaHus 171 TEKYIIETO,
MPOMEKYTOYHOTO KOHTPOJS ¥ TIO
HUTOraM OCBOCHUS TUCIUIUINHBI (C.
17):

TecToBbIe 3amanus (8,9, 27, 30,).
KoHTponbHBIC BOMPOCHI JIJIsI TPOBEPKH
OCBOCHHS TEM CaMOCTOSTCIIFHON
pabotsl opaunaropa ( 13).
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JICKapCTB.

TIK-6 - roTOBHOCTB K
OpraHM3alMHi TEXHOJIOTHYECKUX
MIPOIIECCOB MPHU U3TOTOBJICHUHU
JICKaPCTBEHHBIX CPE/ICTB.

TpeboBanus 0XpaHb
TpyJia, MOXKapHOI
0€e301IacHOCTH,
MOPSAIOK AEUCTBUN NIPU
Yype3BbIYAHBIX
CHUTYaIHAX.

3aanust 1S TEKYILETO,
IPOMEXYTOYHOTO KOHTPOJISL M IO
UTOTaM OCBOEHHS JUCIIUILTHHBI (C.
17):

tecTtoBsle 3amanns ( 15, 28, 29, 31,
32).

KoHTpoJIbHBIE BOIPOCHI ISt TIPOBEPKH
OCBOEHHSI TEM CaMOCTOSITEIILHOM
pabotsl opauuaTopa (12, ).

6.7.IlacnopT $oHAA OLLEHOYHBIX CPEACTB N0 AUCHMIIMHE « TexXHo/10rus

BeTEpUHAPHBIX JIEKapPCTBEHHbIX POPM»

No
n/m

Kox u conepxanue
KOHTPOJINPYEMOH KOMICTCHIIUU
(nm ee gacTH)

Kontponupyemslie
TEMBI JUCITUTUIMHEI

HaumeHnoBanue
OIICHOYHOTO CPEJICTBA

I1K-1 - roTOBHOCTB K
OCYIIIECTBIICHUIO
TEXHOJIOTHYECKHX MPOIECCOB
NPYU M3TOTOBIICHUU
JICKAPCTBEHHBIX CPEJCTB B
YCIIOBUSIX allTeK;

TexHonorus
JICKApCTBCHHBIX
MPenapaToB U OCHOBHI
ouodapmanmu
Ipasuina GMP, GPP,
GLP.

[IpaBuna acenTukw,
KJIaCCHI YUCTOTHI
TMOMEIICHHH,
TpeboBaHUs
CaHHUTApPHO-
TUTUCHIIECKOTO
peXUMa anTeK u
MIPOU3BOICTBEHHBIX
MOMEUIeHUH.
Homenknarypy
COBPEMEHHBIX
JICKAPCTBEHHBIX
cyOcTaHImiA U
BCIIOMOTATEIBHBIX
BEIIECTB, HX CBOICTBA,
Ha3HAYCHIE.

3agaHus s TEKYIIETo,
HpOMC)KyTO‘-IHOFO KOHTpOJ'ISI nu 110
HUTOraM OCBOCHHMS JUCIIMILIMHEI (C.
17):

TecToBbIe 3amanus (3, 7, 8, 9, 10, 13,
14, ).

KoHTponbHBIE BOMPOCHI 171l TPOBEPKH
OCBOCHHS TEM CaMOCTOSITCIIBHOMN
pabotsl opaunaropa (1, 2, 3,6, 7, ).

TIK-2 - roTOBHOCTH K
o0ecleUYeHnI0 KauecTBa
JICKAPCTBEHHBIX CPEJICTB IMPHU
HX U3TOTOBJICHUH,

KagectBo
JIEKapCTBEHHBIX
CPEJICTB, MApKUPOBKA
JIEKapCTBEHHBIX
CPEIICTB M JIOKYMEHTHI,
MOATBEPKIAIOIIHNE
Ka4eCTBO
JIEKapCTBEHHBIX
CPEJIICTB U IPYTUX
TOBapOB alTEeYHOTO
aCCOpPTUMEHTA.
IIpaBuna xpanenus
JIEKapCTBEHHBIX
CpEACTB,

IIpuHLUIBI
CTaHAapTU3AIUH
JIEKapCTBEHHBIX
CpeICTB

3agaHus AU TEKYILEro,
MPOMEKYTOYHOTO KOHTPOJISI U TIO
UTOTaM OCBOCHHSI JIUCIUILTHHBI (C.
17):

TecToBbIe 3amanus (4, 6, 12, 17).
KoHTpoJIbHBIE BOIPOCHI ISl TIPOBEPKU
OCBOCHHSI TEM CaMOCTOSITEIIBHON
pabotsl opauHatopa (1, 5, ).

TIK-3 - rOTOBHOCTE K
MIPUMEHEHUIO
CIEIATU3UPOBAHHOTO
obopymoBaHus,
MPETyCMOTPEHHOTO IS

OCHOBBI
TEXHOJIOTHYECKUX
MIPOIIECCOB TIPU
HM3rOTOBJIEHUH U
MIPOMBIIIICHHOM

3amgaHus 171 TEKYIIETO,
MPOMEKYTOYHOTO KOHTPOJIS M TIO
HUTOraM OCBOCHUS TUCIUIUINHBI (C.
17):

TecToBbIe 3ananus ( 5, 16, ).
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HCTIONIb30BaHus B
npodeccuoHabHOU cdhepe;

IIPOMU3BOJICTBE
JIEKapCTBa, alnapaTHOE
obecrieueHne
Ppa3IU4HBIX OEepaLui,
HCCIIEI0BATETbCKUX
pabot, mpudopoB,
HCTIONb3YEMBIX TIPH
OCYIIECTBIICHUN
KOHTpOJISI Ka4eCcTBa
JIEKapCTB.

KoHTposIbHBIE BOIPOCHI LISl TIPOBEPKU
OCBOCHHUSI TEM CaMOCTOSITEIIBHOMN
pabotsl opauHartopa (13, 14 ).

TIK-6 - roToBHOCTB K
OpraHM3alMHi TEXHOJIOTHYECKUX
IIPOLICCCOB IIPH U3rOTOBICHUH
JICKaPCTBEHHBIX CPEICTB.

TpeboBanus 0XpaHbI
TpyAa, MoKapHOi
0e30MacHOCTH,
MOPSAAOK ASUCTBUH Ipu
Yype3BbIYAHBIX
CHUTYaIHAX.

3aganust A7 TeKYILEro,
HPOMEXYTOYHOTO KOHTPOJISL M TI0
UTOr'aM OCBOCHHMS JIMCLIUILIMHEI (C.
17):

tecroBbie 3amanus (11, ).
KoHTposbHBIE BOTIPOCHI ISl IPOBEPKH
OCBOCHHUSI TEM CaMOCTOSITEIIBHOMN
pabotsl opauHaropa (12, 13, 14).

6.8. IlacnopT $oHAA OLEHOYHBIX CPEACTB N0 AUCHMIIMHEe «HaHOTEeXHO/IOTHH B

dapmanun»
No Kon u conepxanue
. /;1 KOHTPOJIMPYEMOH KOMIIETEHIINN

(1 ee yacTn)

KonTponupyemsie
TEMBI TUCLIUIUIAHBI

HaumenoBanue
OLICHOYHOT'0 CPEICTBA

I1K-1 - roTOBHOCTB K
OCYIIECTBICHUIO
TEXHOJIOTHYECKUX MPOIECCOB
MIPH U3TOTOBJICHUU
JICKApCTBEHHBIX CPEJICTB B
YCIIOBHUSAX aNTeK;

Texnomorust
JIEKapCTBEHHBIX
MIPerapaToB U OCHOBEI
o6uodapmanmu
[pasuna GMP, GPP,
GLP.

[IpaBuna acenTukw,
KIIACChl YHCTOTHI
TIOMEIIIeHUH,
TpeboBaHuUs
CaHUTapHO-
TUTHUEHUYECKOTO
pexuma anrtek u
TIPOU3BOJICTBECHHBIX
MOMEILEHUH.
Homenxknarypy
COBPEMEHHBIX
JIEKapCTBEHHBIX
cyOCTaHIMid U
BCIIOMOTATEIbHBIX
BEIIECTB, UX CBOMCTBA,
Ha3Ha4YCHHE.

3agaHus s TEKYIIETo,
MPOMEKYTOYHOTO KOHTPOJIS M TIO
WUTOTaM OCBOCHHMS JUCIMILIMHEI (C.
17):

TecToBble 3amanus (1, 2,5, 6, ).
KoHTponbHBIE BOMPOCHI JIJIsI TPOBEPKH
OCBOCHHS TEM CaMOCTOSITCIIFHOM
pabotsl opauHaropa (1, 2, 3, 4, 10,
11,12,).

TIK-2 - rOTOBHOCTE K
obecreyeHnio KayecTBa
JICKApCTBEHHBIX CPEJCTB MPH
UX U3TOTOBJIEHUM;

KauectBo
JIEKapCTBEHHBIX
CpPEeICTB, MApKUPOBKA
JIEKapCTBEHHBIX
CPEICTB U JOKYMEHTHI,
MOJTBEPKIAIOIINE
KayecTBO
JIEKapCTBEHHBIX
CPEICTB U IPYTUX
TOBApPOB ANTEYHOTO
aCCOPTHUMEHTA.
IIpaBuna xpaneHus
JIEKapCTBEHHBIX

3amgaHus 171 TEKYIIETO,
MPOMEKYTOYHOTO KOHTPOJS ¥ TIO
HUTOraM OCBOCHUS TUCIUIUINHBI (C.
17):

TecroBbie 3amanus (3, 7, 15).
KoHTponbHBIC BOMPOCHI JIJIsI TPOBEPKH
OCBOCHHS TEM CaMOCTOSTCIIFHON
paboter opauuaTopa (5, ).
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CpelncTs,
IIpuHnumb
CTaHJapTU3alnnu
JICKApCTBEHHBIX
CpencTB
TIK-3 - rOTOBHOCTE K OCHOBEI 3aaHus A TEKYIIero,
MMPUMEHECHHUIO TEXHOIOTMIECKUX MPOMEKYTOYHOT'O KOHTPOJISI M II0
CICIATU3UPOBAHHOTO HPOLECCOB TP WUTOTaM OCBOCHHS JUCIMILINHEI (C.
060py,£[0BaHI/I$[, HU3TO0TOBJICHHUHU U 17)
TMPOMBIINIJICHHOM
PETyCMOTPEHHOTO TSt HpoU3BOACTEE TecToBBIE 3amanus (4, 11, 14, ).
HCTIONb3OBAHNUS B JleKapCTBa, ANMApaTHOE KoHTponbHbIE BOIPOCHI AJIsI MpOBEPKH
npodeccuoHansHOM chepe; oBeceueH e OCBOCHHS TEM CAMOCTOSITEIIBHOM
pasnnuHbIX onepanuii, | PAOOTHI OpIMHATOPA (10, 15).
HUCCICOA0OBATCIBCKHUX
pabot, mpudopoB,
HCIOJIb3YEMBIX IIPH
OCYIIIECTBJICHUN
KOHTPOJIAI Ka4€CTBA
JICKapCTB.
TIK-6 - TOTOBHOCTB K TpeboBanust 0XpaHbI 3aganus a7s TEKYLIEro,
OPraHu3aliy TEXHOJIOTHYECKHX | TPYAa, OKapHOH MPOMEKYTOYHOTO KOHTPOJISI U II0
HPOLIECCOB NPH U3TOTOBICHUN Gesomacnoct, UTOT'aM OCBOEHHMS JMCLUIIINHEI (C.
JIeKapCTBEHHBIX CPEJICTB. TOpAZIOK ACHCTBUIIIPH | 17)-:
YpEe3BbIYauHbIX 8 9 12 )
Jene— TecToBbIC 3amanus (8, 9, 12,
KoHTponbHBIE BOTIPOCH! 15T TPOBEPKU
OCBOCHHS TEM CAMOCTOSITEIBHOM
pabotsl opaunaTopa (7, 9, ).

6.1. IEPEYEHb BOITPOCOB, BBIHOCUMbIX HA I'OCY/IAPCTBEHHBIN
IK3AMEH

6.1.1. IaauBuayanbHOE W3rOTOBJIEHHE JIEKAPCTB, KaK 4YacTh MEPCOHATU3UPOBAHHONW MEIULMHBL.
l'ocynapcTBeHHOE HOPMHPOBAHHE H3TOTOBJICHUS JIEKAPCTBEHHBIX IIPENapaToB B YCIOBHUSX
antek. ['ocynapctBennas ®@apmakonest PO.
6.1.2. Hamnexamuas antevynas npaktuka (GPP). TpeboBanusi Ilprkaza M3 PO Ne 647H k opraHu3anuu
paboTHI anTeK
6.1.3. JlekapcTBeHHBIE (DOPMBI C KUAKON TUCIIEPCUOHHOM cpenoil. HopMaTHBHbBIE JOKYMEHTHI,
PETIIAMEHTUPYIOLLNE U3TOTOBJICHUE KUJIKUX JIEKAPCTB B YCIOBUAX alTeEK.
6.1.4. OcoGeHHOCTH M3rOTOBIECHHSI MATKHX JIEKAPCTBEHHBIX (HOPM (Ma3sH, CyNIIO3UTOPUH) B YCIOBHSIX
anTex
6.1.5. TexHonorus jJekapcTBEHHBIX (HOPM, TPEOYIOIINX ACETITUUECKUX YCIOBUH N3rOTOBICHHUSI.
6.1.6. Acentuka u crepwmzanusa. IloHATHE «uHCcTHIE TOMemieHUs». HopmaTtuBHbIE TpeOOBaHUS K
OpTaHU3aliy U3TOTOBIICHHUS CTEPHIIBHBIX U aCENTUYECKUX JEKapCTBEHHBIX (OPM
6.1.7. TpeOoBaHHS K PaCTBOPUTEISIM, HCIIOIb3yEMBIM IPH HU3rOTOBICHUH PACTBOPOB JUIS MHBEKIHH.
Bona ouunnienHas 1 Boja Jij1st nHbeknid. HeBoiHbIE pacTBOpUTENH.
6.1.8. JlexapcTBeHHbIe GOPMBI U1 HOBOPOXKAECHHBIX U JieTel 1-ro roaa »KU3HU.
6.1.9. Odrampmonoruyeckne JeKapCcTBEHHbIE MPEMapaThl HHANBHIYAIFHOTO N3TOTOBICHUS.
6.1.10. DxcTeMnopaibHbIE JeKapCTBEHHBIE (POPMBI C aHTHOMOTHKAMHU
6.1.11. IIpoGneMsl B3aMMOJECHCTBUS JIEKAPCTBEHHBIX CPEACTB B MHIMBUIYAJIbHBIX MPOMHUCAX U
MyTH UX YCTPAHEHUSI.
6.1.11. buodapmarieBTHYECKHE ACTIEKThl TEXHOJIOTUN YKCTEMIIOPAIBHBIX JIEKAPCTBEHHBIX (hOpM.
6.1.12. Peanu3arusi COBpeMEHHBIX TPEOOBAaHUH K YIIaKOBKE, MAPKUPOBKE, XPAHEHUIO U OTITYCKY
MHIUBUAYAJIbHO U3TOTOBJIEHHBIX JieKapcTB. Pa3paboTka u peanu3anus CTaHJapTHBIX
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6.1.13

6.1.14.

6.1.15.

6.1.16.

6.1.17.

6.1.18.
6.1.19.

6.1.20.

6.1.21.

6.1.22.

6.1.23.

6.1.24.

6.1.25.

6.1.26.
6.1.27.
6.1.28.
6.1.29.
6.1.30.

6.1.31.

6.1.32.

6.1.33

onepanroHHbIX mporeayp (COIT).
. 'ocynapcTBeHHOE HOPMHUPOBAHUE IIPOU3BOJCTBA TOTOBBIX JIEKAPCTBEHHBIX MPENApaToOB
B YCIIOBUSIX KPYIHOT'O MPOMBILIUIEHHOr0 pou3BoacTBa. ['ocynapcreennas ®dapmakones
P®, HopmaTuBHas 1OKyMEHTaLUs.
Hamnexamme mnpaBuna mpousBoiactBa (GMP). TpeOGoBanus, mnpenbsBiIseMble K
OopraHu3anuu padoThl IPOMBIIUIEHHBIX TPOU3BOJICTB.
OCOOEHHOCTH HM3rOTOBJICHUS MSTKHUX JIEKapCTBEHHbIX (OpM (Masu, CyNIO3UTOPHUU) B
YCIOBUAX (papMalleBTUYECKUX MPOU3BOJICTB
TexHomorus aekapcTBEHHbIX (HOpM, TPEOYIOLINX aCENTHUYECKUX YCIOBUNA U3TOTOBICHUS
AcenTuka W CTEpPWIN3ALMUSL. [lonstne «uucteie nomeueHus». HopmaTuBHbIE
TpeOOBaHUS K OpraHU3alluy U3rOTOBJIEHUS CTEPUIBHBIX U ACENTHYECKUX JIEKAPCTBEHHBIX
bopm
Kak npoBomuTcs crepuin3anys HHBEKIUOHHBIX PacTBOPOB, IPUIOTAaBIMBAEMbBIX Ha
(dapMaleBTHUECKUX IIPOU3BOJICTBAX. YKAXKHUTE CIIOCOOBI U PEeXKUMBbI CTEPUIIM3ALINY.
KakuM 00pa3om mpoBOIUTCS OmpesesneHre FepMEeTUYHOCTH aMIlyl U (DIakoHOB mocie
CTEepHIIN3aLUH
B ueM 3akitouaeTcs OlleHKa KaueCTBA HHBEKIIMOHHBIX PACTBOPOB.
TpebGoBaHHUA K PacTBOPHUTENSIM, UCIOIB3YEMBIM IPH H3TOTOBIEHUH PACTBOPOB IS WHBEKIIHA.
Bona ouninenHast u Boaa uig uHbeKIM. HeBoaHbIE pacTBOpUTEIN
OdTanbMoIOrn4ecKue JeKapCTBEHHBIE TPETapaThl.
OO6ocHyiiTe TpeOoBaHMS K TJa3HbIM JIEKAPCTBEHHbIM (opMaM M K YCJIOBHUAM HX
IPOM3BOJICTBA. YKa)KUTE BCIOMOTIaTENbHbIE BEIIECTBA, BXOJAILIME B COCTAaB IJIa3HBIX
Karenb, OOBbSICHUTE UX Ha3HAUYEHUE, IPUBEAUTE IPUMEPBHI.
HazoBuTe OCHOBHBIE TEXHOJIOTMYECKHE CTaJuM IOJY4YeHMsI TJa3HbIX Kamenb. Kax
obecrieynBaeTcsi OJHO U3 OCHOBHBIX TpeOOBaHUN - CTEPUIBHOCTH (METOJbI
CTepUIM3AallMd W TNPUHOUI pabOThl  CTEPUIIM3YIOMIETO O0OpyHOBaHHUA), Kak
KOHTPOJMPYETCSl 3TOT IOKa3aTellb B COOTBETCTBUM TpeboBaHusiM ['® wu apyrux
HOPMAaTHBHBIX JJOKYMEHTOB.
Kak npoBogutcs TexHosnornueckas onepauus «PactBopeHue». Kakoe TexHomorndeckoe
000py/10BaHUE MPU 3TOM HCIIOJIb3YETCS.
HazoBuTe OCHOBHBIE TIpynmbl U AaCCOPTUMEHT BCIIOMOTAaTEIbHBIX BEIIECTB B
IIPOU3BO/ICTBE TabJIETOK. [IpencraBbre COBPEMEHHYIO KJIaCCU(UKALUIO
BCIIOMOT'aTeJIbHbBIX BELLECTB.
BnusHue BcnoMorarenbHblE  BEIIECTBAa HA  TepameBTHUECKYl0 3 (EeKTHBHOCTh
TaOJIETUPOBAHHBIX  JIGKAPCTBEHHBIX  MpemaparoB. Kak  Bauser  KOMIO3ULUA
BCIIOMOTaTeNIbHBIX BEIIECTB HAa 3PPEKTUBHOCTH IPECCOBAHMUS.
OO0ocHyiiTe 11e71 HaHEeCeHHs 000I04eK, BUJIBI 000I0UEK U CIIOCOOBI UX HAHECEHHUS.
Kak B ycl0BUSX MPOMBIIIJICHHOTO MTPOU3BO/CTBA IPOBOAAT KOHTPOJIb KauecTBa TabJIETOK.
Kakune ocoOeHHOCTH onpeiesieHns pacia aeMoCTy TablIeTOK MOKPBITHIX 000JI04YKaMHU
OO0BbscHUTE, KaK OCYILIECTBIISETCS HAMOJIHEHUE aMITyIl HIIPULIEBBIM CIIOCOOOM.
JlaiiTe xapakTepUCTHKy MEAMIIMHCKHM KalcylaM — OIpeAesieHue, Kiaccu(uKaius,
TpeOOBaHUS K KarlCyllaM.
OO6ocHyliTe TEXHOJOTHYECKYIO CXEMY ITOJIyYeHHUS MATKHX M TBEPABIX >KEJATHHOBBIX KarCyll
Ppa3HbIMHA croco0amu.
OrneHuTe BO3MOXKHOCTH COBEPIICHCTBOBAHUS KalCyll KaK JEKapCTBEHHOU (hOPMBI.
. JlaiiTe onpenenenne u XxapakTepUCTUKY cOOpaM.
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Oxapaktepu3yTe IpoIecc U3METBUYCHUS KaK 3HAYMMBbIA TEXHOJIOTMYECKUW 3Talm MpHu
MIPOU3BOACTBE JICKAPCTBEHHOUN (POPMBI «COOPBI» B 3aBOJICKHX yCIOBHSIX.

