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DOHJT OLIEHOYHBIX ¢
Ouodapmarmy
HalpaBJICHUIO MOATOTOBKH 33.04.01 «Ip
IPOU3BOJICTBOM M KOHTPOJIb KAYECTBA Jie

1. Iacnopr donna onenounpix c

2

Opensa3sHavYeH s KOHTPOJIST 3HaHWiA

¢ OCHOBaMHu OGHodapmamum

PEACTB 110 nuctumuae «DapManesTHyeckas paspabotka ¢ ocHOBaMH
[0 porpaMMme MarucTparyphl 1o
OMBILIICHHAs (papmarms» 1o mpoduo «Ynpasnenue
KapCTBEHHBIX CPEJICTBY

PEACTB 0 JUCHMILIHHE «(I)apmaueBTuqeclcaﬂ paapaﬁo"ma

Komne- Huouxamopw docmuncenuz Komnemenyuii | Buowi 3anamuii Ouenounvie
meHyun cpeocmea
(k00)

YK-1 N-1yic1 Kputnuecku onenusaer HaJeXHOCTS | JIekmun, TectoBbie
HCTOYHUKOB  mHpopmanuu,  paboraer NIpaKTHYeCKUue  |3amaHus,
TIPOTHBOPEYNBOX MHpOpMamnmeli u3 Pa3HbIX [3aHATHS, KOHTPOJIbHBIE
HCTOYHHUKOB CaMOCTOSITE IbHAS | BOIIPOCHI,
U1-2yk.1 5. Bribupaer mertonsr KpuTH4eckoro|pabora. cobecenoBanue
dHali3a Ha OCHOBE CHCTEMHOIO II01X0/1a,
8CKBATHBIE IPOGIEMHOM CHTYyaIuu
NUJT-3yi.1.3. Pa3paGarsmaer CTpAaTEerul0 u
OOOCHOBBIBAaeT mIaH neffcTBHS Mo peleHuro
IpoOJIeMHO#M cuTyauu

VK-2 Nl-1yxo, Qopmymupyer  nenw, 3anauy, [JIexium, TecroBsre
SHAUYUMOCTDb 0XUIAEMBIX PE3yIIHTATOR TIPOCKTa (NpPAaKTHYECKHE  |3amaHms,
U-2yk25.  Onpenenser NOTpeOHOCTH  B|3aHsTHS, KOHTPOJIbHBIE
pecypcax Juisl peanu3aniu npoexra CaMOCTOSTEIbHAS | BOIPOCHI,
UT-3yka s, PazpaGarsiBaer IUIaH u|pabora. cobecenopanue
KOHTPOJMPYET peanu3ainu npoeKTa
UT-4yx.; 4. Onenusaer s dexruBHOCTH
Pealu3alnu  npoekTa H paspaboTku  miaHa
JEWCTBHIA 110 ero KOPPEKTHUPOBKE

VK-3 Ul-1yk3;. BripaGartsiBaet cTpateruio|Jlexium, TecroBbie
COTPYTHUYECTBA W HA €€ OCHOBe OPraHU3yeT|NpaKTUIeCKHe  |3amaHms,
OTOOp HJICHOB KOMaHABI s AOCTHIKCHHSA |3aHATHSL, KOHTPOJIbHBIE
IIOCTaBJICHHOM LieJTH; CaMOCTOSTEIbHAS | BOIIPOCHI,
N-2yk.3.5. [Inauupyer n KOppekTHpyeT pabory|pabora. cobecenoBanue
KOMaHJbI € Y4eTOM HHTEpEecOB, 0COBEHHOCTEH
TIOBCAICHUS U MHEHHII €€ YIIeHOB;

N-3yks 3. Pazpemaer KOH(JIUKTHI 51
[IPOTHBOPCYHS [IpU  IEIOBOM OOGIICHHH HA
OCHOBE Y4€Ta NUHTEPECOB BCEX CTOPOH;

N]T-4yx 3 4. Oprauusyer JUCKYCCHH 110
3allaHHOH TeMe u o6CyxIeHue pe3yIbTaToB
PaboThl KOMaHBI ¢ IpUBIEYeHHEM OIIIIOHEHTOB
Pa3paboTaHHEIM HiesM