6.1.34. B uem 3aKi04ar0TCss 0COOEHHOCTH U3MENBICHUSI MAaTEPHAIIOB C KIICTOUHOU CTPYKTYPOH.
Kak mpoBomuTCst SKCTparupoBaHKUE CHIPhS METOJIOM JPOOHOUN Marepalyu mo TEXHOJIOTHH
BHUN®D

6.1.35. Mcnonb3yss cXeMbl TEXHOJOIMUECKOro OOOpyHOBaHUs, IOSCHUTE, KaK pealu3yeTcs
MIPOLIECC OYUCTKHU U3BJICUCHUN

6.1.36. OOBscCHUTE BBHIOOP METOAA AKCTPAKIMH W3 JICKAPCTBEHHOTO PACTUTEIBHOTO CBIPHS,
UCIIOJIb3YEMbIil B TEXHOJIOTHH MPOU3BOJICTBA HOBOT'AJICHOBBIX MPENapaToB.

6.1.37. buodapMarieBTHIECKHE aCIIEKThl TEXHOJIOTHH JICKAPCTBEHHBIX (OPM.

6.1.38. buodapmanusi, kak TeOpeTHYeCKasi OCHOBAa COBPEMEHHOM TEXHOJIOTUH JIEKapCTB

6.1.39. CoBpemeHHasi KOHIIETILIMS 3aBUCUMOCTH JIEHCTBUS JIEKAPCTBEHHOTO Ipernapara oT BUIA
JIEKapCTBEHHBIX ()OpPM, METOJIOB U CHOCOOOB MX HW3rOTOBJICHUS U IMYTH BBEICHUS B

OpTaHM3M.

6.1.40. ®apmanieBTH4YeCKHUE (PAKTOPBI: XUMHYECKass MOJU(HKAIUSA JIEKAPCTBCHHBIX BEIICCTB;
(UBHKO-XMMHYECKOE COCTOSTHUE JICKAPCTBEHHBIX BEIIECTB; BCIIOMOTATEIHHBIC BEIIECTRA,
TEXHOJIOTHYECKHE IPOIECChl, BUJ JICKAPCTBCHHOH (OPMBI, TyTH BBEICHUS M CIIOCOO
npuMeHeHus. Ponp 6uosorndeckux U GU3NOIOrHYecKuX PaKkTopoB.

6.1.41. [lonsiTust  OMOJOCTYNMHOCTH, TEPANEBTUUYECKOW OSKBUBAJICHTHOCTH, CIIOCOOBI  HX
onpezaenenusi. OpuruHaabHbIe, IHKEHEPUKOBBIE, pedepeHTHbIE Mpenaparsl.

6.1.42. buodapmarieBTHUeCKMe  MOAXOABI IPU CO3JaHUU HOBBIX JICKAPCTBEHHBIX (QOpM.
HopMmupoBaHnue ycnoBuil M3rOTOBIEHHUS M TEXHOJOTHYECKHX IPOIECCOB MPOU3BOJICTBA
JICKapCTBCHHBIX  TIPEIapaToB. [IpaBwia mpow3BOACTBA H KOHTPOJS KadecTBa
nekapcTBeHHbIX cpencTB (GMP), HopMaTuBHas JOKYMEHTALHS .

6.1.43. buodapmaineBTuueckre aclueKThl palMOHAJIBHBIX YCIOBHMH npuema jiekapcTB. [loHsTue
nonunparmMazud. [IpoOneMbl  B3aMMOJICHCTBHS  JICKAPCTB IPH  OJHOBPEMECHHOM
HA3HAYCHHUH U B COUETAHUH C MUIIEH

6.1.44. Konuenmus Haaaexxanmx npakTuk B ¢papmanuu (GXP)

6.1.45. 'apmoHu3anus TpeOOBaHM U CTAaHAAPTOB B (papMalieBTHUECKOH chepe

6.1.46. OcHOBHBIE peryIsATOPHBIE MPOLIEAYPHI B chepe oOpalieHHs JeKapCTBEHHbBIX CPEACTB

6.1.47. MexyHapoaHas CUCTEMa COTPYIHUYECTBA (papMareBTUIECKUX HHCIIEKITUHA

6.1.48. MexnyHapoaHbIE TpeOOBaHUS K (papMaIieBTUIECKON pa3padoTKe

6.1.49. Ctpykrypa nokymentoB ICH (International Conference on Harmonization)

6.1.50.OmmemenTs! papmaneBTdecKoi pazpadoTku. CTpaTernu pa3BUTHS 1 MHHOBAIUH B
(bapmalleBTUUECKOI OTpaciu

6.1.51. Konnenmus u npuHIimnsl Haanexamieit naboparopaoit npaktuku (GLP)

6.1.52. Buns! 1 sTansl JOKITUHUYECKUX UCCIIEOBAHUNA. DTHYECKUE aCTIEKThI

6.1.53. HopMaTuBHBIE TOKYMEHTHI MPOBEACHUS JOKIMHUYECKUX UCCIIEeTIOBAaHUI

6.1.54. OcHOBHBIE OJIOK - MPOTPAMMBI JTOKITHHUYICCKHX UCCIICIOBAHHIMA

6.1.55. Konmerust u mpunImmnsl Haaexamed kinandeckoi npaktuku (GCP)

6.1.56. Bunel 1 (ha3pl KITMHUYECKHUX MCCIIe0BaHUN. [IpaBOBbIC M STHYECKHE aCTIEKThI

6.1.57. [TnaaupoBaHue KIMHUYSCKUX UCCIICIOBAaHHUM, OTYETHOCTD 10 0€30IacHOCTH

6.1.58. [IpoBenenne KIMHUYECKUX HCCIEAOBAHUMN IO OIICHKE OMOIKBUBATIEHTHOCTH

6.1.59. OcHOBHBIE TIOJIOKEHUSI CUCTEMBI TOCYJAPCTBEHHON PEeruCTpaIluy JICKaPCTBEHHBIX
CpeAcCTB

6.1.60. ITopsnok popMupoBaHHs PETUCTPALIIOHHOTO 10ChE Ha JIEKAPCTBEHHOE CPEICTBO
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6.1.61.

6.1.62.

6.1.63.

6.1.64.
6.1.65.
6.1.66.

6.1.67.

6.1.68.

6.1.69.

6.1.70.

6.1.71.

6.1.72.

6.1.73.

6.1.74.

6.1.75.

6.1.76.

6.1.77.

6.1.78.

6.1.79.

Ananutnueckoe o0ecrieyeHre KauecTBa JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C
TpeOOBaHUSAMH MEXTYHAPOIHBIX U HALIMOHAIBHBIX CTaHAAPTOB.

OcHOBHBIE aclEKThl U HANPaBJIEHUS KOHTPOJIbHO-PA3PEIIUTEIBHON CUCTEMbI
KOHTPOJIBHO-Pa3peIIMTENbHON cucTeMbl B Poccuiickont denepanuu.

[Tpuka3z Munzapasa Poccun ot 12.07.2017 N 4091 «O06 yTBepKIeHUU TOPSAKA
(bopMHpOBaHUS PErMCTPALIMOHHOTO JI0ChE Ha JIEKapCTBEHHBIH Mpenapar u TpeOoBaHUM K
JOKYMEHTaM B €ro cocTaBe, TpeOoBaHUI K 00beMy HH(pOpMalLIUH, IPEI0CTaBISEMOIl B
COCTaBe PETUCTPALMOHHOIO JOChE, IS OTIAENIBHBIX BUJIOB JIEKAPCTBEHHBIX IIPENapaToB
JUISL MEJUIIMHCKOTO IIPUMEHEHHMSI U ITOPSAJIKA IIPEICTABICHNs JOKYMEHTOB, U3 KOTOPBIX
(bopMHpyeTCs peruCTPAMOHHOE JOChE Ha JIGKAPCTBEHHBIN NpenapaT JUIsi MEAULIUHCKOTO
IIPUMEHEHHUS B LIEJISIX €r0 TOCYJapCTBEHHOM pEerucTpaim.

MerTponoruueckasi XapakTepucTuka u3mepeHuit. OnpeaeneHue ommOKu n3MepeHusl.
Pacuer OCHOBHBIX XapaKTEPUCTHK € TIOMOIIbIO Tporpammbl Microsoft Excel.

Tunbl aHaNUTUYECKUX METOAMK, TpeOyIolLIMe MpPOBEAECHUS NPOLEIypbl BaIWIALUU.
OcHOBHBIE BaJIMJJALIMOHHBIE XaPAKTEPUCTUKHA METOIUKH.

Onpenenenue U KpUTEPUM JHaIia30Ha IpUMEHEHUs1 MeToauku. [Iponenypa peBanuganuu
QHAINTUYECKOM METOAUKHU. Mcnosb30BaHNME KOMIIBIOTEPHOW TEXHMKM U IIPOTpaMM B
1abopaTOPHOM MTPaKTHUKE

OcHOBBI TOCYJapCTBEHHOH TOJUTUKKA B 3[paBOOXpaHEHHMH U (apMaruu. 3aKOH O
JIEKapCTBEHHBIX CPEJICTBAaX. 3aKOH O HApKOTUYECKHX CpPEJICTBAX M ICUXOTPOIHBIX
BellecTBaX. 3aKOH O pekjiaMe. 3aKkOoH O 3alluTe MpaB MOTpeOuTesneld U JApyrue
3aKOHOJATEJbHbIE AKThI, PEryJHPYIOIIME MPABOBbIE OTHOIIEHUS B (papMalleBTUUYECKOMH
IIPAKTHKE.

XapakTepUCTUKAa IPSAMBIX W KOCBEHHBIX KAaHAJIOB TOBapOABM)KECHHS, YPOBHHU
JIOTUCTUYECKUX KaHaJIOB Ha (papMaleBTHUYECKOM PBIHKE.

[TpomblmnenHoe  (papmalnieBTUUYECKOE IMPOU3BOACTBO KAaK OCHOBHOE 3BEHO CHCTEMBI
obecnieuenue norpedurens JIII.

OcHoBHas 3a7aya ¥ (QYHKIUU NPOMBIIUIEHHOTO (hapMaleBTUYECKOTOo IMPOU3BOJICTBA.
®opMbl COOCTBEHHOCTH U OPTaHU3AIMOHHO-TIPABOBHIE ()OPMBI.

JIIT kak ToBap: XapaKTepHbIE YEPThl 1 OCOOEHHOCTH. ACCOPTUMEHT (HhapMaleBTHUECKUX
TOBapoB U (¢akTopsl ero QopmupoBanus. OnpeneneHue palnUoOHAIBLHOIO Habopa
OJTHOBPEMEHHO oOpariaembix Ha peiHKe JIIT ¢ yueToM cTaguu MX )KU3HEHHOT'O IUKJIA.
VYcranosnenue mnepeuneit JIII (HeoOxoaumbix M xku3HeHHO-BakHedmmx JIII, u ap.).
OnTumuszanus acCOPTUMEHTAa IPOU3BO/ICTBA.

Oco0eHHOCTH MPOMBILUIEHHOTO NPOU3BOJICTBA JIEKapCcTB. PallnoHanbHas opranusanus u
aTTectauusa pabounx MecT. OCHOBHBIE NPHUHIIMIIBI HOPMHUPOBAHHS TpyAa U OXPAaHbI
po(hecCHOHANBHOTO 310POBbSL.

ITopsinok ynnutoxxenus JIC, npumeammx B HEroJHOCTb.

Opranuzanys BHYTPUIIPOU3BOACTBEHHOTO KOHTpouid kadectsa JIC. [Ipenynpenurenbubie
MEPONPUSTHSI, MOBBIIAOIINE KAUE€CTBO JIEKAPCTBEHHBIX ITPENApaTOB.

OO6opynoBaHre M OCHAIllEHHE pPAa0OYMX MECT MO KOHTPOJIO KayecTBa JIEKapCTB B
3aBOJICKHX JIAOOPATOPUSX; JOKYMEHTAIMs. Bubpl BHYTpHAaNTeYHOrO0 KOHTPOJISI KauecTBa.
Opranuzanus CcHaOXEHMs, XpaHEHMs, y4eTa B  TOBapOB U MOPSAOK HX OTTPY3KH
MOCTaBIIMKY. 3anachl, HOPSAAOK XpaHEHUS, y4ET U KOHTPOJIb.

OCOGCHHOCTI/I OKOHOMHUKHU IMPOMBIIIJIICHHOTO IPEANIPUATHUA. OCHOBHBIE DKOHOMHUYECKHE
oKaszareiii ACATCIbHOCTH o61ua;1 XapaKTCpHUCTHUKA, METOABI TINTAHUPOBAHUA.
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6.1.80. IlenooOpa3zoranue Ha JIII, Buasl U QyHKUIMU II€H, Biusomue ¢GakTtopsl. Pa3paboTka 1EeHOBOU
CTpaTeruu.

6.1.81. ToBapHoe oOecnieueHre 00beMa peain3alyi. 3arnachkl TOBAPOB: KIACCU(UKAIIKI, HOPMUPOBAHUE.
DakTOpHI, BIUSIOIINE HAa pa3Mep 3amaca.

6.1.82. U3zneprxku: oOIast XapaKTEPUCTUKA, COCTAB (IIOCTOSHHBIC M [IEPEMEHHBIE).

6.1.83. Byxrantepckuii yder: mpeaMeT u Metoa. Opranuszaims OyXrajaTepckoro yuera.
Byxrantepckuii Oamanc. Bunel 0OamaHcoB: BCTyNUTENbHBIN, TeKyliuid. Tumbl W3MeHEHWH B
Oamance

6.1.84. ®apmakoTepanus mnpu 3a00JIE€BaHUSX OPraHOB JbIXaHWA. 3a0O0JEBaHUS OpPraHOB
neixaHus. JlekapcTBeHHbIE IMpemapaThl, NpPUMEHSEMble TMpU JIEYCHUH 3a00JIeBaHUMN
OpraHOB JbIXaHUSI.

6.1.85. ®apmakoTepanus npu 3a007€BaHUSIX CHCTEMbI OPTaHOB MHIICBAPCHHUS.

6.1.86. 3abosieBanust  cucTeMBl ~ OpraHoB  muileBapeHHs.  JIEKapCTBEHHBIE  CPEICTBA,
MPUMEHSIEMBbIE TPU JICYCHUH 3a00JIeBaHH OpPraHOB MULIEBAPEHUS.

6.1.87. O0mIas xapakTepucTHKa TOMEOIIATHYECKUX JIEKAPCTBEHHBIX (hOPM.

Oco0EHHOCTH TEXHOJOIMH U3rOTOBJIEHNS TOMEOIIATHIECKUX JICKAPCTBCHHLIX

dopM. MeToabpl  TPUTOTOBJICHHSL. OCHOBHBIE ~ MEXaHU3MBI  JCHCTBUSA
rOMEONaTHUYECKUX JIEKapCTBEHHBIX (opM. ['omeomnaTuueckue JeKkapCcTBEHHbIE (HOPMBI
U criocoObI BBEJICHHUS JIEKAPCTB B OpraHu3M.

6.1.88. O0mas xapakTeprCcTHKa BETEPUHAPHBIX JIGKAPCTBEHHBIX (hopM
Jlo3upoBaHue JEKapCTBEHHBIX CPEJICTB B BETEPUHAPUU
6.1.84. lcTopus pa3BUTHSI HAHOTEXHOJIOTUI B MUpe U B Poccum.
OCHOBHBIE HANpaBJICHUS UCIIOJIB30BaHUS HAHOTEXHOJIOTHIA
6.1.85. ITonstue 6uorexnonoruu. Tepmunonorus. MeToap! OMOTEXHOIOTHH.
6.1.86. XapakTepucTuKa COBPEMEHHBIX OMOTEXHOIOTHIECKUX MTPOU3BOJICTB.
6.1.87. locTuxkeHHs OTEUeCTBEHHOM HAyKH B 00J1aCTH OMOTEXHOIOTHH.
Hayunsle nojapasjesieHus, padoTarone HaJl CO3JaHHMEeM OHOTEXHOJIOTMYECKHX
Ipernaparos.
6.1.88. IlepcriekTHBBI OTEUECTBEHHOM MEAUIUHCKONW OMOTEXHOIOTHUH.
6.1.89. CoBpemenHbie TexHosoruu mnosydyeHus T/ TC. BuodapmameBTHyeckas oOlleHKa
TATC, peanusyeMbix Ha papMaleBTUIECKOM pbIHKe PO.
6.1.90. ITepcrieKTUBBI pa3BUTHSI TEXHOJIIOTUH COBPEMEHHBIX JIEKAPCTBEHHBIX (OPM.

TepaHeBTI/I‘leCKI/IC CHUCTCMEI C HaHpaBHeHHOﬁ JIOCTaBKOM JICKAPCTBCHHBIX BCIICCTB K
oprany, TKaHHU U KJICTKEC.

6.2. INPUMEPBI CUTYALIUOHHBIX 3A/IAY

Curyanuonnas 3agxavya Ne 1
OnuimnTe TEXHOJIOTHUIO U ClIeNaliTe HE0OXOIUMbIE PaCUEThl, IPUTOTOBLTE MPOIUCH:

Bo3sbmu: PactBopa kanbuus
xiopuaa 5 % - 200 M
I'roK03EI 60,0
Harpus 6pomuna 3,0

CutyanuonHas 3agaya Ne 2
CHCHaﬁTe HCOGXOHI/IMBIC pacye€Thl U OMMUINTE BO3MOXXHBIC BAPUAHTHI U3TOTOBJICHUA ITPOITUCHU:

Bosemu: KucnoTer
XJIOPUCTOBOJOPOTHOM 4 mn
pa3BeJleHHON
Ilericuna 4.0
Bopl ounmieHHOM 150 M

Curyanuonnas 3axavya Ne 3
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YKaxuTe NPUIMHY HECOBMECTHMOCTH M TIPEIIOKUTE BO3MOXKHBIE CIIOCOOBI €€ YCTpPaHEHHUS B

MIPOTIHCH 3BATHHIIEBA:

Bospmu:  Jlumenporna - 0,05
Odenpuna - 0,02
DydummHa - 0,05
I'1roK035I -0,2

CuryanuonHas 3agaua Ne 4

Vkaxure (l)OpMy peucuTypHoro OaHka. PaCC‘lI/ITaI‘/'ITC, YKIAAbIBACTCA JIM MPOMUCAHHOC B PCLCIITC
KOJIMYECTBO CIMPTAa B YCTAHOBJICHHBIC HOPMbI OTITYCKaA. OnpeaennTe 00BEM J'ICKapCTBeHHOI‘/'I Q)OPMBI,

MPUTOTOBLTE PACTBOP:

Bo3pmu: MeHnToma
HoBoxanna
AHecTte3nHa
Cnupta stunooro 70 %

CuryauuonHasi 3agaqa Ne 5

-15

-10 2,0

70

Kak u3smenpuarorcs JICKAapCTBCHHBIC BEHICCTBA, BXOAAMIME B CYCHCH3MOHHBIC Ma3h B KOJIMYECTBE

Mmenee 5 % ?

a) C ITIOJIOBUHHBIM KOJTHYECTBOM KHJIKOCTH, pO,I[CTBGHHOfI OCHOBC,

0) C TIOJIOBUHHBIM KOJIMYECTBOM BO/IBI;

B) C IIOJIOBUHHBIM KOJIHUYECCTBOM paCHHaBHCHHOﬁ OCHOBBI,

I‘) C MOJIOBUHHBIM KOJIMYECTBOM CITUPTA,

1) C PAaBHBIM KOJIMYECTBOM >KHJIKOCTH, POJACTBEHHON OCHOBE.

CuryanuonHas 3agaua Ne 6

Omnpenennure 06b€M MUKCTYPBI, CAETalTe HEOOXOIUMBIE PACUEThl, IPUTOTOBLTE MUKCTYPY:

I'mr0K036I

Kamnus ronnna
ApnoHusuna
HacToiiku MSTEI
Cupora caxapHOTO
Hacroiiku Banepuanbl
Bonabsr MaTHoO#

Bozbemu:

CuryanuonHas 3agadya Ne 7

10,0
4,0

o 5 mn

mo 10 mx
200 mn

Crenaiite HEOOXOIMMBIE PACUYETHI 110 CIIUPTY, IPUTOTOBHTE PACTBOP IO MPOIHCH

AHecTe3uHa

Kucnorer 6opHO#

[erts 6epe3oBoro
Macia kacTopoBOIo
Cnupta strnoBoro 96 %

Bo3bpMmu:

CuryanuonHas 3anqa4da Ne 8

2,0
15
5,0
2,5

- 1050 M

Crenaiite HEOOXOIUMBIEC PACUYETHI M OIHUIIUTE BO3MOXKHBIE BAPUAHTHI TEXHOJIOTHH BOJHOTO M3BJICUCHMUS.
IIpuroToBbTE MUKCTYPY:

Bozbpmu: Kopns anres

Kopuesui ¢ kopHIMU
BaJIEpUaHbI

TpaBel yCThIpHUKA
JIucteeB MaTh-U-Madyexu
Kops! kasiHbl

Bongw! ouniienHoit

CuryaunuonHas 3agadya Ne 9
g mponucu:
Rp.: Sol.Novocaini 5% - 30,0

10,0
8,0
mo 20,0

25,0
1o 1000
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Sterilisetur!

D.S.BHyTpUMBIIIIETHO
MIPUTOTOBJICHHOH B alTeKe, FEPMETUYHO YKYIIOPEHHON pEe3UHOBOM MPOOKOI 0] 00KATKY, BEIOCPHUTE
MOIXOJISIINN PEXKUM U YCIIOBHSI CTEPHIU3AIUKN. Y KaXXKHUTE COCTaB MPOIKCH, ClIeiaiTe HEOOX0AUMBbIC
pacyeTs

Curyaunonnas 3agaya Ne 10
®apmalneBT cTapupoBai IojacraBky, orBecws B Hee 200,0 Boabl ouniieHHoW U pactBopui 4,0
HaTpus OpoMua; IepeHec B CKIHKY I oTiycka. [IpaBuibHO 1 noctynui apmaneBT?

Curyauuonnas 3aqavya Ne 11

[Tpu m3rotosnenuun 200 mur 19% pactBopa Maraus cyibdata dapmaneBT pacTBopuia B 200 mi
Bobl ounineHHo 20,0 mMarHus cynbdarta ¥ TpoGUIBTPOBANT B CKISHKY JUIs oTIycka. JlaiTe
OIICHKY JCHCTBHSIM (papMarieBTa.

Curyanuonsasi 3axaya Ne 12

Bpau Beimmcan peuent cieayromiero cocrasa: oga 0,5 r u Boasl ounnieHHoi 100 mi. MoxHO
JM TIPUTOTOBUTH JIGKAPCTBEHHYIO (OpPMY MO NAHHOW MpOMUCH 0€3 COTJIacoBaHHS C BpadoM?
Ecin MOXHO, TO KakK 3TO cAenaTh?

Curyanuonnasi 3axavya Ne 13

[Tpu uzrotosnenuu 200 ma 10% pacTBopa Kanblus ritokoHara (hapmaineBT pacTBopui B 200 mi
Bojbl ountieHHon 20,0 npemapara. [lomydeHHBIH pacTBOp Hporeana Bo (JIaKoH sl OTITyCKa.
[TpaBuIIbHO I IPUTOTOBJICHA JIeKapcTBeHHas opma?

Curyauuonnas 3axauya Ne 14
[Tocrie M3TOTOBIICHUS JKUIKOW JIEKApPCTBEHHOW (DOPMBI MPOBH30P-TEXHOJOT YCTAHOBHII, YTO
00BeM MHUKCTYpHI 155 mit BMecTo 150 mit. MOXKHO 7M1 OTITYCTUTH JIEKAPCTBEHHYIO (opmy?

Curyauunonnas 3agavya Ne 15
[TpoBHU30P-TEXHONOT MPUHST U MPOTAKCHPOBAI PELENT Ha KHUIKYIO JIEKapCTBEHHYIO (hopmy,
coaepxanryto 0,3 r stunmopduna rugpoxiopuaa. [IpaBUIbHO U OH MOCTYTINI?

CuryanuonHas 3aaada Nel6

[Tpu usmenbuenun 100 Kr KUCIOTH OOPHON Ha MIAPOBOM MeNbHHULIE Toay4YeHO 98,0 Kr
N3menbueHHoro npoaykra. [locne npocenBaHus Moydymsid npoceB B kKosmdectse 78,0 KT U
otceB 16,6 kr. CocTaBUTh MaTepHUAbHBIN OaJIaHC MO CTAAUAM (M3METbYEHUE, TPOCEUBAHKE) C
ydeTroM orxoznos. Haittu BeIxon (1), Tpaty (¢) u pacxogustii koadpuumeHT (Kpacy).

CuryanuonHnas 3axa4da Ne 17

Ha ogHOM mpeanpusiTiu JETCKYIO MPUCKHINKY TOTOBSIT C PACXOAHBIM KOdPPHUIIEHTOM 1,
030, va npyrom — 1,060. Ha xakoM npeanpusITHH TEXHOJIOTHIECKUUIIPOIIECCOPTAaHN30BaH 0oiee
MPaBUJIBHO

CuryanuonHas 3agayva 18.
IIpu mpeccoBaHWU TaOJIETOK IyaHCOHBI MAIMHBI TPUIHMIAIOT K TaOJeTKe B THE3JE

MaTpulbl. B uem cocTouT TexHonoruuyeckas ommunoka. Kak ee YCTPAHUTD.

CuryauuonHas 3agaya 19

B Ttabnerounom MMPOU3BOACTBC MHMIMPOKO IMPUMCHAIOT KpaXxmall. C xakon OcJIbKO OH
HCIIOJIB3YCTCA. K kakum TpynmnaM BCIOMOT'aTCIbHBIX BEIICCTB €TI0 MOKHO OTHECTH.

CuryauuonHas 3agaya 20.
Kakue ¢akTopsl OKa3bIBaIOT BIMSHUE HAa OMOJIOTMYECKYIO JIOCTYMHOCTH JEHCTBYIOIIHMX

BEIIECTB B Ta0JIETKAX.
CuryauuonHas 3agaya 21.
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OnpenenuTh KOHUEHTPALMIO 3TAHOJIA MO MOKAa3aHUsAM CTEKJISIHHOro cnuptomepa 95 u 70
npu 20 °C.

CuryanuonHas 3axava 22
CocraButh pabouyro mpomnuck ans monydenust 250 1 20% pactBopa kodenHa-O6eH30aTa
HATpHSL.

CuryauuonHas 3agaya 23.
CocraBuTh padouyto npomuch s noxydenus 500 mi 40% pacTBopa TIIFOKO3BI

CuryanuonHas 3ajxava 24,

B kakux ciaydasx v B KaKMX KOJHUYECTBAX MCIOJIb3YIOT aKTHBHPOBAHHBIN YrOJIb B
IIPOIIECCE M3TOTOBJICHUS MHBEKIIMOHHBIX PacTBOPOB. Kak ero Heo0X0IMMO MpeIBapUTEIIBHO
o0paboTarh.

Cutyanuonnas 3agaya 25
Paccuuraiite KOIMYECTBO ChIpbsl W BKCTpareHta misg noiydeHus 100 1 HacToiiku
BaJICpUAHBL.

Cutyanuonnas 3agaya 26
Xumuko-papmareBTuueckuii  3aBox  momydmn 200 gurpoB  96,2%  sTaHOINA.
N3zpacxonosano 150 1 70% stanona u 70 1 50% 3tranona. OnpenenuTe 0CTaTOK 3TaHOIA.

CuryauuonHas 3agaya 27

[Ipu nmpousBoacTBE Ma3u HMHKOBOM BMecTO 150 Kr momyueHno 147 Kr roTOBOro MpoJIyKTa.
Hanmucath ypaBHeHHME MarepuanbHOTO OanaHca, ONPEAETUTbh BBIXOJ, TpaTy, PACXOIHBINA
ko3¢ ¢puimeHT. CocTaBUTh pacXoJHbIe HOPMBI Ha nosryyeHue 150 Kr roToBOro npoaykra.

Curyannonnas 3agaya Ne 28
Ckosnbko Kr cnupTa ¢ koHueHTparmeit 70% (% no o0bemMy) MOXKHO HOJTY4YHUTh, €CIIM cMelaTh 15

1 crimpTa KoHmeHTparuu 96,2% (% mo macce) u  24,3% (% mo macce) criupt? Uemy paBHa
KOHTpaKIUs?

Curyannonnas 3agaya Ne 29

PaccuuTarh KOMMYECTBO ChIpbS M JKCTpareHTa AJs IMPHUroTOBIEHUS 125 51 HacToKu
apauku c yuyeroM K p pasnoro 1,08.
[Tpu pacyere 3KcTpareHTa yuecTb, UYTO IPH MOJYYEHUH PacTBOpa CIUPTA 3TUIOBOTO HY>KHOU
KOHIICHTpalui OBLT MCTOIb30BaH 3TaHon  96,4%

Curyanuonnas 3aqa4ya Ne 30

[Toryueno 140 1 XUAKOTO 3KCTpaKkTa KajduHbl ¢ cojepxkaHueM 10% 3KCTpaKTUBHBIX
BemecTB U 180 11 )KMAKOro 3KCTpaKTa KalIUHBI ¢ coaep:kanreM 16% 3KCTpaKTUBHBIX BEILIECTB.
PaccunTtaTh KOJIMUECTBO SKCTPAKTA C 3aBBIIIICHHBIM COJICPKAHUEM SKCTPAKTUBHBIX BEIIECTB JJIS
noBeaeHus 10 Hopmel (13%) HecTaHmapTHOTO.

Curyaunuonnasi 3aqa4ya Ne 31

OneHuTe Ka4ecTBO pacTBOpa NMpokanHamuAa (HoBokamHamuaa) 10% amnst uabekuuii, ecnu 1mn
mperapara JOBEIH JO0 METKH BOJOW B MepHOW Koioe BMecTMMOCThEO 100 Mi. 1 MII moOIydeHHOTO
pacTBopa JTOBEIHM BOIOHM O METKH B MepHOW Kojbe BMecTHMOCTBIO 100 mur. OnTudeckas MIOTHOCTh
3TOTO pacTBOpa IpH JTMHE BOJHEI 280 HM B KIOBETE C TOJIIIMHON morjomatomniero cios 10 Mmm cocraBmia
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0,630. YaenpHBIN MOKa3aTeNb MMOTJIONICHHSI TpoKanHamMuaa paBeH 658. Comepikanne mpokanHamuaa B 1
M1 iperapata corniacao @C gomkHo O5I1Th 0T 0,097 mo 0,103T.

Curyanuonnasi 3aqadya Ne 32

Onennrte KadecTBO pactBopa Imanokobamammaa 0,02% mns WHBEKINH, ecinu SMII mpemapara
JTIOBEITN 0 METKH BOJOH B MepHOH Koibe BMecTuMOocThi0 50 mur. OnTrdeckasi IIOTHOCTD MOTyYeHHOTO
pacTBopa MpHu JJIMHE BOJHBI 361 HM B KIOBETE€ C TOJIIMHOMN morjiomjaromiero ciog 10 Mmm cocraBmia
0,445. Ina npurorosnenus pactBopa ['CO 0,0494 r I'CO muanokob6amaMrHa JOBETH 10 METKH BOJIOH B
MepHOH Koibe BMecTHMOCThI0 100 Mi. 2 MIJI MONYyYEeHHOTO pAacTBOpa JOBENH A0 METKH TEeM JKe
pacTBOpHUTENIEM B MEpHOM Koa0e BMecTuMoCThIo 50 M. Ontudeckas mioTHOCTh pacTtBopa ['CO B Tex ke
ycnoBusix cocraBuna 0,409. Comepkanue nmanokoOanamuaa B 1 mu mpenapata corigacHo @C qoKHO
ObITH OT 180 M0 220 MKT

Curyaunonnas 3agaya Ne 33

Onennre Ka4ecTBO prOO(dIaBUHA O KOJTNIECTBEHHOMY COJEPKAHUIO (JODKHO OBITh HE MEHee
98,0% u me 6omee 102,0% B mepecuere Ha cyxoe BemecTBO), eciu 0,0698 r amamusznpyemoro obpasna
pacTBOPWIM U JIOBEIM JO METKH B MepHOH Koibe BmectumocThio 500 mi. 20,0 My mOIydeHHOTO
pacTBopa MOBENM OO METKH B MepHON kombe BmectumocThbio 200 mi. OmnrTudeckas IIOTHOCTB
MOJIYYEHHOr'0 pacTtBopa npu 444 HM B KIOBETE€ C TOJIIMHOW mornoujatroniero ciosa 10 MM paBna 0,454.
BennunHa ynenbHOro mokaszarens moryomleHus pubodnaBuna coctasmsier 328. [lotepst B Macce npu
BBICYIIMBAHNHN aHAIU3UPYeMOro odpasia pudodiaasuna 1,0%

Curyanuonnasi 3axada Ne 34
Heo0Oxoanmo ocymiecTBHTh KOHTPOJIb KadecTBa TMOYeK Oepe3oBbIX. PacckaxuTe o mporemype
oTO0pa 00bETMHEHHON 1 aHAIMTHIECKHUX po0. [[ist wero OepyTcst aHanUTHYIECKE TPOOBI?

Curyannonnas 3agaya Ne 35

B amnTeke M3roToBIIN IEKAPCTBEHHYIO (POPMY TIO PETIETITY:
Konmewna 0,1

Kanus 6pomuya 4,0

Hacroliku Banepuansl

Hacrotiku manaeima mo 10 mi

Bonap! ounmiennoin 200 M

CuryanuonHas 3axa4a Ne 36

B antexy ot mocraBmmka mnoctymui mnpernapaT «bakrtepuodar cTaduiioKOKKOBBIN.
[IpoBu30op, NMpoBEpPUB COOTBETCTBUE KOJMWYECTBA TOBapa YKa3aHHOMY B HaKJIAJHOM, OCTaBWI
npenapaT Ha TIIOJKE, TJA€ HaXOAATCA BCC npenapaTLI 110 I/IH}II/IBI/II[yaJ'II)HI)IM 3aKa3aM
notpebureneil. Ha cnenyrommii 1eHs OH ObUT OTIYIIEH MAallMeHTy, 3aKa3aBIIeMy 3TOT Mpemnapar.
HaHI/IeHT, HEC HpOBepI/IB IIECJIIOCTHOCTH ynaKOBKI/I B aIITCKE, B JOMAalIHUX yCJ'IOBI/H[X 06Hapy>1<1/m
OTCYTCTBHE ABYX (DIaKOHOB B yMaKOBKE, a B ABYX JIPYTHX — HEMOJTHOE COACPKUMOE, MOTEKU Ha
CTeHKaxX ()JIaKOHOB, pELINJI BEPHYTh JEKApCTBEHHBIN IpemnapaTr B anTeKy. B anreke mpoBuszop
OTKa3aJiCsl BO3BpallaTh JIEHbIU 3a Mpernapar.
Bomnpocsr:
1. KakoMy BuAy KOHTPOJISI IOJIBEPTatOTCs TOBAPHI, TOCTYNUBIINE B alITEKY?
2. Hepe‘-H/ICJ'II/ITe )IOKYMeHTI)I, Ha OCHOBAaHUU KOTOpBIX OCYH_[eCTBJ'ISIeTCH HpI/IeM TOBapa B aIITCKCE.
3. Moryt UI1, nmeromue MUIeH3UI0 Ha GpapMIesITEN,HOCTh PEAIM30BhIBAThH IaHHBIN Mpenapar.

CuryanuonHnas 3axa4da Ne 37

B anrtexy ot mocraBmuka nmoctymui npenapar «bakreprodar ctaduIoKOKKOBBIN.
[IpoBu30p, MpOBEPUB COOTBETCTBHE KOJWYECTBA TOBapa YKa3aHHOMY B HAaKJIaJHOM, OCTaBWII
npenapaT Ha IIOJKE, TA€ HaXoOATCsa BCE npenapaTLI 110 I/IHJII/IBI/I)Iya.]'H)HBIM 3aKa3aM
notpebureneil. Ha cnenyrommuii 1eHs OH ObUT OTITYIIECH MAlMEHTY, 3aKa3aBIIeMy 3TOT Mpenapar.
HaHI/IeHT, HC HpOBepI/IB IICJIOCTHOCTH ynaKOBKI/I B aIITEKE, B JOMalITHUX yCJ'IOBI/ISIX 06Hapy>1<1/1n
OTCYTCTBHE ABYX (DIaKOHOB B yMaKOBKE, a B ABYX JIPYTHX — HEMOJTHOE COJCPKUMOE, MIOTEKU Ha
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CTeHKaX (DJTaKOHOB, PEIINII BEPHYTHh JICKAPCTBEHHBIN IMpemnapar B anTeky. B anTeke mpoBU30p
OTKa3aJjcsl BO3BpaLIaTh JIEHbIH 3a Mpenapar.

Bomnpocsr:

1. B kakoM JTOKyMEHTE y4UThIBA€TCSA IBUKCHHE JIEKAPCTBEHHBIX MPENapaToB C OrPaHUYCHHBIM
CPOKOM T'OIHOCTH B allT€YHOM opraHu3auuu’?

2. Kak goimken xpauuth nanubiil JIIT npoBusop B anteke?

3.Kak oH gomkeH oTIycKath npemnapar 60iasHOMY?

4. Kak OH JOJKEH MOCTYNUTh B 3TOM cliydae?

CuryanuonHas 3axaya Ne 38

B anrteky aBTOTpaHCHOPTOM MOCTaBIIMKA JOCTaBJICHbl B TPAHCIOPTHOW YIIaKOBKE
JIEKApCTBEHHBIA MpernapaT KopBajoi. LlemocTHocTh ymakoBku He HapymeHa. Komwuccus B
pe3ynbTaTe MPUEMKH OOHApY)KUJIAa PACXOXACHUS B KOJIMYECTBE TOBapa M COCTABHJIA MPOTOKOJ
no ¢akrty ero Hemocrtaun. Kpome Toro, Obi1 OOHapyXeH HEMOJIHBIH KOMIUIEKT TOBapHO-
COTIPOBOJUTENBHBIX TOKyMEHTOB. ToBap ObLI MOMEIIEH Ha XpaHEHHE B MaTepUaIbHYI0 KOMHATY
U IIOCTABJICH HaA HpeI[MeTHO-KOJII/I‘-ICCTBGHHl)If/'I y‘-ICT.
Bonpocsr:
1. Kakoii Buj npueMku J0HKEH OBbITh OCYIIECTBIIEH B MOMEHT MOCTYIIJIEHUS TOBapa?
2. KaKI/Ie O6H33T€JIBHI>I€ COHpOBOI[I/ITCJII)HI)IC I[OKYMGHTI)I JOJI’)KHBI 6I)ITI~) HpI/I IIOCTAaBKE TOBapa?
3. B kakux qokyMeHTax OyJeT oTpakeHa HeJlocTaua U (PakT MPUEeMKH [TOCTYIHUBIIEro ToBapa?

CuryanuonHas 3axa4va Ne 39

VY OGonpHON (30 7er) »xemYHOKaMeHHas OOJIe3Hb BHE OOOCTpeHHUs 0e3 MPHUCTYIOB
KeITyHOKaMeHHOW Oose3nu. Ilpu nedeHnn HEOOXOAMMO MPUEM PACTUTEIBHBIX MpPErnapaToB.
HazoBute W3 JOaHHOTO CHNHCKa  TakUe pacTEHUs, KOTOPBIE OJHOBPEMEHHO SBISIOTCS H
XOJIEPETUKAMH, W XOJEKMHETHKAMU M XOJIECTIa3MOJMTHUKaMH :a) Oapbapuc u KaineHayna, 0)
MOJILIHb TOpPbKass W TOJBIHR OOBIKHOBEHHAs, B) OJYBaHYMK M BaxTa, I') aup W Kajiras,
OecCMEpPTHHK U JIEBSCHUIL.
CuryanmuonHas 3agava Ne 40

Bonbuas 50 ner crpagaer ronoBHbIMH 00JsiMH, ToAbeMbI Al 1ociie HEpBHON Harpy3KH.
[IpuHMMaeT ycrIoOKauWBawIUe CpPeACcTBA M HEOOXOAMMO J00aBUTH TMPUEM PACTUTEIBHBIX
npenapaToB ISt peTyISIIH Al
BribepuTte, kakoi pacTUTENbHBIN MpemapaT OKa3bIBAET JOBOJIHHO BHIPAKEHHBIN TUITOTEH3UBHBIN
abdexT mpu nmpueme BHYTPh: aHaHAC, aOPUKOC, apOHUSI YEPHOIUIONHAs, OaHAH WM CBEKJA U
000CHYITE CBOIi OTBET.
CuryanuonHas 3agava Ne 41

bonbHolt 38ner, ¢ xp. OpOHXMUTOM, B aHAMHE3€ KOTOPOTO MMEETCS aylIeprusi Ha
JoMalHow TeUb. [Ipu anneproanamnese, CKJIOHHOCTH K OpOHXOCMa3MaM YacTO BKIIOYAIOT
coop, cocrosiuii U3 1) TpaBbl 3Bepo0Os, MOJAOPONKHHUKA, IBKAIUNTA; 2) KOPHA OTyBaHUYHUKA,
KOpbl KPYIIWHBI, TJIOIOB KOCTEpa, 3) TpaBbl 4Yepeabl, (UAIKU TPEXIBETHOW, POMAIIKU
anTe4yHoi; 4) TpaBbl KPOBOXJIEOKH, TOpIla TIEPEUYHOT0, KpPAIHBHI, 5) IIBETOB JIMIIBI, JEBSCHIIA,
TOJIOKHSIHKH. BB1OepuTe U3 MpeIoKeHHBIX COOpPOB, COOP, OTBEYAIONINN JaHHBIM TPEOOBAHUIM
1 000CHYHTE CBOU OTBET.
CuryauuonHas 3agaqa Ne 42

BbonbHast 28 ner ¢ quarHo3oM OCTPhId OPOHXUT MPUHUMAET OTXAPKHUBAIOIINE CPEACTBA.
[Tpu neuennn 3a00NeBaHUI OPraHOB JBIXaHUST 0COO0 OCTOPOKHOCTH M CTPOTOTO BpadyeOHOTO
KOHTpOJIsI TpeOyeT Ha3HaueHue: |)poMaliku amnTeyHo, 2)TMMbsHAa mon3ydero (wyabpera),
3)ogopokKHUKA OOJBIIOTO, 4)MONBIHA TOpbKOW, 5) OarynpHuKa OojoTHOTO.BBIOEpHTE U3
MPEJIOKEHHBIX BAPUAHTOB JICKAPCTBEHHOE PACTEHHE, KOTOPOE OTBEYAET JAHHBIM TPeOOBaHUSIM
1 000CHYHTE CBOU OTBET.
CuryauunonHas 3agada Ne 43

[Ipu nutensHOM IpHUeMe YncToTeNa Y OOJNIbHON MOSBUINCH kKanoObl. Kakne BO3MOKHBI
OCJIOKHEHUS U TOOOYHBIEC (DPEKTHI JITUTETHLHOTO TIPHEeMa YHCTOTENA BBl MOXKETE HA3BaATh?
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CuryanuonHas 3axaya Ne 44

bonpHas 35 mer kanmyeTcss Ha YacTbele OOJIM B ropie, cllaboCTh, OOMIBHBIE MECSYHBIC,
MOCIICIHEE BpEeMsl CTalla TMOMPaBIAThbCA. Kakoe CpencTBO MOXKHO PEKOMEHIOBATh JaHHOU
00JIbHOW U moueMy?