OIIK-3  [MI-1omk.s [Inanupyer u peanusyer npoexTsi|JIekmmy, TecroBrie
HaY4HOI HaNpPaBIeHHOCTH B obnacTH|npakTHyeckue 3a/laHusl,
00palIeH s JIeKapCTBEHHEIX CpencTB 3aHATHS, KOHTPOJIbHEIE
WJ-20mK.3.2 [IpoBomur KPUTHYECKYIO OILICHKY, [CaMOCTOSTE IbHAS BOIIPOCHI,
HHTEPIIPETALINIO " CHCTEMaTU3aLMIO [paboTa. cobecenoBanue
JIATEPATYPHBIX ~ MCTOYHHKOB,  IIOCBSIIEHHbIX

pa3pa60TKe H HCCIeIOBAaHUSIM JIEKapCTBEHHBIX

CpenCTB




MU]T-30nk.33 IMone3yetcs Habopom
HH(POPMAIMOHHO-[I0HCKOBBIX CHCTEM H
OCHOBHBIM CTaHJAPTHBIM IIPOrpaMMHBIM
obecrnieuennenm, UCIIOIB3yEeMBIM B
npodecCHOHANBLHO JIEATEeTEHOCTH

OIIK-5 I/Iﬂ-lom(-s_lyqaCTByeT B pa3paboTke u Jlexnuu, TecToBbie
IIPOBEICHUU BCECTOPOHHEH OIEHKH NPaKTHYECKUE  |3amaHms,
MHHOBALIMOHHOTO MPOEKTa; 3aHSTHS, KOHTPOJIbHBIE
I/I,I[-ZonK.s.zl'InaHpreT U peanusyer CaMOCTOSATE IbHAS | BOIIPOCHI,
HHHOBAIIMOHHEIE ITPOEKTHI B 061aCTH pabora. cobecenoBanue

00paleHst TeKapCTBEHHbIX CPEICTB;
U]1-3 onk-5 3 ITposout OLEHKY 3 dexTrBHOCTH
MHHOBAHOHHOM AeSTeNbHOCTH IO Apa3ie IeHHUS

OIIK-6  |MJ-1 omk.g, HuTepnperupyer ocHOBHBIE Jlexiun, TecroBrie
TIOJIOXNCHHS HAJUIeXKAITHX IPAKTHK, NPaKTHYeCKUE  |3amaHus,
HCIIONIb3YEMBIX B 0071aCTH 06patnenus 3aHATHS, KOHTPOJIbHBIE
JIEKaPCTBEHHBIX CPE/ICTB CaMOCTOSITE IbHASI | BOIIPOCHL,
UT-2 onx-6.2 YuactByer B paspaGorke pabora. cobecetoBanue

pernaMeHTupyromei u perucTpupyromeii
AOKYMEHTAIIUH OTPACIIEBOM CHCTEME]
MEHE/DKMEHTA KayecTBa, IPUMEHSIEMOH B
obacti o6parmenus JICKapCTBEHHBIX CPEJICTB C
YICTOM XU3HEHHOTO UK JIEKAPCTBEHHOTO
cpeacTsa

U-3  opxes Beibupaer wu IIPUMEHSIET
TPUTOMHbBIC [N  CHTyauuww  MeTomn!  u
HHCTPYMCHTBI  YIPaBICHHS  pHCKAMH JUIs

KavecTBa U YCTaHOBJICHHS IPUYUH
HECOOTBETCTBHIA

I1K-3 W-1nxs Vupasnser IporeccaMu Jlexiun, TecrtoBrie
[IPOU3BOJICTBA I€KAPCTBEHHBIX CPEICTB; IIPaKTHYECKHE 3a/1aHus,
U-21k.32 Vupasiser pa3paboTkoit U |3aHATHS, KOHTPOJIbHBIE
ONTUMH3AIHMEH! TEeXHOJIOrHYECKOro TIpOLeCca| caMOoCTOsTeTbHAs | BOITPOCHL,
IPOM3BO/ICTBA JIEKAPCTBEHHBIX CPELCTR pabora. cobecenoBanue

Texymmuit xomtpons mo aucnuminae  «PapmanesTrueckas pa3paboTka ¢ ocHOBamM
brnodapmanun» ocymecTsisercs B TCUCHHE BCEro CpOKAa OCBOGHHUS NAHHON MHUCIIAILIHHEL
Bribop onenounoro CPEACTBA IUIA IPOBENEHHS TEKYILEro KOHTPOJII Ha yYCMOTpEHHE
IperojaBaTesis.