CuryanuonHas 3agava Ne 45

Jns momyuenust 240 51 KUAKOTO 3KCTpakTa OospeimHUKAa 1:1 METOoOM pemnepKosuu
nporecc npoBoauTcs 4 mukiaamu B Oatapee u3 4 auddyszopos. Km = 2,0 cm3/r. Paccunrars
o0Iee KOJMYeCTBO ChIPbsl U KCTpareHTa. ChIpbsl U IKCTpareHTa it BBoJa B oauH quddy3op,
CBIPBS ¥ DKCTPAreHTa Ha OJJUH IHKIIL.

CuryanuonHas 3ajxaya Ne 46
[Tonyuyeno 485 r skcTpakTa peBeHs CyXoro ¢ coaeprkanueM Biaru 9%. Kak nosectu
9KCTPAKT J10 HOPMBI?

CuryanuonHas 3axa4da Ne 47

PaccuuTarh KOJIMYECTBO PACTUTENLHOTO CHIPbsI U SKCTpareHTa /i noiaydenus 400
I TYCTOI'0 3KCTPAKTa BaJIEPUAHBI, €CIIH ChIPbE CONEPKUT 26% IKCTPaKTUBHBIX BEIIECTB (METOJ
Ooucmariepalum).

CuryauuonHas 3agaua Ne 48
PaccunTtarh KOJMYECTBO TPABHI aJIOHUCA, OMOJIOTUYECKAs] aKTUBHOCTH KoTopoit 66 JIEJ] B
1 r, nnsg nonyyenust 10 aUTpPOB aoOHU3UIA.

CuryanuonHas 3axa4a Ne 49
Ckonbko KodernHa MOKHO BbiienuTh u3 400 11 BOIHOTO M3BIEUEHUs, conepkamero 8%
CyXHUX BelecTB?

CuryauunonHnas 3agaqa Ne 50
[Tonyueno 25 kr tanuHa. [IpousBecTH pacder 3arpy3okK, €clid CoJiep>KaHue IperapaTa B
aucThsAX ckymnuu. 11,5%, a pacxoansiii koagduuuent 1,18.

6.3. IPUMEPBI 3AIAHUU B TECTOBOU ®OPME

6.3.1. Boaa ounieHHasi MOKeT ObITH NMOJy4YeHA JIO0bIM U3 MepeyHCcIeHHbIX MeTO/I0B,
KPOME
Bri6epute o1H OTBET.

T a.a) IMCTHILIALMU
b. 6) norHoro ooMeHa
C. B) oOpaTHOTro ocMoca

d. r) punasTpanmmn

YYD

€. JT) SJIeKTPOInaIn3a

6.3.2. Kaunus iioqua 100aBJsIIOT NPU NPUTOTOBJIEHUH BOJHOI0 PacTBOPA iio/ia ¢ HeJIbIo:
Br16epute o1H OTBET.

" a. a) yMeHbLIECHNE PA3IPAKAIOIIETO AEHCTBUS
b. 0) ycunenue hapMaKoIOTHYECKOTO NEHCTBUS
C. B) YBEJIMYEHUS PAaCTBOPUMOCTH

d. r) yBenuueHus cTabMIBHOCTH

D

C. ,Z[) YBCIMYCHHUEC CPOKA XPAHCHU A
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6.3.3. Ilpu U3roToBJEeHHH KUAKHUX JEKAPCTBEHHBIX (OPM MO 00bEMY T03UPYIOT
JKUJAKOCTH. BpiOepute oauH OTBET.

. @) CHpOII cCaxapHbIA

D]
o ®

. 6) xmopodopm

=
o

. B) 2bUp MEAUITUHCKHMA
d. r) apupnoe macio

" e. 1) BCe MEPEUYMCIIEHHBIE KUIKOCTH

6.3.4. Yto 0003HaYaET MAaCCO-00beMHAsi KOHLIEHTPAI[UsSI PACTBOPOB?
Bribepure oquH OTBeT.

" a. a) konuuecTBO rpaMMoB Beectsa B 100 r pacTBopa;

" b. 6) komuuecTBO Mosei BenecTBa B 100 T pacTBOpa;
" ¢. B) KomM4eCcTBO rpaMMOB BentecTa B 100 M1 pacTBOpa;
" d. r) konugectBo Mt BennectBa B 100 M1 pacTBopa;

" e. J1) KOHLIEHTPAIHUS, BHIPAKEHHAS B Y0.

6.3.5. s yuéra u3mMmeHeHusi 00b6Ma, BOSHMKAIONIET0 PH PACTBOPEeHUM BellecTBa, Bam
cJIe/lyeT HCI0JIb30BATh NP pacyeTax KO3(pPUuuHeHT
Bri6epute ouH OTBET.

" a. a) oOpaTHbIN 3aMECTUTENLHBIHA
" b. 6) BOZOIOIIOLIEHUS

" ¢. B) yBennuenus o0bEMa

" d. r) pacxomHblit

6.3.6. 15l M3roTOBJIEHHUS IJIA3HBIX Ma3eil HCMOJIb3yeTCsl OCHOBA COCTaBA!
Br16epute o1H OTBET.

" a. Bazenun — nanonuH 1: 1

C b. craB TaHOJMHA M Ba3elIMHA B COOTHOIICHUH 2: 1

" c. ruuepuHOBas Ma3b
" d. cruraB Ba3enWHA C JJAHOJWHOM OE3BOIHBIM B COOTHOIIICHHH 6:4
" e. cruiaB BazesNMHA C JAaHOJIMHOM 9 : 1

6.3.7. KoJuauaaproJ BBOAAT B Ma3u Ha ruAPo¢oOHBIX 0CHOBAX CIOCOOOM:
Boi6epute ouH OTBET.

" a. pacTUPAIOT C Ba3€IMHOBBIM MACJIOM

" b. pacTUpPAIOT C YACTHIO PACILIABICHHON OCHOBEI
{7 c. pacTHpaIOT C TIUICPUHOM

" d. pacTuparoT ¢ MUHMMAILHLIM 00BEMOM BOJIBI
" e. pacTUPAIOT CO CIMPTOM

6.3.8. Kakue KOHCepBaHTBI MOTYT MCI0JIb30BAThHCS VISl IPEeAOTBPALLIEHUSI MUKPOOHOM
KOHTAMHHALUM Ma3ei?
Bribepute ouH OTBeT.

" a. 5>UpbI METUIILIEIUTIOIO3HI
" b. HONMMBUHUIIIMPPOIHIOH
" ¢. copOuHOBast KUCIOTA

" d. 6ensoar Harpus
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-

€. mapabeHbl

6.3.9. Kakum cnoco6oM MOKHO PeIOTBPATUTDH paccjianBaHue JUHUMEHTA:

Hadrananckoit Hedptu - 25,0;
’Kunkoctu bypora - 50,0;
Maca nocoaHeuHOro - 50,0;
[{nHKa okcuaa - 10,0;
Tanbka - 10,0?

Bri6epuTe ouH OTBET.

-
-
-
-
-

a. 100aBJICHUEM a’pOCHIIa;

b. MPUTOTOBIICHUEM B TOPSTYEM BUJIC;

c. nobaBieHueM samynbraropa T-2;

d. yMeHbIIIEHUEM KOJIMYECTBA KUAKOCTH BypoBa;

€. IPUIOTOBJICHUEM IIPHU TOMOIIN MEXAHNUYCCKUX CPCACTB IICPEMCIINBAHMA.

6.3.10. Kaky1o ocHoBy coriiacuo I'® XI cieqyer cnoJib30BaTh AJs IKCTEMIOPAJIbHbBIX

Ma3zeil IpH OTCYTCTBHH YKa3aHMIi B penenrte?

BriGepuTe oquH OTBET.

-
e
e

"~
J

a. Ba3eIIUH,

b. 5MyJIbCHOHHYIO OCHOBY;

C. C y4eTOM (PU3UKO-XUMUYECKUX CBOMCTB JICKAPCTBEHHBIX BEILIECTB;
d. ocroBy KyTymMOBOIi;

€. Ba3CJIMH-JIAHOJIMHOBYIO OCHOBY.

6.3.11. F'ocynapcTBeHHOE peryJiupoBaHHe OTHONIEHHUIT, BOSHUKAKIINX B cepe oOpanieHus

JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBJISIETCS MyTEM:

a)roCcyJIapCTBEHHOM pErHCTpaIiel IEKapCTBEHHBIX CPEJICTB;

0)co3/1aHreM KOHTPOJIUPYIONIUX OPraHOB B PETUOHAX;

B)co3aHHeM WH(OPMALIMOHHBIX 0a3 Mo 3a0paKOBaHHBIM JIEKAPCTBEHHBIM  CPEICTBaM;
T)cepTHU(PHUKAIIUU JIEKAPCTBEHHBIX CPEJICTB;

n)co3naHueM GopMyIsIpHON CUCTEMBI.

6.3.12. 'ocynapcrBenHoii perucrpauuu B P® nogexar:

a)TOJIBKO JIEKaPCTBEHHbIE CPECTBA, BBOZUMBIE M3-3a PyOexa;

0)TOJIbKO OpUTHHAJIbHBIE TATEHTOBAHHBIE JIEKAPCTBEHHbIE CPE/CTBA;
B)JIEKapCTBEHHBIE CPE/ICTBA, U3TOTOBJICHHBIE B allTEKE;

I')TOJIBKO BOCIIPOU3BE/IEHHBIE (JIKEHEPUKOBBIE) JIEKAPCTBEHHBIE CPEJICTBA;
11)BCE HOBBIE JIEKAPCTBEHHBIE CPECTBA.

6.3.13. Cepusi JieKapCcTBEHHOI0 CpecTBA — 3TO:

a) OmpeIeseHHOE KOJIMYECTBO OJHOPOAHOTO TOTOBOTO MPOIYKTA, M3TOTOBJICHHOTO 32
OJTHY CMEHY;

0) ompeneneHHOE KOJMYECTBO OJHOPOAHOTO TOTOBOTO MPOIYKTA, M3TOTOBJICHHOTO 32
OJTMH MTPOU3BOICTBEHHBIN IIMKJI TIPU TIOCTOSIHHBIX YCIOBHSX;

B) OIpENeIEHHOE KOJIMYECTBO OTHOPOTHOTO TOTOBOTO MPOYKTA, U3TOTOBJICHHOTO 32
OJTHU CYTKH PabOTBhI;

I) OIpeeIeHHOE KOIUYECTBO OTHOPOTHOTO TOTOBOTO MPOAYKTA, U3TOTOBICHHOTO U3
OJTHOY TIAPTHH CYOCTaHITUH;

)I) BCC KOJMYCCTBO JICKAPCTBECHHOT'O CPEACTBA, U3TOTOBJICHHOC TaHHBIM MPCAIIPUATHEM.
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6.3.14. Cpok rogHocTH JIEKAPCTBEHHOI'0 CPeACTBA — 3TO!
a)Iepuo]l BpeMEHH, B TCYCHUH KOTOPOTO TapaHTUPYETCS COOTBETCTBHE KauecTBa
TOTOBOTO JIEKAPCTBEHHOT'O CPE/ICTBA TPEOOBAaHUAM HOPMATUBHOM JJOKYMEHTAIIHH;
0) mepuoj BpeMeHH, B TCYSHUH KOTOPOTO COXpaHseTcs 95% KonmuecTBEHHOTO
coJiepKaHus JEHUCTBYIOLIUX BELIECTB;

B) nepuoa BpEMCHHU, B TCUHCHUHU KOTOPOI'O HE U3MCHACTCA BHCIITHHI BU I JICKAPCTBCHHOI'O

CpEeICTBa;
I') IEPHOJ] BPEMEHH, B TEYEHUH KOTOPOro coxpansercs 99% KonuuecTBEeHHOTO
COJIep>KaHusl AEMCTBYIOIINX BEIIECTB.

J)IIEPUO] BPEMEHH, B TEUECHHE KOTOPOTO rapaHTUPYETCS] OTCYTCTBHE OOOUHBIX
3¢ dekToB.

6.3.15. ®u3NKO-XMMHYECKHE CBOWCTBA Ta0JIETOK BKIIIOYAIOT:
a) ompeJesieHHe PaciaJacMOCTH TabJIeTOK
0) ompeneneHne cpeaHEil MacChl U KOJIeOaHNs B Macce
B) ONpezeIeHNe POYHOCTH TaOJIETOK
T') OTpeeTICHHE THIIOB U Pa3MepPOB TAOIIETOK
1) oTIpe/iesieHre IOPUCTOCTH TabIeTOK

6.3.16. PaccuuraiiTe He00X0AMMO€ KOJIUYECTBO ChIPbS U IKCTPareHTa JJsl MmoJIy4eHust

MJI HACTOMKH BaJIePUAHBI, ecJIM KO3(pPuuneHT noriomenus coipbs 1,3
a) 20 rpamM 1 126 mn

0) 25 rpamm u 100 M
B) 10 rpamm u 120 M
r) 15 rpamm u 126 mn
1) 20 rpamm 1 120 M

6.3.17. I'ycThle 3KCTPAKTHI CTAHAAPTU3YIOT
a) o JIEHCTBYIOIIUM BEIIECTBaM
0) cyXoMy OoCTaTKy
B) MO BJIQKHOCTH
T') M0 MUKPOCKOITMYECKUM XapaKTePUCTHKAM
1) 10 3amaxy

6.3.18. JIunumeHnT Hadrananckoii HedpTu ¢ pH Huxe 7, cornacuo Tpedopanusam I'd X,
OTIYCKATH HeJIb351, HO MOKHO UCIIPABHUTH /10 CTAHAAPTHONH HOPMBbI 100aBJIeHUEM

a) 10% pacTBOpa HAaTpuUs THAPOKCUIA.

6) 5% pacTBOpa HaTpUs THIPOKCUAA

B) 10% pactBOpa Kanblus TUAPOKCUAA

r) 10% pacTBOpa HaTpuUs XJIOpHIa

1) 10% pacTBOpa KMCIOTHI XJIOPOBOAOPOAHOM

6.3.19. Kakomy Buay cTepuIM3alluu NOIesKUT 1% pacTBOp Me3aTOHA,
NpuMeHsieMblii B BH/Ie TVIa3HBIX Kalellb
a) HWCHONB30BaThb MeMOpaHHble (QmIbTpel ¢ pasmepom 1op 0,22—0,45

(crepunusyromas GUIbTpaIs).

0) crepunm3anus o aasiaerueM npu 120°C
B) XUMUYECKasi CTEPUITH3AIMS

I') CTepHIIN3ALUS TEKYy4eM apoM
11)100aBJIeHHEM KOHCEPBAHTOB



6.3.20. buodapmanus kak HayKa U3y4aeT OMOJIOTHYECKOe JeiicTBHE JIeKAPCTBEHHbIX
NMpenaparoB B 3aBUCHUMOCTH:

) TOJIBKO OT TEXHOJOTHH W3TOTOBIICHHUS,

0) OT PU3UKO-XUMUIECKUX CBOHCTB JICKAPCTBEHHBIX M BCIIOMOTATEIBHBIX

BEIIECTB, JICKAPCTBEHHON ()OPMBI, TEXHOJIOTHH U3TOTOBIICHUS;

B) OT TEXHOJIOTUYECKOTO 000PYIOBaHHS,

T') OT BO3ICUCTBUS (PAKTOPOB OKPYKAFOIIEH CPEJIbI;

1) OT (DYHKIIMOHAJIBHBIX TPYIIIIL.

6.3.21. Kakue TeXHOJIOTHYECKHUE MIPHEMBI MO3BOJISIIOT MOJIYy4aTh HOBBIE JIeKAPCTBEHHbIE
(opMBbI N3BECTHBIX NPENAPATOB ¢ MEHbIIIEH 103UPOBKOIi, HO C COXpAHEHHEM
TAKOro Ke TepaneBTHYecKOro 3gdexra:

Bri6epute ofuH OTBET.

a. TpaHyJIMPOBaHUE
b. MukpoHH3anus cyOCcTaHIK
C. IpaXxCKUPOBAHKE

d. HaHeceHne 000JIOUKH

€. IIPOCCHUBAHUC

6.3.22. ®apmaneBTHYeCKHE (PAKTOPHI, BIUSIIONINE HA OHOJOTHYECKYIO JOCTYIHOCTH U
TepaneBTHYeCKYI0 AKTHBHOCTh JIEKAPCTBEHHBIX NPeNapaToB:
Br1bepute ouH OTBET.

a. Xumuueckas Moau(HKaIus JeKapCTBEHHOTO BEIIECTBA
b. [Ipupoaa 1 KOJTMIECTBO BCIIOMOTATEIBHBIX BEIIECTB

c. DU3UKO-XUMHUYECKHE CBONCTBA JIEKAPCTBEHHBIX BEIIECTB
d. ®dapmarnieBTHUECKasT TEXHOJIOTUS

e. Bce nepeuncieHHble OTBETHI MPaBUIHHBI

6.3.23. Uto u3yuyaer OuopapmManus Kak HayKa:
Bri6epute oauH OTBeT.
a. bromornveckyro TOCTYITHOCTD JIEKAPCTBEHHBIX BEIIECTB U3 JICKAPCTBEHHOMN
bopmbl
b. MexaHu3a1uio TeXHOJIOTHYECKUX ITPOLIECCOB

C. KOHTpOJ'II) Ka4ueCTBa Ha BCCX CTAAUAX U3TOTOBJICHUA JICKAPCTBCHHOI'O IIpCIiapara
d. Mexanusm HeﬁCTBHH JICKAPCTBCHHBIX BCUICCTB B OPTraHU3MC

€. Bce oTBeTHI IpaBUIIBHBL

6.3.24. O0s3ateqbHOE TPefOBaHNE K JIeKAPCTBEeHHbIM GopMaM 115
HOBOPOK/IEHHBIX AeTeil
Bribepute ouH OTBeT.

T a. HAJTMYHE KOHCEPBAHTOB
C b. cTepHIBHOCTD

T C. U30THIPUIHOCTD

. d. HaTMYKe KOPPUTEHTOB
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6.3.25. Jlerckue JieKapCcTBEHHbIE CPeACTBA (1151 HOBOPOKIAEHHBIX U JeTeii 10 1 roxa
JKM3HHM) MOT'YT CO/IeP:KaTh HEMATOreHHbIe MUKPOOPTraHU3Mbl U rpudbI B 1 1 nim 1
MJI He 0oJ1ee:
Bri6epuTe ouH OTBET.

a. 50
b. 100
f" c.1l

f

e
J

=
]

d. HamuuMe He JoIycKaeTcs

6.3.26. MakcumaabHasi Macca (1) pacoBKH MaceJ JAJIsi HHAUBUAYAJIbHOT0 MCII0JIb30BAHUSA
npu 00padoTKe KOKH HOBOPOKIEHHBIX JIeTeli:
BriOepuTe o711H OTBET.

. a. 5,0

C b. 10,0
C c. 30,0
C d. 50,0

6.3.27. Kak cieqyeT NpUroTOBUTh MUKCTYPY AJsl HOBOPOKIEHHOr0 pedeHKa npu
OTCYTCTBHMH B JINTepaType U NPHKa3ax JaHHBIX 0 peKUMe ee CTePHIN3anun?
Br16epute ouH OTBET.

a. Crepunuzytot nipu 100 rpaa. 30 MuH.
. b. ['OTOBAT B aceNTHYECKUX YCIOBHUSIX, UCIIONB3YsI CTCPHILHBIN PACTBOPHUTEIH
c. Crepunusytot npu 120 rpaz. 8 MuH.

C d. He rotoBsiT

6.3.28. KakoBbI CpOKH XpaHeHHs OTIYIIEHHBIX U3 ANITEKU CTEPUIBHBIX JIEKAPCTBEHHBIX
(¢op™m nuist Aereid 1-ro roga ;KM3HU, NPEeAHA3ZHAYCHHBIX /151 BHYTPEHHEr0
NpUMeHeHus1?

BriGepure ofuH OTBeT.

C a. 2 CyTOK
C b. 3 cyTok
f" c. 10 nueit
f_' d. 1 mecsn

6.3.29. Uro Takoe repuaTpus?
Bribepure of1H OTBeT.

a. Hayka o mo>XuiisIx JTFOAX

b. Pa3nen MeaumuHbl, M3y4aroIuii 0COOCHHOCTH OOJIC3HEH U UX JICUCHUS Y TTOKUIIBIX
mronen

c. Pazen MenuIuHbI, N3y9aroIuid IPOIECCH CTapEHUS

d. Pa3zpaboTka nekapCTBEHHBIX CPEJICTB JIJISl TTOKHIIIBIX OOJIBHBIX

6.3.30. UTo Takoe moiunparmMasusi B repuaTpuyeckoii mpakTuke?
BriOepure o1H OTBET.

a. HAIM4YKMEe y O0JIbHOTO MHOXKECTBEHHBIX XPOHUYECKUX 3a00J1eBaHUN
b. Ha3HaueHue 0OTBHOMY 2-X JIEKAPCTBEHHBIX MTPENapaToB
C. IPUMEHEHHE OOJBHBIM HECKOJBKUX JIEKApPCTBEHHBIX MPENapaToB 0THOBPEMEHHO
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d. 3aboneBaHue MMocie HEMPAaBHIIBHOTO MPUMEHEHHUSI JIEKApCTB

6.3.31. IlepopanbHblii NpHeM KAKHX MPENapaToB He cjielyeT COBMENATh ¢ MOJIOYHOI

auerTomn?
BriOepuTe o711H OTBET.

a. IPpOU3BOJHBIX MOHOAMHWHOOKCAAAa3bI
b. mpenaparos xemne3a

C. QHTUICTIPECCAHTOB

d. mpemapaToB KanbIus

6.3.32. KakoBbl panioHa/ibHbIe YCJIOBHUS MePOPAIbHOI0 pHeMa cepaeYHbIX

6.3.33.

6.3.34.

6.3.35.

6.3.36.

6.3.37.

IJINKO3UI0B?
Br16epute oauH OTBET.

a. onHoBpeMeHHoO ¢ npenaparamu K, Ca, Mg, (acriapkam, NaHaHTUH);
b. 3amuBas MOJIOKOM;
c. ) 3a 30 munyt 10 enpl, npenapatsl K, Ca, Mg nocne enpr;
d. B ©3MenpYeHHOM BUJIE.
CoruacHo 3axoHOAaTeNbCTBY P® K 00pamieHuIo 1eKapCTBEHHbIX CPEACTB He
OTHOCHUTCH
A) pacnpoctpanenue JIC
b) pa3zpaboTka, JOKJIMHUYECKHE UCCIIEOBAHMS, KIMHUYECKHE NCCIIe0BAHMS,
9KCIIEPTU3a, TOCYAAPCTBEHHAS pEruCcTpalus, CTaHJapTU3allsl U KOHTPOJIb KauecTBa
B) npou3BoaCTBO, U3rOTOBJIEHUE, XPAaHEHHE
I') nepeBo3ka, BB03 Ha Tepputoputo PD, BeiBO3 ¢ Tepputopuu PO, pexnama
I'ocynapcrBennas perucrpauus JIII, Benenne rocynapcreesnoro peecrpa JIC
OTHOCHUTCS K OJTHOMOYHUSIM
A) Munzapasa Poccun
b) Poc3apaBHangzopa
B) Pocnorpe6Hanzopa
I') opranuzanuii-npoussoauteneii JIIT
I'ocynapcrBennoii perucrpanuu noanexar sce JIII, KPOME
A) JITI, M3roTOBJICHHBIX B alTEeKax
b) Bocnipon3BeIeHHBIX JIEKAPCTBEHHBIX MPENapaToB
B) HOBBIX KOMOUMHaIUH, 3aperucTpupoBanHbix panee JII1
I') JII1, 3aperucTpupoBaHHBIX paHee, HO MPOU3BEICHHBIX B IPYTUX JEKAPCTBEHHBIX
¢dopmax, B HOBOI JO3UPOBKE
OPUITNAJIBHBIM HCTOYHUKOM MH®OPMALIMU O JIC, MPOIIEAIINX
IT'OCYJAPCTBEHHYIO PETUCTPAIINIO, ABJIAETCS
A) I'ocynapcreennslii peectp JIC
b) peructp JIC Poccun
B) sunuxnonenus JIC
I') F'ocynapctBenHas hapmakomnes
HEJBIO TOKJIMHUYECKHX UCCJIEJIOBAHUM JJEKAPCTBEHHBIX CPEJICTB
ABJISAETCS:
A) Uzyuenue 3pPpeKTuBHOCTH, OMOJOCTYITHOCTH U OMOYCBOSIEMOCTH JIEKAPCTBEHHBIX
CPEICTB.
b) Ilonyuenue HaydHBIMU METOJAaMH OLIEHOK M JOKa3aTeJlbCTB 3 (HEKTUBHOCTH U
0€30MaCHOCTH JIEKapCTBEHHBIX CPE/ICTB.
B) YcraHoBUTh EpeHOCMMOCTD Ipenapara i HaIu4Yhe y HEro TeparneBTHIeCKOro

JNIEUCTBUS.



6.3.38.

6.3.40.

6.3.41.

6.3.42.

I') [Tonyuenne HaydHBIMA METOJAMU JOKA3aTEIbCTB Ka4eCTBA JICKAPCTBEHHBIX CPECTB.
JNENCTBHUE BEIECTBA, CHOCOBHOE BbI3bIBATh UBMEHEHUS TEHETHYECKOI'O
ATIITAPATA KJETKH U IPUBO/ISIIEE K U3MEHEHH IO HACJIEJICTBEHHBIX
CBOWCTB, HA3BIBAETCS:

A) KanneporeHHocTb

b) buorpanchopmarus
B) OMOproTOKCHYHOCTH
I') MyTtareHHOCTb

6.3.39. TOKCHYECKOE JENCTBHUE BEIIECTBA, BBEAEHHOIO B OJTHOKPATHOM
JO3E NJIN B MHOI'OKPATHBIX IO3AX B TEYEHUE HE BOJIEE 24 YACOB, KOTOPOE
MOXET BBIPAYKATBCS B PACCTPOMCTBE ®W3HOJOT MYECKUX ®YHKITAN U
HAPYHIIEHUN MOP®OJIOI'NA OPTAHOB SKCIIEPUMEHTAJIBHBIX ) KUBOTHBIX, A
TAKXXE I'NBEJIU )KHBOTHOI'O, HA3BIBAETCHA:
A) Octpasi TOKCUYHOCTD

b) OGm1as TOKCHYHOCTD

B) CucreMHasi TOKCHUHOCTD

I') Xponundeckass TOKCHYHOCTh

BE30IIACHOCTH JJEKAPCTBEHHOT'O CPEJCTBA - DTO...

A) CooTBeTCTBUE JIEKAPCTBEHHOTO CPeICTBA TpeOOBaHUAM (apMaKoIelHOMCTaThU OO
B CITy4ae €e OTCYTCTBHS HOPMATHBHOU JOKYMEHTAIIMH MM HOPMATUBHOTO JOKYMEHTA.
b) XapakTepucTtuka BIUsSHUS JIEKapCTBEHHOTO MIpernapaTa Ha TeYCHUE,
MPOJIOJKUTEIILHOCTD 3a00JICBaHUS UJIH €0 IIPEI0TBPAIlCHUE, peadMINTAIINIO, Ha
COXpaHEHHUe, MPeJOTBPAIlICHNE WIH ITpephIBaHIEe OEPEMEHHOCTH.

B) XapakTepucTuka JIeKapCTBEHHOTO CPEACTBA, OCHOBAHHAS HA CPAaBHUTEIIHPHOM aHAIIN3E
ero >Q(peKTUBHOCTH U pHCKa MPUINHEHHSI Bpeia 30POBbIO, a TAKXKE CTETICHU
MTOJIOKUTEITFHOTO BIIUSHUS 3TOTO TIperapara ¢ MMEIOIIMMCS aHAJIOTOM.

I') XapakTepucTuka CTEeHH MOJI0KUTEIHLHOTO BIUSHUS JICKAPCTBEHHOTO Mpemnapara Ha
TeUeHHUe, TPOIOJDKUTEITLHOCTH 3a00JIEBaHUS WIIH €T0 MPEOTBPAIlICHUE, PEaOMIIUTAIIHIO,
Ha COXpaHEHHue, MPe0TBpaIlleHHe WIN TPephIBaHNE OEPEMEHHOCTH.

PABPABOTYHNKOM JIEKAPCTBEHHOT'O CPEACTBA ABJISIETCSI:

A) Opranwuzanusi, o0agaromias mpaBaMu Ha pe3yJIbTaThl JOKIMHUYECKUX UCCIIEeTOBAHUI
JIEKApCTBEHHOT'O CPECTBA, KIMHUYECKUX UCCIEI0BAHMM JIEKApCTBEHHOTO IIpenapara, a
TaKXe Ha TEXHOJIOTHIO TPOU3BOACTBA JIEKAPCTBEHHOTO CPEJICTBA.

b) Opranuszanus, KoTopas sIBISETCS CIOHCOPOM MPOBEACHHS TOKIHHUYECKUX H
KJIIMHUYECKUX MCCIIEJOBAaHUM JIEKapCTBEHHOI'O CPEJICTBA.

B) Opranuzanusi, kotopasi y4acTBYeT B IIPOBEICHHUH JTOKIMHUYECKUX UCCIEIOBAHUI
JIEKapCTBEHHOI'O CPEJICTBA.

I') Opranuzanmsi, o6aaroias npaBaMu Ha pe3yabTaThl TOKIUHUYECKUX UCCIICTOBAHUM
JIEKApCTBEHHOT'O CPEJICTBA.

LEJIb IPEABAPUTEJIBHOMW OLIEHKA UMMYHOTOKCHYHOCTH ITPH OJTHOKPATHOM
BBEJIEHNU ®APMAKOJOT'NMYECKOT'O CPEACTBA:

A) Onpeznenenue 10361 PapMaKoIOrHUIECKOr0 CPEJICTBA, KOTOPAsl ABJIAETCS TOKCUUHOMN
JUTS OKCTIEPUMEHTATBHBIX )KUBOTHBIX.

b) Ouenka creneHu u JIMTETLHOCTH BO3MOKHOTO MOBPEKCHUS UMMYHHOM CUCTEMBI
MIpH BBEJICHUHU TIpenapaTta 1o cxeMe, MaKCUMalIbHO MPUOIMKEHHON K KITHHUYECKOMY
MIPUMEHEHHUIO.

B) Onpenenenre BO3MOXHOTO UMMYHOTPOITHOTO MOTEHIIHAA PapMaKOoIOTHUeCKOTO
CpelICTBa MPY BBEJICHUH JKMBOTHBIM B ITUPOKOM JIMAITA30HE J103.

I') Onenka creneHn BO3MOKHOTO TTOBPEXACHUSI IMMYHHOW CUCTEMBI TIPY BBEJICHUU
rpernapara 1o cxeMe, MaKCUMaJbHO IPUOIMKEHHON K KIIMHUYECKOMY IPUMEHEHUIO.
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6.3.43.

TECTHPOBAHHUE HA KAHHEPOI'EHHOCTDB HE OBA3ATEJIBHO J1JIS1

JIEKAPCTBEHHBIX CPEJICTB:

6.3.44.

A) Jlns neueHus 3a00aeBaHU, IPEACTABISIONINX HEMOCPEACTBEHHYIO YTPO3Y IS
YKA3HU.

b) s nedenus 3m0Kka4eCTBEHHBIX HOBOOOpA30BaHUH.

B) [IpumeHsiemMble OJJHOKPATHO MU HETIOBTOPSIOIIMMUCS KPATKOCPOUHBIMU KYPCaMH.

') Bocipon3BoauMbIx 3apyOeHBIX JIEKAPCTBEHHBIX CPEJCTB, €CIIH B IUTEpaType
HUMEIOTCS JJOCTaTOYHO 0OOCHOBAHHBIE CBEICHUS HKCIIEPUMEHTAIBLHOTO U
PETPOCIIEKTUBHOIO XapaKTEPA, MOATBEPKIAIOIINE OTCYTCTBUE KAHLIEPOT€HHBIX CBOMCTB
COOTBETCTBYIOILIETO aHAJIOTa.

LEJIb IPEABAPUTEJIBHOM OLIEHKA UMMYHOTOKCHYHOCTH IIPH OJJHOKPATHOM

BBEJEHUU ®APMAKOJIOTHYECKOI'O CPEJICTBA:

6.3.45

6.3.46.

A) Ompenenenue 10361 GapMaKoJIOTHIECKOTO CPENICTBA, KOTOPAS ABISETCS TOKCUIHOM
JUISL DKCIIEPUMEHTAIIbHBIX )KUBOTHBIX.

b) Ouenka cTeneHu U JUIMTENTbHOCTH BO3MOXKHOT'O MTOBPEXKIEHUSI UMMYHHOM CUCTEMBI
IIpY BBEJICHUU MpernapaTa o cXxeMe, MaKCUMaJIbHO MPUOIMKEHHOHN K KIMHUYECKOMY
IIPUMEHEHHUIO.

B) Onpenenenne BO3MOXHOTO UMMYHOTPOITHOTO MTOTEHIMAa (papMaKoIOrHUeCKOro
CPEZICTBA IIPY BBEICHUH )KMBOTHBIM B IIMPOKOM JIMAIIA30HE J103.

I') Ouenka cTteneHy BO3MOKHOIO MOBPEXKACHUSI IMMYHHON CUCTEMBI IIPY BBEJICHUU
Ipernapara 1o cxeMe, MaKCUMaJIbHO IPUOIMKEHHON K KIMHUYECKOMY IPUMEHEHUIO.

. KOHTPOJIb KAYECTBA JOKJIMHUYECKUX UCCJEJIOBAHUI OCYIIECTBJISIET:

A) Komuccus o sTuke

b) Hayunslii 1eHTp SKCIepTU3bI CPEICTB MEAUIIMHCKOTO MTPUMEeHEeHUss MuH3IpaBa
Poccun

B) Opranuzanusi, obaaiaronias mpaBaMu Ha pe3yibTaThl JOKIMHUYECKUX M KIMHUYECKUX
HCCIIEIOBAaHUM JIEKapCTBEHHOI'O CPEJICTBA.

I') Opranuzanusi-pa3padoTIHK JEKaPCTBEHHOTO CPEICTBA, KOTOpask MIPOBOIUT
JOKJIMHUYECKUE UCCIE0OBAHHUS.

IMPABHJIA GLP HE BKUIIOYAIOT B CEBSI:

A) CrangapTHble METOJUKH 3KCIIEPUMEHTAIBHBIX padoT

b) TpeGoBanus K CHOHCOPY HPOBEIEHUS UCIIBITAaHUI

B) TpeGoBaHMs K MOMEIIEHUSM, B KOTOPBIX MTPOBOJISATCS UCIIBITAHUS U COAEPKATCS
KUBOTHbIE

I') TpeGoBaHusI K Ka4eCTBY )KMBOTHBIX, K YCIOBHSIM UX COJEPKAHUS U KOPMIICHUS

6.3.47. KomnJiekc Mep nmo odecnedeHu o IPpPeKTUBHOCTH U 0€30MACHOCTH

(papManeBTHYECKUX POAYKTOB, 2 TAKAKE UX COOTBETCTBUA 0PUUHAIBLHBIM TPeOOBAHUAM

10 NMoKka3arTreJiaM KadecTBa 3T0:

6.3.48.

A. Cucrema obecrieueHrs KayecTBa
b. Cucrema KOHTpOJIsI KauecTBa

B. Cucrema MeHEIIKMEHTA KayecTBa
I'. Cucrema dapmakoHagzopa

Bri0epuTe BUABI rOCY1apCTBEHHOT0 KOHTPOJISI IPH O0PAIEHUN JIEKAPCTBEHHbBIX
CPEICTB:

A. Obecnieuenne kauectBa JIC

b. KonTpons kauectsa JIC

B. Jlutien3upoBanne GpapMareBTUIECKON AEATETHHOCTH
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I'. Beinaua paspelieHuii Ha BbIBO3 JIEKAPCTBEHHBIX CPEACTB ¢ Tepputopun PO
6.3.49. I'ocynapcTBeHHbII KOHTPOJIb TpH odpamenuu JIC BKIOYAaeT KOHTPOJIb 3a:
A. IlarenroBanuem crnoco0oB HazHaueHus JIC
b. Otnyckom JIC
B. IIpumenennem JIC
I'. ITpouzBoactBom JIC
6.3.50. Bri0epuTe 0CHOBHbIE HATIPABJIEHUSI KOHTPOJIbHO-Pa3peLIUTEIbHONH CHCTEMbI:
A. Dxkcneptuza u peructpanus JIC
b. Crannapruzanus, ceprudukanus u merposorus JIC
B. KonTtpons kauecTBa, 3¢ dhexktuBHOCTH U O6e30macHocTH JIC
I'. Bce oTBeTHI BEpHBI
6.3.51. 'ocynapcTBeHHOM perucTpanuu nojaje:xart (Boioepure 1 oTBeT):
A. JIIT, npuoOpereHHbIe (PU3MUECKUMHU JIHIIAMU 32 MpeieaMu Tepputopun Poccuiickoit
®enepaunu U NpeJHaA3HAYECHHBIE 1JI51 TMYHOTO UCIIOIb30BAHMS;
b. JIII, n3roToBIICHHBIE aITEYHBIMA OPTaHU3ALUSIMHU, KOTOPbIE UMEIOT JIMLIEH3UIO Ha
(bapmaleBTHUECKYIO AESITEILHOCTD
B. OpurunaibHble IEKapCTBEHHbBIE TIPENapaThl
I'. Paznuunsie JIII mox oAMHAKOBBIM TOPrOBBIM HAMMEHOBAHUEM.
6.3.52.0cHOBHOI 11€/1bI0 KOHTPOJILHO-Pa3pelIUuTeIbHOM cucTeMbl PD siBiisieTcs:
A. KoHTpoJIb KauecTBa JIEKApCTBEHHBIX CPEJICTB
b. JIuuensupoBanue GpapManeBTUYECKON AeSITeIbHOCTH U MTPOU3BOJICTBA JIEKAPCTBEHHBIX
CpEICTB
B. 3amuTa norpeOurenell OT HEraTUBHBIX MTOCJIEICTBUI IPUMEHEHUS JIEKAPCTBEHHBIX
CPEICTB, CBSI3aHHBIX C HEJJOCTATOUYHOM M3yYEHHOCTBIO Ha ATAIle Pa3peleHus 1
BHEJPEHHUS B MIPAKTUKY, BHITYCKOM U BBO30M B CTpaHy HEJA0OpOKayeCTBEHHON
MPOAYKLIMH, HAPYIICHUSIMHU YCJIOBUN XPaHEHUS U pealn3aluu
I'. IIpoBeneHue npoBepok cyObeKTaMu 0OpalleHus! JIEKAPCTBEHHBIX CPEJCTB MPaBUI
71a00paTOPHON M KIMHUYECKOH MPaKTHKH
6.3.53. KonTpoJbHo-pa3pemuTeabHas cucreMa P® Obl1a co31aHa HA OCHOBAHUM
NpHKa3a:
A. Ne 61-@3 ot 12.04.2010 1.
b. Ne 149 ot 28.06.1993 1.
B.Ne 323-®3 o1 21.11.2011 1.
I'. Ne 2300-1 o1 07.02.1992 .
6.3.54. OcHOBHBIMH pa3/iejiaMi PerucTPAHOHHOIO 10Che SIBJISIOTCS:
A. KauectBO
b. KonnuectBeHHOE onpezneneHue
B. D¢ dextuBHOCTH
I'. bezonacHoCTh
. Banunamus
E. Pe3tome nocee
6.3.55. [IpaBoBoii OCHOBOIi TpOBeleHHs KJIMHHYECKHMX WCIBLITAHUNA JIeKAPCTBEHHOTO
npenapara sBJseTcs:
A. ITpuxka3 Ne 149 ot 28.06.1993 r.
b. ITocranoBnenue IIpaButensctea PO N 1081 ot 22.12.2011 r.
B. ®enepanbnsiii 3akoH PO Ne 61-@3 ot 12.04.2010 .
I'. ®enepanbusiii 3akoH N 184-D3 ot 27.12.2002 T.

6.3.56. BepHo sim yrBepxkaeHue, 4ro corjacHo @3 Ne 61 npoBenenue 3xcneptusnl JIC B
pPaMKax rocyJapcTBeHHOH perucrpauuu Bo3ao0:xeHo Ha PI'BY «Hayuynblii neHrp
IKCNEPTH3bI CPEACTB MeIMIMHCKOT0 IIPUMEHECHHD
A. Bepno
b. Hesepuo

6.3.57. HazoBute HoMep u Aaty npunsatus [locranosienus [IpaBurenscrea P® "0O6

yrBep:kaenun IloJioxenus o nuneH3npopannu papmManeBTHYECKON 1eATEJIHLHOCTH
A.N 1081 ot 22 nexabps 2011 1.
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b. N 686 ot 06.07.2012 r.
B.Ne 684 o1 03.09.2010 1.
I'. Ne 486 ot 15.06.2009 1.

6.3.58. HazoBute HoMep u AaTy npunsaTus [locranoBienus IpaBureascrea P® "0O06
yreep:kaenuu IloJioxenus o TUIEeH3HPOBAHNHU NIPOU3BOICTBA JICKAPCTBEHHbIX
cpeacrn'':

A Ne 684 ot 03.09.2010 .
b. N 686 ot 06.07.2012 r.
B. N 1081 ot 22 nexabps 2011 1.
I'. Ne 486 ot 15.06.2009 1.