IIpomesxyTounas arrecramus 00YYaIOIIKXCS 0 AUCIHUTITHHE «DapmaneBTHIeCKas pa3paboTKa ¢
OCHOBamMH OHO(apMaLiuy» TPOBOAUTCS 110 HTOram O0Y4EeHHUS U SIBIISETCS 06S3aTeIbHOI.

2. Kputepun u mxa/ia onenusanus

Kpumepuu oyenusanus Llkana oyenueanus
Heyooenemeopu- Yooenemsopu- Xopowio Omauuno
menbHo )
IlonoTa 3HaHMI VYposenn MunumMansro YpoBeHs 3HaHMI VYposens
3HaHUW HUXKE JOTTYCTUMBIH B 00BeME, 3HaHW B
MHUHHMAJIbHBIX | YPOBEHB 3HAHUIA. COOTBETCTBYIOIL | 06BeMe,
TpeGOBaHuiA. Jonymeno €M IIporpamme COOTBETCTBYIO




Kpumepuu oyenueanis

Hlxana oyenusanus

Heyooenemsopu- Yooeremsopu- Xopowo Omnuuno
menvHo menbHO
Umenu mecto MHOrO HerpyOBIX | HOATOTOBKH., emM
rpy0bie OIIHOKH onymeno nporpamMme
ommnoKu HECKOJIBKO IIOJITOTOBKH,
HEerpyObIxX 6e3 ormmbok
Q1111 3
Hammuue ymenuii [Ipu pemrenun IIponemoncTpup Iponemoncrpup IIponemonctp
CTaHAAPTHBIX OBaHBI OCHOBHEIE | OBaHEI BCe HPOBAHBI BCE
3aj1a4 He yMeHus. Pemensr | ocHOBHEe OCHOBHBIE
TIPOZIEMOHCTPH | TUNIOBBIE 3a1a4K YMEHHUs. YMEHHS,
POBaHBI C HErpyObIMU Perrensr Bce PELIEHEI Bce
OCHOBHBIE OlMOKamy. OCHOBHBIE OCHOBHBIE
YMEHHS, Bemonnensr ce 3a7a4M C 3a7a4H C
Wmenu mecto 3aJ1aHusA, HO HE B | HErpyObiMu OTIEIbHBIMU
rpyOsbie TIOTHOM O0BeMe. | ommmOKamy. HECYIIECTBEH
OIuOKH Bemosnnens: Bece | mpmvu
3aiaHusl, B HeJloueTamu,
HIOJTHOM 00BbEMe, | BBIOTHEHE]
HO HCKOTOpBIE C | BCe 3aaHus B
HeJl0YeTaMu IIOJTHOM
obbpeme
Haynune naBbikon Ilpu pemennu | Umeercs IIponemoncrpup ITponemonctp
(B1anenue ONBITOM) | CTAHJAPTHBIX MUHHUMaJTbHBIH OBaHbI 0a30BkIe HPOBaHbI
3a7a4y He HabOP HABHIKOB HaBBIKH TIPH HaBBIKH TIPH
TIPOIEMOHCTPH | 1JIst pernenHus pemenun peleHnn
POBaHbI CTaHAAPTHBIX CTaHAAPTHBIX HECTaHIaPTHBI
6a3oBbie 3a7ay ¢ 3a71ay4 ¢ X 3ama4 6e3
HaBBIKH, HEKOTOPBIMH HEKOTOPBIMH omuboK u
Wwmenu mecto HeJoueTaMu HeJloYeTaMu HEJI0YETOB
rpyOsie
OIINOKH
Xapakrepucruka Kommnerennus Cdopmupopanuo Cdopmupopann Cdopmupopan
chopmupoBanHocTH | B ONHO Mepe | cThb 0CTh HOCTh
KOMIIeTeHIHH He KOMITETeHI[1H KOMIIETEHIUH B KOMIIETEHIUH
chopmuporana COOTBETCTBYET LEJIOM HOJTHOCTBIO
. Ameromuxes | Munumansaemg COOTBETCTBYET COOTBETCTBYE
3HAHUMH, TpeOOBaHUsIM. TpeboBaHusIM, T
YMEHHi, Nmeronmxcs HO €CThb TpebOBaHUsM.
HABBIKOB 3HAHUH, yMECHUH, | HemOYeTkr Nmerommxcs
HEZIOCTATOYHO | HABBIKOB B 1EIOM Nmeromuxcs 3HaHHI,
UL peteHust HOCTATOUHO ISt 3HAHWIA, yMeHUi, | ymeHui,
npodeccuonan | pemenus HaBBIKOB U HaBBIKOB U
BHBIX 3313y, NPOGECCHOHANBH | MOTHBAIHH B MOTHBAIIUHU B
Tpebyercs BIX 33124, HO LEJIOM HOJIHOM Mepe
HOBTOPHOE Tpebyercs MOCTAaTOYHO ISl | IOCTATOYHO
obyuenue AOTIONHUTENbHAS | PeIeHus JUISL peIlieHus
IPaKTHKA 110 HPOQECCHOHAND | CIIOMKHBIX
GonbIIUHCTRY HBIX 33714, HO npodeccuona
IIPaKTHYECKHX Tpebyercs JIBHBIX 33144
3a1a4 JOTIOJIHUTEIbHAS
IIPaKTHKA 110
HEKOTOPBIM
npodeccrHoHam
HBIM 3ajauam