6.3.59. BepHo 11 yTBEpIKIEHHE, UTO OJJHON U3 33/1a4 rOCy1apCTBEHHOI'O0 KOHTPOJISI KauecTBa
JIEKapCTBEHHBIX CPEACTB SBJISIETCS MPENSATCTBUE MOCTYIUICHUIO B OOpaleHue
HEeI00pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB
A. BepHo
b. Hesepuo

6.3.60. ®enepanbublii 3axkoH ot 21 Hos0pst 2011 r. N 323-®3 Ha3piBaeTcs:

A. O6 yTBepX/I€HUN HHCTPYKIIMH M0 CAHUTAPHOMY PEXKHUMY allTEYHBIX OpraHU3aIui
(antek)

b. O06 yrBepxaenuu IlpaBus xpaHeHUs I€KAPCTBEHHBIX CPENICTB

B. O6 ocHOBax oxpaHbl 3/10pOBbs Tpaxkaad B Poccuiickoit deaepannn

I'. O 3amuTe npaB norpeduTenei

6.3.61. YcranoBuTe COOTBEeTCTBHE (OTBET npeacraBbTe B popmare 1-b; 2-B u 1.1.):

1. TIposepka oOreii Macchl UM 00beMa JeKapCTBEHHOM (POPMBI, KOJIMYECTBA U MACChl
OTJENbHBIX 103 (HE MEHEE TPeX J103), BXOIAUINX B JAHHYIO JIEKApCTBEHHYIO (OpMy
2. OreHka KauyecTBa U3rOTOBICHHS JIEKAPCTBEHHOTO CPEJICTBA IO MTOKA3aTeIsIM
"l[lopmuuHoCcTh", "McnbiTaHUS HA YUCTOTY U JOMYCTUMBbIE IPEEIIbl IpuMecei”
(xauecTBeHHBIN aHanK3) U "KonnyecTBeHHOE onpeeneHue" (KOIMYeCTBEHHBIN aHAIN3)
JIEKapCTBEHHBIX BELLECTB, BXOASAIINX B €TI0 COCTAB
3. IIpoBepka nexapcTBEHHOH (OPMBI (B TOM YHCIIE TOMEONATHYECKON) 110 MOKA3aTEeNsIM:
"Onucanue" (BHEIIHUN BUJ, 1IBET, 3aI1aX ), OJTHOPOJAHOCTh, OTCYTCTBUE BUAMMBIX
MEXaHUYECKUX BKIIOUYEHUU
A. XUMHUYECKUI KOHTPOJIb
b. Opranonentuieckuii KOHTPOJIb
B. ®uznueckuii KOHTPOJIb
I'. MukpoOuonornyeckuii KOHTpOJIb

6.3.62. YcTanoBuTe COOTBETCTBHE (0TBET nmpeacraBbTe B popmare 1-b; 2-B u 1.1.):

1. JlekapcTBEHHOE CpPECTBO, COIIPOBOXKIAEMOE JIOKHOM MH(OpMalel 0 ero cocTaBe u
(unn) mpou3BOAUTENE
2. JlekapcTBEHHOE CPEACTBO, HE COOTBETCTBYIOIIEE TPeOOBaHUAM (papMakoneitHoH

CTaTbH JIHOO B cJIydac €€ OTCYTCTBUA Tpe6OBaHI/IHM HOpMaTHBHOﬁ AOKYMCHTAIUU HUJIN
HOPMAaTUBHOI'O JOKYMCHTA

3. JlekapcTBeHHOE CPEACTBO, HaXosIIeecs B 000pOTe C HapyILIEHHEM I'PakJaHCKOTO
3aKOHOJIAaTEIHCTBA
A. HenoGpokauecTBEHHOE JIEKaPCTBEHHOE CPEICTBO
b. KonTpadaxTHoe nexapcTBEHHOE CPeICTBO
B. ®anscudunmpoBaHHOe TEKapCTBEHHOE CPEICTBO
6.3.63. BrioepuTe HazBanne PeqepabHOro 3aK0HA, perjiaMeHTHPYIONIEro cepTudukanuio,
CTAHAAPTH3ALMIO U IeKJIapUPOBaHUe COOTBETCTBUS NPOIYKLIMH, B T.Y.
papmaneBTHYECKO:
A. OO oOparieHnu 1eKapcTBEHHBIX CPECTB
b. O 3amure npaB norpedurenei
B. O TexHHYECKOM peryIupoBaHUU
I'. O6 ocHoBax oxpaHbl 37J0pOBbs TpakJaH B Poccuiickoit denepanyu
6.3.64. BoiOepuTe 0OCHOBHBIE 32]a4H FOCYAAPCTBEHHOr0 KOHTpoJsi JIC:
A. IlpensiTcTBUE MOCTYIUICHUIO B 0OpalieHue HeaoopokauecTBeHHBIX JIC
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6.3.65.

6.3.66.

6.3.67.

6.3.68.

6.3.69.

6.3.70.

6.3.71.

b. JIunien3upoBanue Npou3BOACTBA JEKAPCTBEHHBIX CPEICTB

B. BrisiBnenue u uzbatue U3 oOpaiieHus: HeI00pOKaueCTBEHHbIX U
(hanbCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

I'. MonutopuHr 6e30MacHOCTH JIE€KapCTBEHHBIX CPEJCTB

KoHTpoJb KavecTBa JIeKaAPCTBEHHBIX CPEACTB NIPH IPAKIAHCKOM 00opoTe
OCYILeCTBJISICTCS:

A. B ¢popme BEIOOPOYHOTO KOHTPOJIIS

b. [Ipu BbIsSIBIEHUN HECOOTBETCTBUS JIUIICH3NOHHBIM TPEOOBAHUSM U YCIOBUSM YCIOBUI
MIPOU3BOJCTBA U KOHTPOJISL KAY€CTBA, OCYILIECTBIICHUS ONITOBOM U PO3HUYHOM TOPTOBIH
JIEKapCTBEHHBIMU CPEICTBAMHU, [IPABUJI U3TOTOBJIEHUS W XPAHEHUS JIEKapCTBEHHBIX
IIpenapaToB

I'. B dopme skcnpecc ananuza JIC Ha 6a3e nepeIBHKHON SKCIIPECC - JIA00paToOpuu

J1. Het npaBuiibHOrO OTBETA

BepHo siu yTBepiKIeHHE, YTO JAJIA TAPAHTHH TepaneBTHYECKOro 3ppexkra
AOCTATOYHO COOTBETCTBHS JIEKAPCTBEHHOI0 CPeACTBA TPeOOBAHUAM
¢dapmakoneiiHoi cTaTbu:

A. Bepno

b. HeepHo

COopHMK rocyJapcTBeHHBIX CTAH/IAPTOB KauecTBa JeKAPCTBEHHbIX CPEACTB,
HMEIONIUIl 3aKOHOAATEJIbLHBIH XapaKTep - 3TO:

A. Cranaaptsl cepun ISO

b. Cranmaptet GMP

B. Cranpaptet GPP

I'. T'ocynapctBennas apmakones

HaszoBure oTiimums ciequ(pUKANMU NPEANPUATHA OT (PAPMAKOINCHHOM CTATHH:

A. AnbTepHaTUBHBIC METOIbl AHAJIU30B U UCIIBITAHUH JJIs1 OTIpeieNieHUs (hapMaKOIeHHBIX
[apameTpoB

b. bonee y3kue q0MycKu ¥ TUMUTBI TIPH ONpeaesieHnd hapMaKonelHbIX oKa3aTenen
B. JlonosnHuTeNbHBIE UCTIBITAHUS /715 ONIpeAeIeHUs HeapMaKONEHHbIX XapaKTEPUCTUK
(pusmueckue cBONCTBA, TOMOIHUTENbHBIE UCTIBITAHUS HA YUCTOTY U T.I1.)

I'. UckmroueHune uimm cokpaiieHne o0beMa HEKOTOPhIX UCIIBITAHUHN, TPEIYyCMOTPEHHBIX
(bapmakonelHoi cTaTbeit

Boi6epurte ocHoBHBIe mpuHIUNbI GCP:

A. TlepBocTeneHHOe 3HaYeHHUE MpaB, 0€30MaCHOCTH U OJIaronoixydus cyobekTa
HCCIIEIOBaHM U NIPEBAIMPOBAHKE JaHHBIX ITOKa3aTeseil HaJl MHTepecaM HayKu U
o01ecTBa

b. ITocTostHHOE COBEPIIEHCTBOBAHUE CUCTEMbI KAUECTBA

B. [IpoBeneHue O1eHKH COOTHOILIEHUSI IPOrHO3UPYEMOTO PUCKA U HEYJOOCTB C
OKHJJaeMOH TIOJIb30M /1715 CyObEeKTa HCCiIeI0BaHus U O0IIeCcTBa 0 Havajia UCCIe0BaHUS
I'. KoHuaeHmManbHOCTh 3aMucei, HO3BOISIOMUX UACHTUPHUIMPOBATH CYObEKTOB
HCCIIeI0BaHMsI, COOJII0/IEHHE MTPaBa Ha YaCTHYIO KU3Hb M 3aLIUTY KOH(UACHIUAIBHOCTH
B COOTBETCTBUU C HOPMATUBHBIMU TPEOOBAHUSIMU

J1. Peakius Ha xanoo6sl M 3)PEeKTUBHBIN OT3BIB MPOTYKIIUU

YcranoBure coorBeTcTBHE (0TBET NMpeacrasbTe B gopmare 1-b; 2-B u 1.1.):

1. TIlpaBuna, permaMeHTHPYIOLIME CTaHJApThl KaYeCTBA MEHEIKMEHTA

2. IlpaBuna, periiaMeHTHPYIOIINE CTAHIAPTHI KAYeCTBA TPOTYKIHH

3. IlpaBuna, perinaMeHTHPYIOLINE CTAHIAPThHl KAYeCTBA POU3BOJICTBA

4. TlpaBuna, peramaMeHTHPYIOIIME COBPEMEHHYIO KOHIIENIIHNIO (papMalleBTUYECKOM

CUCTEMBI Ka4eCTBa

A. Crannaptel [SO
b. Crangapr ICH
B. Crannmapt GLP
I'. Crannaptr GCP
M. Craamaptr GMP

YcranoBure cooTBeTcTBHE (0TBET NpeacTaBbTe B popmare 1-b; 2-B u 1.1.):
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1. [IpaBuna Hajexaen KIMHAYECKON MPAKTUKU
2. TlpaBuia HajIexKamen MPONU3BOICTBEHHON MTPAKTUKH
3. IlpaBuia Hajexaiei 1ab0paToOpHON MPAKTUKU
4. TlpaBuia HajuIekKallEeTo0 XPaHEHUS JIEKaPCTBEHHBIX CPENICTB
5. IlpaBuia HajyIekaleld pO3HUYHOM TOPTOBIIH JIEKAPCTBEHHBIMH CPEJICTBAMHU
6. IlpaBuiia Haasexallel ONTOBOM TOProBIIM JIEKAPCTBEHHBIMH CPEICTBAMU
A. Crannapt GPP
b. Cranngapt GDP
B. Crangapr GLP
I'. Crangapt GCP
. Craamaptr GMP
E. Craamapt GSP
6.3.72. OcHoBHbIMHU NpuHUUNaMu GMP siBasiloTes:
A. CucTeMHBIN OAX0/ K MEHEKMEHTY
b. B3auMOBBIr01HBIE OTHOLLIEHHS C TOCTABILIMKAMU
B. IlocTositHHOE COBEPLIEHCTBOBAHUE CUCTEMbI KAU€CTBA
I'. Hapnexamue nomMenieHus, 000py10BaHuE U HHKEHEPHBIE MTPOIIECCHI
6.3.73. K 0CHOBHBIM NPMHIMIIAM MEHEIKMEHTA Ka4yecTBa, (OPMUPYIOLIUM CHCTEMHYIO
ocuoBy ISO 9001, oTHocsATCS:
A. OpuenTanus Ha noTpeOuTens
b. JIunepctBo pykoBoaHUTENEH
B.Bogieuenne pabOTHHUKOB
I'. Bce oTBeTHI BEpHBI
6.3.74. CoBpeMeHHas1 KOHUeNIUs apManeBTHUYECKOH CHCTEMbI KA4eCTBA 0TPAKeHA B:
A. PyxoBoactee ICH Q8
b. PyxoBonctse ICH Q9
B. PykoBonctre ICH Q10
I'. Her npaBuibHOrO BapuaHTa OTBETA
6.3.75. CtaniapTHblii 00pasel - 3T0:
A. CrnertnanbHo oopMIleHHBIH 00pa3ell BelecTBa Wik MaTeprana ¢ METPOJIOTHIECKI
aTTECTOBAaHHBIMM 3HAYEHUSIMU HEKOTOPBIX CBOMCTB
b. KoHTponbHbIi MaTepua, MOIy4YEeHHbIN U3 Oprada IPOBOISAIIErO BHEIIHUM KOHTPOJIb
KauecTBa U3MEpPEHU I
B. [Ipo6a Guomarepuaa ¢ TOYHO OMpeIeICHHBIMH ITapaMeTpaMu
I'. Bce oTBeTHI BEpHBI
6.3.76. Baauagauust METOAUKH — DTO:
A. Jloka3aTenbCTBO MPUTOAHOCTH METOAMKY s aHanuza JIC
b. TlpoBepka cooTBeTCcTBHSI METOAUKH TpeboBaHusaM [ D
B. IIpoBenenue ananusa ¢ TpeOyemMoil TOUHOCTHIO
I'. Ouenka BOCHpPOM3BOJAMMOCTH PE3YJIBTATOB aHATIU3a
. Onpenenenue cuCTeMaTUYECKON MOTPEITHOCTA METOIMKHU
6.3.77. Banuaauuu noaJiexkaT cJieayoiue TUIbI AHATUTHYECKUX METOAUK:
A. nentudukanus komrnoneHTos JIC
b. KonnuectBenHoe onpeenenne npuMecen B J1
B. KonmuecTBeHHOE onpeierieHne OCHOBHBIX KOMITOHEHTOB JIC
I'. Onpenenenue npenenbHoro coaepxanus npumeceit B JIC
J.Onpenenenue pacrBopumoctu JIC
6.3.78. BaauaauMoHHBIMH XapPaKTEPUCTHKAMHU METOAMKH SIBJISIIOTCS:
A.TlpaBunbHOCTH
b. Cnenuduunocts
B. JIunenHoCTH
I'. BpeMmsi BBIIOJIHEHUSI METOIMKH
J1. DKOHOMHUYHOCTH
6.3.79. Yka:xkute 3KoHOMHYecKHEe (PYHKIMHU, BHINMOJTHSIEMbIE TOCYAAPCTBOM, B YCJIOBHUAX
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PHIHOYHOWH JKOHOMHKH /Il PEryJMpPOBAHHS JIeSITeIbHOCTH (papMaleBTHYECKUX
OpraHu3anuii, KaK PUANYECKUX JINIL:

A) pa3mep npuOBUIH OpraHU3ALNY;

b) opranuzanmonno-npaBoBasi ¢opma COOCTBEHHOCTH;

B) nopsiiok kpenuToBaHMs OpraHu3allnu;

I') ctpykTypa opranuzanuu,

J1) aHTUMOHOTIONIbHAS ICITEITLHOCTh OPTaHU3AIHH.

6.3.80. Ykaxute (yHKUHH, BbINOJJHsIEMbIe FOCYIapPCTBOM, B YCJOBHAX PHIHOYHOM
MOJIETTM  YIpPaBJICHUS  OKOHOMHKOW  JUISI  peryjaupoBaHusi  (hapMareBTHUECKON
JeSITeNIbHOCTHU

A) opsiIoK IeHO0Opa30BaHHS,
b) xauecTBO OTIyCKaeMbIX HACEICHUIO JIEKAPCTBEHHBIX CPE/ICTB;
B) nopsinok kpenuToBaHus OpraHu3aLuii;
I') kauecTBO OTIMyCKaeMoil HaceneHH0 napadapMaleBTHUECKON MPOAYKIIUH;
J1) aHTUMOHOIIOJIbHAS AESITEIbHOCTD IIPEAIPUATHIH.
6.3.81. Ykaxxute OCHOBHbIE MHCTPYMEHTbI COBEPIIEHHOI0 XO03SHCTBEHHOr0 MeXaHHU3Ma
PHIHOYHOM YKOHOMUKH:
A) KOHKYpEHIIHS;
b) onpenenenue npenenbHOro pazmMepa NpuObLIN OpraHU3allui;
B) uena;
I') mpenocraBiienre opranu3auy PeCypcoB I X03UCTBEHHBIX OMEpallnii;
J1) onpesenenue MTAaTHOW YUCIEHHOCTH MePCOHANA OpraHU3aIuH.
6.3.82. VYkaxure o00si3aTejIbHBbIE YCJIOBHS TPYAOBOI0 JI0TOBOPAa, 3aKJIYAaeMOro C
NPOBU30POM-TEXHOJIOTOM NPH NpHeMe HA padoTy:
A) pasmep npemuu;
b) ¢ynkyuonanvro-oonicHocmuvle o6s3aHHOCIU,
B) 3anumaemas oonocnocmo,
I') cpox deticmeus dozo8opa;
/1) ycmanoenenue ucnvimamenbHo20 CpoKa.
6.3.83. Yka:kuTe NpU3HAKH, B COOTBETCTBHHU, ¢ KOTOPHIMHU MNpeINpPHUSTHE NPHU3HAETCS
YHUTAPHBIM NPeINPUSITHEM:
A) He obradaem npagom cobcmeenHoCmu,
b) ssnaemcs kommepueckoti opeanuzayuet;
B) umywiecmeo ne mosicem dvime pazodeneno Ha 6k1advl (nau, 00au);
I') umywecmeo ne moodcem 6vimb pazoeneHo Ha 6KAa0bl (nau, 00aU), 8 MOM YUCTIe MENCOY
PAbOmMHUKAMU NPEONPUAMUSL
/) cobcmeennocmo Haxooumcs y He2o Ha Npage X03AUCMBEHHO20 80eHUsl.
6.3.84. JxoHOMHYeCKHUIT aHAIN3 — ITO:
A) cucmema 3Hanuil, C6A3aHHAA C UCCIEO08AHUEM XO3AUCTBEHHBIX ONEPAYULL
b) nayka, evissnaowas 3axonomepHocmuy U meHOeHYUU X03AUCMBEHHOU OesimelbHOCmU
opeaHu3ayuli,
B) nayka, usyuarowas mpyoogule pecypcvl opeanuzayuii;
I') nayka, uzyuarowas ycnosus oeamenbHOCmMu OpeaHu3ayuil;
) nayka, usyuarowas uz0epicku oopawenus opeaHu3ayull.
6.3.85. Kpeaurom Ha3bIBaeTcs:
A) ccyoa 6 Oenedcholl unu mogapHou hopme npu Yciosusx 8038PAMHOCIU U OOLIYHO C
YIIamou npoyenma;
b) ccyoa 6 denedicroti popme npu ycrnosusx éozspamuocmis;
B) ccyoa 6 mosapmoii popme npu ycnosusx 6036pamuocmu,
I') ccyoa 6 oenedicroti popme;
) ccyoa 6 mosapmoii ghopme.
6.3.86. Yro BKIOYACT NOHATHE «(PpaPpMaKOAUHAMHUKA»?
A. Bcacvisanue nekapcmeeHHbIX 6euecma
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b. Pacnpeodenenue nekapcmeenHuix 6ewyecme 6 OpeaHusme U ux npeepaujenus
B. Jlenonuposanue nexapcmeennvix seujecms
I'. Dxcxkpeyus nekapcmeenHvlx cpedcma
6.3.87. BbbicTpoe NpUBBIKAHHE K JIEKAPCTBEHHOMY CPe/ICTBY:
A. Houocunkpasus
b. Cencubunuzayus
B. Kymynayus
I'. Taxugunaxcus
. Abcmunenyus
6.3.88. OcHOBHbIE MPUHIUIIBI TOMEONIATHH:
a) Moao0HOE U3JICYMBACTCS MOA00HBIM;
0) IPOTUBOIOIOKHOE U3ICUUBACTCS TPOTUBOMOIOKHBIM;
B) HCIIBITAHHE HA JTIFOASX B OOJBIINX J103aX JI0 MOSBICHUS 00JIE3HCHHBIX CHMIITOMOB;
I') 3aKOH MaJbIX J103.

6.3.89. ls1s1 M3roToB/IeHHS TOMEONATHYECKUX TPUTYPAUUA HCIOJIB3YIOT:
a) pacTBOPHI BOJHBIC H BOJHO-CITUPTOBBIC ;
0) TBepIbIC MOPOIIKOOOPA3HbIC BEIIECTBA;
B) pacTBOPBI MACISHbBIE;
I') HACTOWKH U 3CCEHIIMH.

6.3.90. 'omeonaTu4yeckue pa3Be/leHUsI MPUTOTABIUBAIOT, HCIOJIb3Y:
a) anTeuyHble OIOPETKU;
0) (rakoHBI-KAINEIbHUIIBL;
B) BECHl aHAJIIUTUYECKHUE;
I') CTaHJAPTHBIN Kariemep.

6.3.91. Berepunapusi 00beIHHSIET:
a) SMHU300TOJIOTHIO;
0) mapa3uTOJIOIHIO;
B) BETEPUHAPHO-CAaHUTAPHYIO KCTIEPTH3Y;
I') HOPMAJIbHYIO U MaTOJOTUYECKYIO aHATOMUIO M (PU3HOIOTHIO KUBOTHBIX

6.3.92. Insa ucnpasiieHUs1 BKyca U 3a11aXa JIeKAPCTBEHHBIX NMPenapaTos A1 BHYTPEHHero
NpUMeHEeHHs HCMOJIb3YIOT BelllecTBA!
a) IPUATHBIE JJIS )KUBOTHBIX;
0) coJIeHBIC BEIIECTBA,
B) TOPBKHUE;
T') CIaJIKHE.

6.3.93. XpaHeHue BeTepUHAPHBIX JIEKAPCTBEHHbIX CPEICTB:
a) COXpaHsIOT B CIIEIHATBHO OTBEAEHHOM MECTE;
0) psAIOM C KOpMaMHu;
B) XPaHUTh UX B CYyXOM, 3AIIUIIEHHOM OT CBETa MECTE;
I') B XOPOUIO YKYIIOPEHHOH Tape

6.3.94 K nekapcTBeHHbIM opMaM, IPUMEHsIEMBIM NMPEMMYIIIECTBEHHO B BeTePpUHAPHOI
NPaKTHKe, OTHOCATCH:
a) OOJIFOCHI;
0) TMPEMUKCHI;
B) TpaHyJIbl U KalllKH;
I) 3MYJbCHH.
6.3.95. HAHOTEXHOJIOTH MOJIb3YIOTCS
1) onTHYECKUM MHUKPOCKOIIOM
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2) 30HOBBIM MHUKPOCKOIIOM
6.3.96. C noMouIb10 HAHOOMOTEXHOJIOTHN MOKHO CO3/1aBATh JIeKAPCTBA
1) cneruanbHO 7S KaXKI0TO YeJI0BeKa, YIUThIBAs OCOOCHHOCTH €r0 OpraHu3Ma
2) 07HO JIEKapCTBO OT BCeX OOJIe3HEH I BCeX JIH0IeH
3) B 310Xy HAHOTEXHOJIOTUH JIEKAPCTBA JIFOJIAM OYAYyT HE HYKHbI
6.3.97. MoJekyaa ¢yJsiepena C60 moxoxka
1) Ha pyTOONBHBIN MY
2) Ha criupaib
3) Ha nepeBo
6.3.98. [IpeumyniecTBAMH reHHO-MH:KEHEPHOT0 HHCYJINHA SBJSIOTCS
a) BBICOKasi aKTUBHOCTD
0) MEHbIIIas AJUICPreHHOCTh
B) MEHbIIIasi TOKCUYHOCTh
r) OoJIbIIasi CTAOUIILHOCTh
6. 3.99. Bo3HNKHOBEHHE TeHOMHKH KaK HAYYHOH THCHUILINHBI CTAJI0 BO3MOKHBIM
nocJje:
a) ycranoBieHus ctpykrypsl JJHK;
0) co3maHMs KOHIICTIIIUY I'eHa,;
B) 11 PepeHIUPOBKH PETYISTOPHBIX U CTPYKTYPHBIX YUACTKOB I'€HA;
T') IOJIHOTO CEKBEHUPOBAHHUS I'€HOMA Y Psiia OPTaHU3MOB.
6.3.100. Meabo uMMoOMIM3aANNU (ePMEHTOB B OMOTEXHOJIOTHYECKOM NMPOU3BOACTBE
SIBJISIETCS:
a) MOBBINICHUE YCIIEHON aKTUBHOCTH;
0) OBBINIICHHUE CTAOMIIEHOCTH;
B) paclIpeHue CyOCTpaTHOTO CIIEKTPa;
I') MHOTOKPaTHOE UCIOJIb30BaHUE;
1) CHIDKECHUE PENPOAYKTHBHONW aKTHUBHOCTH.

6.4. KPUTEPHUM OLIEHKU C®OPMUPOBAHHOCTHU KOMITIETEHLIU B
PE3YJIBTATE OCBOEHHA ITIPOI'PAMMbBI U IKAJIA OLEHUBAHHUA
Pesynbrarhl

rocyaapCTBEHHOI'0 3K3aMC€Ha OIPCACIAIOTCA OLCHKAMU  «OTIUYHOY,

«XOpouIo», «yaoBJICTBOPUTCIIBHO», «HCYAOBJICTBOPUTCIILHOY. OI_[eHKI/I COTIIUYHO», «XOpOoII0o»,

«YHAOBJICTBOPUTCIIBHO»

O3Ha4YaroT

yCeurHoe IMPOXOKACHUC

ToCydapCTBEHHOI'O

aTTCCTAallMOHHOI'O HCIIBITAHHA. O6y11a}01111/1171c;1, HOJ'Iy‘-II/IBHII/II\/JI Ha OJTane roCyaapCTBCHHOIO

9K3aMCHa OLCHKY «HCYIOBJICTBOPUTCIIbHO», K CICAYIOMIEMY 3TAIly TOCYAAPCTBCHHOI'O 3TAarla HE

JIOITyCKaeTcsl.
OueHoyHbIC IIpoBepsiembie
Kpurepun ouenku Ouenka
cpeacTBa KOMIETeHI[HH
Curyaunonnas | YK-1, OO6yuaromiuiics cBOOOTHO BiIaJieeT Otnuuno (5)
3aja4a YK-2, MAaTepUaJIOM, IIPABUIILHO U B IIOJIHOM
YK-3, o0beMe pelIniI CUTYallMOHHYIO 3a/1a4y
[1K-1, (BBITIOJIHUII BCE 33/1aHUSL, TPABUIILHO
I1K-2, OTBETHJI Ha BCE TIOCTABIICHHBIE
[K-3, BOIPOCHI
[1K-4, OO6yuaromuiicst 10CTaTOYHO Xoporto (4)
[1K-5, yOeUTEeNbHO ¢ HE3HAUUCTEIbHBIMU
[K-6, OIMOKaMU B TEOPETUUYECKOM
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[1K-7,
[1K-8

HOATOTOBKE U TOCTaTOYHO
OCBOCHHBIMH YMEHSIMH TI0 CYIIIECTBY
HPaBHJIBHO OTBETHJI HA BCE BOIIPOCHI
WIH JONMYCTHII HeOOobIIMe
HOTPEHIHOCTH TIPH OTBETE

OOy4Jaromuiicss HeJJOCTATOYHO
YBEPEHHO, C CYIIECTBEHHBIMU
OIHUOKaMH B TEOPETUUYECKOM
MOATOTOBKE U IJIOXO OCBOEHHBIMH
YMEHHSIMHA OTBETHII HA BOIIPOCHI
CUTYallMOHHOM 3a7a4u; C
3aTpyJHEHUSMH, HO BCE K€ CMOMKET
MIPH HEOOXOIMMOCTH PEIIUTh
MoTI0O0OHYIO CUTYAIIMOHHYIO 33]jauy Ha
MIPaKTUKE

VY 10BIETBOPUTEIH
HO (3)

OOyuaronuiicss UMeeT OYeHb c1adoe
IIPEJCTaBICHNUE O IPEMETE U
JOTTYCTHUJI CYIIIECTBEHHBIC OIIMOKHU B
OTBETE Ha OOJIBLIMHCTBO BOIPOCOB
CUTYalIMOHHOM 3a/1a4, HEBEPHO
OTBETHWJI Ha JIOTIOJIHUTEIIbHBIE
3aJlaHHbIE EMY BOIIPOCHI, HE MOYKET
CIPABUTHCS C PELICHUEM MTOA00HOI
3aJ1a4M Ha IPAKTHKE.

HeynosnerBopure
J6HO (2)

TectoBbIE
3aaHus

YK-1,
YK-2,
YK-3,
[K-1,
[1K-2,
[K-3,
[1K-4,
[IK-5,
[1K-6,
[1K-7,
I1K-8

OO0yuaromuiics OTBETHII PAaBUIBHO
Ha 85-100% oT Bcero o0beMa 3agaHuit

Otnuuso (5)

OO0yuaromuiics OTBETHII PAaBUIBHO
Ha 65-84% oT Bcero o0beMa 3aaHui

Xoporo (4)

OO0yuaromuiics OTBETHII MPAaBUIBHO
Ha 51-64% ot Bcero oonemMa 3amaHui

VY 1oBieTBOpUTEIDL
HO (3)

OO0yyaromuiics OTBETHII MPAaBUIBHO
Ha MeHee 51% ot Bcero oobeMa
3aIaHUN

Heynosnersopure
JbHO (2)

6.5. OLEHHUBAHMUE PE3YJIbTATOB YCTHBIX OITPOCOB.

YpoBeHb 3HaHUHN OIIpEAEIIAETCS OLICHKaMH COMAUYHON, «xopouioy,
«Y006/1emEoOPUMEIbHO», <HEYOO061eMEOPUNETbHO.

«OTANMYHO» — OPAMHATOP IOKA3bIBAeT MOJHBIE M TJIYyOOKHE 3HAHHS MPOTrPaMMHOIO
MaTepuana, JOTHYHO M apryMEHTHPOBAaHHO OTBEYAE€T HA IIOCTABICHHBIM BOIIPOC, a TaKXKe
JIOTIOJIHUTEIIbHBIE BOIIPOCHI, ITIOKA3bIBAET BLICOKUI YPOBEHb TEOPETUYECKUX 3HAHUM.

«Xopomwo»  —

OpAUHATOP,IMOKA3bIBACT THY60KI/IC 3HaHUA

Marepuaia,rpaMOTHO €ro MU3Jjiaract, 10CTATOYHO ITOJIHO OTBCYACT Ha IMOCTaBJICHHBIM BOIIPOC U

IIPOrpPaMMHOTO

JIOTIOJIHUTEIbHBIE BONPOCHL. B TOXe BpeMs IMpU OTBETE€ [JOIYCKAET HECYILECTBECHHBIC
MIOTPEUIHOCTH.

«Y IOBIIETBOPUTENBHO»  —  OPIUHATOP
IIPOrpaMMHOIOMaTepuana, TIpPaMOTHO €ro M3Jaraer, JOCTaTOYHO IIOJHO OTBEYaeT Ha
MOCTaBJIEHHBIA BOMIPOC, NMPU OTBETE HE JOMYCKAET IpyObIX OMMOOK WM MpoTuBopeunid. Jls

MOJTyYEHUs IPABUJILHOTO OTBETA TPEOYIOTCS YTOUHSIOIINE BOIIPOCHL.

IIOKa3bIBACT JOCTAaTOYHBIC 3HaHUuA
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«HGYI[OBJIGTBOpI/ITeJH:HO» —OpAUHATOP IIOKa3bIBACT HEAOCTAaTOYHBIC 3HAaHUA
NpOrpaMMHOTO Marepualia, He CIOCOOCH apryMEHTHPOBAHO €ro M3jarath, JOIYCKaeT rpyObie
OH_II/I6KI/I B OTBCTC, HCIIPABUJIIBHO OTBCYACT Ha IOCTaBIICHHBIN BOIIPOC HJIM 3aTPyAHACTCA C
OTBETOM.

7. YYEBHO-METOJAWYECKOE U UH®OPMAIIMOHHOE OBECIIEYEHUE
rOCYJAPCTBEHHOH UTOTOBOW ATTECTALIUU

7.1. PEKOMEHJAIIMH OBYYAIOIIMMCA 11O ITIOAT'OTOBKE K
IFOCYJZAPCTBEHHOMY 3K3AMEHY

7.2. IEPEYEHb PEKOMEH/IOBAHHOM JIMTEPATYPbBI /151 IOATOTOBKH K
IrOCYAAPCTBEHHOMY 3K3AMEHY

7.2.1. Anexcanmpo W.J[., Cy66orun B.M. CnpaBOYHMK MO TEXHOJOTHUU IPHUTOTOBICHUS
JIeKapCcTBEHHBIX (hopM (I1s1 BeTepruHapHOro Bpada u ¢epmepa) / Cepus "Berepunapus u
>kuBoTtHOBOICTBO". 2000, 192 c.

7.2.2. bepexnas JL.A., biunosa T.U., [lenncenko O.H. CoBpeMeHHbIe JeKapCTBEHHbBIE (DOPMBI
C peryaupyeMbIM BbICBOOOXKACHHEM U IIeJIEHANpaBIeHHOW JOCTaBKOM. YdeOHoe
nocobue. — [IM®U, ITsturopck, 2016, 57 c.

7.2.3. bepexnas JI.A., T'yxsa H.H., bmmnoBa T.M. CoBpeMeHHBIE aCIEKThI MSTKHX
JeKapcTBEHHBIX (hopM. YuebHoe nmocodue. — [IMDU, Ilsaturopcek, 2015,103 c.

7.2.4. bepexnas JLA., np. buorexHonorus. [IpuMeHeHre OWOIOTHYECKHUX MPOIECCOB M
METOZIOB B TPOU3BOACTBE MEIUIMHCKUX TMpemaparoB. YdeOHoe mocobme. —
[Taturopck,:.III'DA,- 2014. - 72 c.

7.2.5. bnmunoa T.U., Koosubuenko H.B., Jlenucenko O.H., ®enoposa E.Il. CoBpemeHnHbie
TpeOOBaHUS K M3TOTOBJICHUIO CTEPUIIbHBIX JIEKAPCTBEHHBIX ()OPM B YCIOBHUSAX amTeK. -
Yuebnoe nocobue.-IIM®U, ITaturopck, 2016, 135 c.

7.2.6. beikoB B.A. ®@apmareBTrueckas OnorexHonorus. Y4yeoHoe mocodue. — Boponex, BI'Y.
— 2009. - 432 c.

7.2.7. Burazp, II.LA. @ymrepensl B MaTpumax pasnuuabix BemectB / [LLA. Bursase,
3.M.1nunesckuii / UnxenepHo-pusndeckuit sxyprair. — 2012. — T. 85, Ne 4. — C. 718-
724,

7.2.8. Bo3spactHble jekapcTBeHHbIe (opMmbl. MeToanueckue pekomennanuu./ Ilog pen. mpod.
O.H./lenucenko. YueOnoe nocodue- [IM®U, ITaturopck, 2015, 85 c.

7.2.9. Bo3spactHble jekapcTBeHHble Gopmbl. Metoauueckue pekomenganuu./ [lox pea. npod.
O.H.Jleaucenko. Yueonoe nocooue- [IM®U, ITaturopck, 2015, 85 c.

7.2.10. TaBpunoB A. C. dapmameBTudeckas TeXHOJOTHs. V3roToBlieHHE JEKapCTBEHHBIX
npenapaToB: yueOHuk / A. C. T'aBpunioB. — M. : I[D0OTAP-Menaua, 2010. — 624 c.

7.2.11. TomeonaTtnyeckne JIEKAPCTBEHHBIE CpEACTBA: PYKOBOICTBO TIO OINUCAaHHIO U
usroropieHuto  /PenpuntHoe  m3manue — «PykoBoAacTBa MO M3TOTOBJICHMIO
rOMEoIaTHYECKUX JieKapcTB» J-pa Bumbmapa IlIBaGe (1950r.) / Ilep. ¢ Hem. mon
penakiueit B.W. Pribaka, MockBa, 1967.- M.: Atnac, 1994. — 373c.

7.2.12.TOCT P 52249-2009 « IIpaBuna mpou3BOACTBA U KOHTPOJIA KauecTBa JEKapCTBEHHBIX
CPEACTBY.
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7.2.13. T'ocynapctBennas dapmakorest PO Xl uzganus. — M., 2007.

7.2.14. T'ocynapctBennas papmakornes CCCP Xl uznanus. Bemmyck 1 - M., 1987. - 333 c.

7.2.15. T'ocynapcrBennas papmaxornes CCCP Xl uznanus. Beimyck 2 - M., 1990. - 397 c.

7.2.16. I'ocynapctBennas ¢gapmaxomnes CCCP X nznanus. - M., 1968

7.2.17. enucenko O.H., bimnosa T.U., Koosuisuernko H.B., Jlsmenko C.C. HaHoTexHogoruu
B meauiuue. - M.: UJI MOU, 2012. — 200c.

7.2.18. Kpyrnsakosa, A.A. OcobeHHoCcTH (hapMaKOKMHETHKH JTUIIOCOMAIBHBIX MpenapaToB / ALA.
Kpyrnsxoa // PazpaboTka u peructparus jJekapcTBeHHbIX cpeact. — 2012, - Ne 1(1). —
C. 37-40.

7.2.19. JIunmocomarnpHbIe JIeKapcTBEHHBIE mpenaparsl B oHkojoruu / FO.M. KpacHomonbsckuii [u
np.] // Poccuiickuii OnotepaneBruyeckuit xypHai. — 2013. — T.12, Ne 2. — C.48.

7.2.20. Haymenxo B.1O., Anekcees T.A., [ImutpueB A.C. HanotexHosoruu B MeauuuHe. - M.:
N M3BH, 2012. —200c.

7.2.21. OpexoB C.H.. ®apmaineBTuueckass OHMOTEXHOJOTHS. PyKOBOACTBO K MpPaKTHUYECKUM
3agaTuaIM. M..I'DOTAP-Memna — 2013, 384 c.

7.2.22. IlpakTUKyM 10 TEXHOJOTHH JIEKApCTBEHHBIX (opm: Yueb.mocoOue sl CTYIACHTOB,
oOyuatomuxcs no cret."®apmanus” / [lox pen. L.U. Kpachioka, I'.B.MuxaiinoBoii. - 3-e
u3 . nepepad.u gor. - M. : Akagemus, 2007. - 426¢.

7.2.23. Ilpuka3 Mmun3znpaBa 00 yTBEpKJACHUU MPABUI U3TOTOBJICHUS U OTITYCKA JIGKAPCTBEHHBIX
nmpernapaTroB Ui MEOUIMHCKOTO  NPUMEHEHHWS  anTeyHbIMH  OpraHM3alUsIMHU,
WHIUBUIYTbHBIMU MpeIIPUHUMATEISIMH, UMEIOIIUMHU JUIICH3HIO Ha
(bapmaleBTUUECKYIO AeITeNbHOCTh 26 oKTs0ps 2015 1. N 7511

7.2.24. Tlpukaz M3 P® ot 21 oxtsaopsa 1997 r. N 308 «OO6 yTBepKIE€HUU HHCTPYKIHH IO
M3TOTOBJICHUIO B alTeKaX *HUAKHX JEKapCTBEHHBIX (hopMm.

7.2.25. Tlpukaz M3 P® ot 26 okts0ps 2015 r. N 7511 «O0 yTBep:KI€HUU MTPABUII U3TOTOBICHUS
U OTITyCKa JIEKAPCTBEHHBIX MPEmapaToB Ui MEAUIIMHCKOTO MPUMEHEHHS anTeUHBIMH
OpTaHU3aIMsIMH, WHIUBUIYaIbHBIMU TPEANPUHAMATEISIMA, UMEIOIIMMHU JIMIICH3UI0 Ha
(bapMarieBTHYECKYIO IS TeIHbHOCTHY

7.2.26. Ilpuka3z M3 P® or 31 aBrycra 2016 1. N 6470 «O0 yTBep>KISHUH MTPABWII HaJIekKAIIeH
aNTEeYHOH MPAKTHKH JIEKAPCTBEHHBIX MPEMApaTOB I MEIUITUHCKOTO IPUMEHEHUS

7.2.27. Ilpuka3 Munznpasa PO OO0 yTBep)xIeHMH NMpaBUI XpaHEHMs JIEKaPCTBEHHBIX CPE/ICTB
23 asrycra 2010 r. N 706n (B pen. IIpukaza Munsapasconpassutus PO or 28.12.2010
N 1221n)

7.2.28.1lpuka3 Munzapaa P® O koHTposie KadecTBa JIEKApPCTBEHHBIX CPEJCTB,
M3rotoBisieMblx B antekax Ne 214 ot 16.07.97r.

7.2.29.Ilpuka3 MunznpaBa P® OO0 yTBepKIeHHH HWHCTPYKIMH IO CAaHUTAPHOMY  PEKHMY
anTeuHblx opranu3zanuii (antex) Ne 309 ot 21.10.97 ¢

7.2.30. Ilpuka3z MunznpaBmeanpoma P® OO0 wncnonb30BaHMM METOJa TOMEONATHH B
IIpaKTU4IecKoM 311paBooxpaneHuu Ne 335 ot 29.11.95r.

7.2.31.Ilpuka3 Munszapasmennpoma P® O pa3BuTHM TOMEONAaTHYECKOrO0 METo/Aa B
MEIUIMHCKOW MPAaKTUKE U YIYYIICHUM OpraHM3aluu OO0eCleYeHusl HaceleHus
rOMEONaTHYECKUMU JieKapcTBEHHbIMU cpencTBaMu Ne 115 ot 01.07.91r.

7.2.32. Cazpixkun 10.0. buorexHomorus : yaeOHOe 1mocoOue sl CTYJICHTOB, OOYJArOIIMXCS 10
cuer. "®apmarua” / 0. O. Cassikun, C. H. Opexos, U. W. Yakanesa ; nmox pen. A. B.
Karmunackoro. - 3-e u3n., crep. - Mocksa : Axkanemusi, 2008. - 256 c.
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7.2.33. CamnimeB, A.M. CoBpeMeHHBIE JOCTHXEHUS B pa3paboTke ¥ TPUMEHEHHUH
MHHOBAIIMOHHBIX JIeKapcTBeHHBIX cpeactB / A.M. CamnueB [u ap.] // Hoseie
texaonorun. — 2012. - Ne 2. — C.247-254.

7.2.34. Coxkonos B. /1., Auapeesa H.JI., Topmkos I'U., np. Berepunapuas dapmarus. 2000, 563 ¢

7.2.35. CripaBounuk Bunans Berepunap. JlekapcTBeHHBIE CPEICTBA BETEPUHAPHOTO Ha3HAYCHUS
B Poccun: CripaBounuk. M.: Actpa®apmCepsuc 2003/2004 - c. 21

7.2.36. Cyo6otun B.M. CoBpeMeHHbIE JIeKapCTBEHHBIE cpeacTBa B BerepuHapuu. 2001 591 c.

7.2.37. ®apmarneBTHUECKas pa3padbOTKa: KOHIEHIUSA M IPaKTUYECKUe pexomeHaanuu. HaydHo-
MPaKTUYECKOE PYKOBOJACTBO Ui papmaneBTudeckoit otpaciu / [lox pen. brikoBckoro
C.H., Bacunenko U.A., lemunoit H.b u np. — M. U3xa-Bo «llepoy, 2015 — 472 c.: un. 2.

7.2.38. dapmarieBTHYECKast TEXHOJOTHs. I3rOTOBICHHE IEKAPCTBEHHBIX MPENapaToB. YUeOHUK /
I'aBpunos A.C. - M. : I'DOTAP - Menua, 2016. — 760c.

7.2.39. ®apmarieBTHYECKasT TEXHOJOTHS. TEXHOJIOTHUS JIGKAPCTBEHHBIX (GOpM: yUEeOHUK st
cryneHtoB ydpexa. BIIO, oOyuarom. mo cmem. 060301.65 "®dapmamusa" mo mguct.
"dapmanieBT.TeXHOJOTUSA" (KypCc - TeXHoJorus JjekapctB. ¢dopm) / mox pen. U.
. Kpacntoka, I'. B. Muxaitnosoii. - M. : I[DOTAP-Meaua, 2013. - 648 c.

7.2.40. dapmarieBTHUECKasT TEXHOJIOTHS: PYKOBOACTBO K Jia0. 3aHATUAM :ydeb.mocoOue s
cryaentoB yupexa. BI1O, oO6ygaromr. mo crient. 060108.65 "®apmanus" / aBr. ko : B. A.
brikos [u 1p.]. - M. : I'DOTAP-Menua, 2010. - 301 c.

7.2.41. dapmarieBTHYECKAs TEXHOJIOTHS: TEXHOJIOTHS JiekapcTBeHHBIX dopM. / [log pen. W.H.
Kpachioka, I'.B. Muxaiinosoii. - M:I'DOTAP-Menua, 2015. — 656 c.

dapmanuu: YueOHoe nocobue. — [IMDU, [Taturopck, 2016, 87 c.

7.2.42. ®enoposa E.Il., bnunoa T.U., bepexnas JI.A. I'ma3zHble JeKapCTBEHHBIE (DOPMBI.
VYuyebnoe nocodue. — [IMOU, ITaturopck, 2015, 128 ¢

7.243. ®enopoa E.JI., baunosa T.M., Xurapp b.H. buodapmanesruueckue u
TEXHOJIOTHUYECKHE AacCMeKThl PallMOHANLHOTO BHIOOpa M MPUMEHEHHS COBPEMEHHBIX
JIEKapCTBEHHBIX IpenaparoB. YueoHoe nocodue.- [1atl' @A, ITaruropcek, 2016, 66¢.

7.2.44. Xpectomatus (papmaneBtudeckoro kauectBa / IloanpyxuaukoB 10.B. u ap; mox o6m.
pen. A.A. UmmmyxametoBa. — M.: OOO «'PVIIIIA PEMEJINUYM», 2015 — 432 c.: un

7.2.45. Yyemos B.W. IlpombimnuieHHast TexHonorus jexapctB: YueOnuk. Tom 1. - X.: MTK-
Kuwnra; M3parensctBo HOAY, 2002. - 560 c.

7.2.46. Yyemo B.M. IIpombinuieHHass TexHonorus jekapctB: Yueouuk. Tom 2. - X.: MTK-
Kuwnra; U3garensctBo HOAY, 2002. - 716 c.

7.3. Pecypcbl ”HpOpPMaLIOHHO-TE€/IEKOMMYHHKAILMIOHHOM CEeTH

«MHTEepHET»

7.3.1. TocynapcrBenHas papmakones PO, 13-oe uzganue. B 3 . M.: M3P®, 2015. - Pexxum
nocryma: http://www.femb.ru/feml

7.3.2. T'ocynapctBenHas papmakones PO, 14-oe uzganue. B 4 1. - Pexum
noctyma: http://www.femb.ru/femb/pharmacopea.php

7.3.3. dapmareBTHYECKast TEXHOJIOTH. TeXHOIOTHS JIEKApCTBEHHBIX ()OPM [ DIEKTPOHHBIH
pecypce] : yuebnuk http://www.studmedlib.ru/book/ISBN9785970435274.html

7.3.4. HoBoctu GMP. [DnekTpoHHBIN pecypce]. - Pexxum moctyma:
http://gmpnews.ru/terminologiya/gmp/

7.3.5. dapmaneBTHUecKas OMOTEXHOJIOTH: PYK. K IPAKT. 3aHATUAM [ DIIeKTpOHHBIHN pecypc] -
http://www.studmedlib.ru/book/ISBN9785970434352.html
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7.3.6. ®apmarneBTUUeCKas TEXHOJIOTHA. V3rOTOBICHHE JIEKAPCTBEHHBIX MTPENapaToB
[DnexTponnslit pecypc] http://www.studmedlib.ru/book/ISBN9785970436905.html

7.3.7. buostuka: yueOnuk / Ilog pen. IL.B. Jlonatuna. - 4-e¢ wu3g., mepepab. W Jom. -
M..I'0TAPMenua, 2011.
http://www.studmedlib.ru/book/ISBN9785970417690.html

7.3.8. Kinmnanueckas dhapmakosorus [ DnekTpoHHbIH pecype] / moxa pexn. B. I'. Kykeca, /1. A.
CrrueBa - M.: I'DOTAP-Menua, 2015. -
http://www.studmedlib.ru/book/ISBN9785970431351.html

7.3.9. Kiunanueckas dapmakosorus u (apmakorepanusi [DIEKTPOHHBIM pecypc]: yueOHUK /
ITox pen. B.I'. Kykeca, A.K. Crapony6neBa. - 3-¢ u3a., nom. u nepepad. - M.: TDOTAP-
Menwua, 2012. - http://www.studmedlib.ru/book/ISBN9785970418390.html

7.3.10. CrpaBounas IlpaBoBas cucrema Koncynprant [Tiroc

7.3.11. OBC «Koncynbrant crynenra - http://www.studmedlib.ru

7.3.12. MununcTepcTBO 3apaBooxpancHus Poccuiickoit @eneparuu http://www.rosminzdrav.ru

7.3.13. TocymapCcTBEHHBIH peecTp JIeKapeTBEHHBIX cpecTB Poccuiickoit Meneparin
http://grls.rosminzdrav.ru/grls.aspx
7.3.14. Hayunas snexkrponHas oubnunoreka «KubepJlenunkay http://cyberleninka.ru/

7.3.15. Hayunas snexkrponnas oudnuoreka «Elibrary.ru» http://elibrary.ru

7.3.16. DHIMKIIONE/MS JIEKAPCTB M TOBAPOB alITEYHOr0 accopTuMeHTa http://www.rlsnet.ru

7.3.17. . HayuHO-TIpOM3BOICTBEHHBIH *KypHa «Pa3paboTka U perucTpamus JIeKapcTBEHHBIX
cpeactBy http://pharmjournal.ru

7.3.18. IudopmarmonHsblil kaHan / sxypHan «PapMaiieBTuuecKas oTpaciby (B T.4. pyOpUKU

«O06opynoBanuey, «Texnonoruny, «®apmpaszpabdorkay) http://promoboz

8. MATEPHUAJIbHO-TEXHHUYECKOE OBECIIEYEHHUE
Ir'OCYJIAPCTBEHHOH UTOTOBOM ATTECTALIUU

[Ipn nposenennn I'ocynapcTBEHHOW MTOTOBOM aTTECTALlMU MCIOJIB3YIOTCS CIIEIYIOLIUE
KOMIIOHEHTbI MaT€PHAIbHO-TEXHUUECKON Oa3bl:

— AynuTtopHblit GoHT
— MarepuanbHo-TeXHUYECKUN (HOH]
— bubnuoreunsiii o
AymutopHbelif  ¢oHA mpeularaeT  0OyCTPOEHHBIE  ayIUTOPHUM JJsl  NPOBEACHUS
rOCyIapCTBEHHOrO 3K3aMeHa. OHHU OCHAIEHBI CTOJAaMH, CTYJIbSIMH, AOCKAMH, TEXHUYECKUM
o0opyIoBaHUEM.
JUia mpoBeAeHMs] TOCYyIapCTBEHHOM MTOTOBOM aTTECTAllUM Ha JTale TECTUPOBAHMS
HCITOJIB3YETCS] KOMIIBIOTEPHBIN KJIACC.
bubnuoreunsiit (GOH YKOMIUIEKTOBAH MEYAaTHBIMM W/WIIM 3JIEKTPOHHBIMU HM3JaHUSIMU
OCHOBHOI U JTOTIOJIHUTEIbHON y4eOHOM JIUTEpaTyphl.
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9. OCOBEHHOCTH OPTAHHM3ALIUU T'OCYIAPCTBEHHOM UTOTOBOH
ATTECTALIUU C MIPUMEHEHHWEM 3JIEKTPOHHOTI'O OBYYEHHUA U
JUCTAHIIMOHHBIX OBPA30BATE/IbHBIX TEXHOJIOTUH

B cootBerctBun ¢ IlonoxeHneM O MOpsiAKE MPUMEHEHHUS SJIEKTPOHHOTO OOYYEHUs U
JUCTAaHIMOHHBIX 00pa3oBaTeIbHbIX TEXHONOIWH B llaTuropckoM Menuko-hapmaneBTHUYECKOM
UHCTUTYTE — ¢ummane (eaepabHOr0 ToCyJapCTBEHHOTO OIOJHKETHOTO0 00pa30BaTENbHOTO
YUPEXKACHUS BbICIIErOo oOpa3zoBaHus «Bonrorpaiackuil rocyqapcTBEHHbBI MEAMLIMHCKUI
yHuBepcuTeT» MuHucrepcrBa 3apaBooxpaHeHus Pocculickonn denepauuu, yTBEpKICHHOM
VYuenbim coBetom 30.08.2019, a Takxke B COOTBETCTBUU ¢ U3MeHEeHUsIMHU B cT.108 denepanbHOro
3akoHa «O0 obOpasoBanuu B Poccuiickoit dexepaunn» Mnpu yrpo3e BO3HUKHOBEHHS H(HIIN)
OTJENIBHBIX UYPE3BBIYAWHBIX CHUTyallUd, BBEIEHUM pPEKUMa IIOBBILIEHHONM TOTOBHOCTH WU
YpEe3BbIYAWHON CUTyallUM pealu3alus TIOCYJapCTBEHHOM HTOrOBOM AaTTECTAllMU, MOXKET
OCYLIECTBIIATBCSI C  NPUMEHEHHUEM  DJIEKTPOHHOIO  OOy4eHus U JMCTaHIMOHHBIX
00pa30BaTEeNbHBIX TEXHOJOTHH H/MIU 3JIEKTPOHHOTO OOydYeHHs B MOPSIKE, YCTAaHOBJICHHOM
(benepaabHBIMH OpraHaMU HCIOJHUTENbHON BIAacTH, pacnopsaurenabHbiMu aktamu PI'BOY
BonrI’'MY Munsapasa Poccun, [IM®U — pummana @PT'5OY BO Bonr’ MY Munszapasa Poccun.

9.1. PeryiameHT opraHusalyu 4 nposeaeHusa 'ocyjapcTBEHHOU UTOr0OBOH
aTTtectauum c npumeHenuem 30 u 10T

IIpu yrpo3e BO3HHMKHOBEHHMS M (WIM) BO3HUKHOBEHHUS OTIENBHBIX YpPE3BBIYAMHBIX
CUTyallui, BBEJCHUE PEKUMA ITOBBIIICHHOM TOTOBHOCTH WJIM YPE3BbIYAHHON CUTYallUH HA BCEU
tepputopun Poccuiickoit ®enepanuu 1100 Ha €€ 4YacTH, IMPOBEACHHUE TOCYAAPCTBEHHOM
UTOTOBOW  aTTEeCTalld,  3aBEpLIAIOLICH  OCBOEHME  OCHOBHBIX  IpOo(eccHOHATbHBIX
00pa30BaTeNbHBIX IMPOrpaMM, OCYIIECTBISIETCS C INPUMEHEHUEM 3JIEKTPOHHOIO O0ydeHus,
JUCTAaHIIMOHHBIX  00pa3oBaTENbHBIX TEXHOJOTHMI BHE 3aBUCUMOCTM OT OrpaHUYEHUH,
IPEIYCMOTPEHHBIX B (peiepalbHbIX TOCYAAPCTBEHHBIX 00pa30BaTeIbHbIX CTaHJapTaX.

OcyiecTBieHHe  TOCYJapCTBEHHOM  WTOrOBOW  arTecTalud ¢ [MPUMEHEHHEM
JUCTAHIIMOHHBIX 00pa30BaTENbHBIX TEXHOJIOTUH JOMYCKAaeTCsl B CBSA3M C YCTaHOBJIEHHUEM
ocoboro pexuma pabdorsl [IMOU, mpensrcTBYIOIIEro OCYIIECTBICHUIO HENOCPEIACTBEHHOIO
B3aUMOJIEHCTBUS O0YyYaromuXcs M YICHOB IOCYIapCTBEHHOW 3K3aMEHAllMOHHOW KOMHCCHH B
OJIHOM ayJIUTOPHH.

I'ocynapcrBennas urorosas arrecrauus B IIM®OUW npoBoguTcs B COOTBETCTBUM C
[Tonoxennsamu [IM®U 0 npoBeieHNH TOCY1apCTBEHHOW UTOTOBOM aTTECTAlUU C IPUMEHEHUEM
JUCTAaHIIMOHHBIX 00pa30BaTENbHBIX TEXHOJOIMH MO 00pa30BaTEeNbHBIM MPOrpaMMaM BBICHIETO
oOpa3oBanusi  (OakanmaBpuar, CIELUAINUTET, OpAMHATYypa, acCHUpPaHTypa), CPEIHEro
npodeccuonanbHoro oopazoBanus (CI1IO) BBITYCKHUKOB B YCIOBUSAX MPOBEJCHUS MEPOIIPUATHIA
[0 TMPEeAyNpPeXJACHUIO pAcHpOCTPAHEHUS HOBOM KOPOHABUPYCHOM HMHQEKLUUUB CPOKH,
NPEIYyCMOTPEHHBIE YTBEP)KICHHBIMM YYEOHBIMM IUIAHAaMU M KaJCHJIAPHBIMU  y4eOHBIMU
rpadukamu B COOTBETCTBUH ¢ Iiporpammoit [ 1A,

I'MA ¢ nopumenenmem JIOT  ocymecTBisgercss  MOCPEACTBOM — TEXHOJOTHH,
o0ecreynBaOImUX HICHTU()UKALUIO JTUYHOCTH aTTECTyeMOTo, OOBEKTUBHOCTH OLIEHUBAHMS,
COXpPaHHOCTh PpE3Yy/IbTaTOB U BO3MOXKHOCTh KOMIIBIOTEpHOM 00paboTku uHpopmanuu
pE3yJIbTaTOB aTTECTAllMd Ha OCHOBE COBMECTHOIO NIPUMEHEHHUS IPOTPAMMHBIX CpEACTB
OpraHu3aly BUACOKOHPEPEHIUH ZOOm.Uus U AJIEKTPOHHON MH(POPMAIMOHHO-00pa30BaTeNbHOM
cpeast [IMOU (manmee — DUOC IIM®U), nocrymHoit B cetn HWHTepHeT 1o ajpecy
https://do.pmedpharm.ru.

KomnbroTepHoe TecTHpoBaHUE, TPOBOAUTCS IMOCPEACTBOM JIOCTYIA Ha Y4eOHBIN mopTa
mo anpecy https://do.pmedpharm.ru Ha OCHOBE YYETHBIX NAaHHBIX dK3amMeHyemoro. Kaxmprid
HK3aMEHYEMBbIH BBINOJIHACT OJMH M3 MPEATIOKEHHBIX BapUaHTOB KOMIBIOTEPHOIO TecTa, Habop
CIIy4aifHbIX 3aJJaHHi C BEIOOPOM OJIHOTO MJIM HECKOJIbKMX BEPHBIX PEIICHUN U3 MPENI0KEHHOTO
cnucka. TecT BKIIOYAeT 3a/JaHus MO JUCHUIUIMHAM MpOrpamMMbl ¢ yuetoMm Tpedyembix @I'OC
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BO xomnerenumii. Bpemsi pemieHuss TecTOBBIX 3aJaHuil cocraBiuseT | mMuH Ha | TecroBoe
3ananue ([Ipumep, mpu yucie TecToBbIX 3aaanuil 60, Bpems pemeHus coctapisieT 60 MUHYT).

Kpurepuem oneHKM 3HaHUN HK3aMEHYEMOIO Ha II€pBOM 3Talle I'OCYIapCTBEHHOIO
9K3aMeHa (KOMIIBIOTEPHOE TECTUPOBAHME) SIBISETCA KOJMYECTBO IPABHIIBHBIX OTBETOB Ha
IPEJUIOKEHHBIE TECTOBbIE 3a1aHus. OLEHUBAHUE BBINOJIHACTCS aBTOMAaTUYeCKU. Pesynbrar
OLICHMBAHMSI KOHKPETHOIO 5K3aMEHYEMOI'O MpEeAbsBIACTCI €My Cpa3y II0Cle OTIPaBKU
BbIOpaHHBIX PEIICHUN B CUCTEMY B BUJE IIPOLEHTA [IPABWIBHO PEIICHHBIX 3aJaHUi U XpaHUTCS
B CUCTEME TECTUPOBAHUS B TEUEHUE OJJHOT'O IoJ1a.

Pe3ynbrar koMnbroTEpHOro TeCTUpOBaHUs 61% U BbIlIE ABISETCS NOIMYCKOM K BTOPOMY
srany [TMA — «3auteHo». OKOHYATEIbHOE PELICHHE O JIONyCKe K cienayromemy stany ['MA
BBIIIYCKHMKA B KaXXJIOM OTAEJIBbHOM ciydyae npuHumaercs llpeacenareneM rocynapcTBEHHOU
9K3aMEHALIMOHHOW KOMUCCHH.

l'ocynapcTBeHHBI 3K3aME€H B BHJE MTOrOBOTO MEXKIUCIUIUIMHAPHOIO HK3aMEHa
(coOecenoBaHMs) IO CHELMATIBHOCTH IPEIyCMaTPUBAET OLEHKY YPOBHS CHOPMHPOBAHHOCTH
KOMIIETEHIINH, MMEIOLINX OMpEeeNsioniee 3HaueHUue i MPO(EeCcCHOHATBHON JesITeIbHOCTH
BBIITYCKHHUKOB.

['ocynapcTBeHHBIM K3aMEH MPOBOAUTCS B PEKUME BHICOKOH(EPEHINH, MO3BOJISIONICH
OCYILECTBIISATh ONOCPEAOBAaHHOE (HAa PacCTOSIHWM) B3auMOJecTBHE O0y4aroIlerocsi U 4jaeHoB
rocy/1apCTBEHHON PK3aMEHALIMOHHOW KOMHUCCHH.

BuneokondepeHyss NpoBOAUTCS B PEKUME PEAIbHOTO BPEMEHHM C HCIIOJIb30BaHUEM
MH(}OPMaLIMOHHO-TEIEKOMM yHUKAIIMOHHBIX CETEH.

[Ipouenypa rocynapCTBEHHOIO JK3aMEHa, B TOM YHCIE IIOATOTOBKA M 3aLIUTHI
BBIIYCKHOM KBaJIM(PUKAIIMOHHON paboThl ¢ MPUMEHEHHWEM IUCTAHIIMOHHBIX 00pa30BaTENIbHBIX
TEXHOJIOTHH, pErIaMEeHTUPYETCsl COOTBETCTBYIOIKUMH [losioxeHnsaMu.
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JIUCT AOMOJIHEHUY U USMEHEHUH

Ne Hara V3menenus B conep:KaHuu
1 28.08.2018 1. AkTyanuzanus uHGOopMaIuy O MPOrPaMMHOM 00ECTICUCHUH
KCIIOIB3YEMOM MPU PeATU3ALUU IPOTPAMM OPJIMHATYPbI
2 28.08.2019 1. | OcoGeHHOCTH OpraHU3aAMK 00yYEHHUS 110 AUCITUIUTHHE /711 MHBAJIUIOB
Y JIUI] C OTPAHUYEHHBIMUA BO3MOKHOCTSIMU 3710POBbBS
3 21.04.2020 1. OcoOeHHOCTH OpraHU3aIiy 00pa30BaTEIBHOTO MpoIiecca ¢

MPUMEHEHHEM 3JICKTPOHHOTO O0YYECHUS U AUCTAHIIMOHHBIX
00pa30BaTeNbHBIX TEXHOJIOTHIA
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