Kpumepuu oyenusanus Llxana oyenusanus
Heyooenemsopu- Yoosenemsopu- Xopowo Omnuuno
MenbHO MmenbHo
Yposenn H
copmuposannocTu H3KHH P;)Ke Cpenuunit BICOKHH
KOMIIE€TEeHIMi1 PeIEETO

3. Ouenounsie cpencrna

3.1. Ipumepsr onenounbIx CPEACTB LIs1 TeKymero KoHTposist (Y K-1, YK-2, YK-3,
OIIK-3, OIIK-5, OIIK-6, ITK-3)
3.1.13apanus ¢ Pa3sBepHYTHIM 0TBeTOM

Ne Kommerenry Bonpoc orkperroro IIpaBunbHeIf BapuanT oteeTa
um, THIIA
poBepsieM
bI€ JJaHHBIM
3aJJaHueM
L VK-1 Kaxwe srangr B ¢dapmanestrueckoi pa3paboTke MOKHO
VK-2 BBIJICTISIFOT B BBIJICIIUTH HECKOJIBKO 3TAIIOB:
VK-3 apmanesTHUECKO Hpennpoexrroe u3yuenne
OIIK-3 i pazpaborke? Paspa6orka penenryps u Texmonoruu
OIIK-5 IPOM3BO/ICTBA JIEKAPCTBEHHOM (hOPMBI
OIIK-6 IIpou3sBozctBo 06pasios ms KIIMHUYECKHX
I1K-3 HCIBITAaHUN
PaspaGotka n macmrabuposamue TEXHOJIOTHH
IPOM3BOICTBA
Paspa6orka anamutiueckux METO/IOB KOHTPOJISI
% VK-1 Ha uTo0 Hanpagnen IepBsiit a1an papmaresTudeckoit paspaboTtku
VK-2 NICPBEIit 3Tan HAIpAaBIICH HAa H3y4YeHUE (PUHKO-XUMHYECKHUX
VK-3 apmanestuuecko | cpoiicTs bapmaneBTHUeCKHX cyOcTaHnumii u
OIIK-3 ¥ paspabortku? BCIIOMOTraTe/IbHBIX BEIIECTB JUIs ONpeae/eH s
OIIK-5 KPUTHYICCKAX XapaKTEPHUCTHK MCXOHbIX
OIIK-6 MaTepuajoB, KOTOpEIE MOTYT IIOBJIHSTEH HA
I1K-3 Ka4eCTBO MPOAYKTOB.
3. VK-1 Yro onpenensiior Ha atane paspa6orku PEUENTYpPEI U TEXHOJIOTHH
VK-2 Ha 3Tare TIPOM3BO/ICTBA JIEKAPCTBEHHOM (hOPMBI OTIPEIEIISIOT
VK-3 pa3zpabotku COBMECTUMOCTB CYOCTaHIMM M BCIOMOTaTeIbHBIX
OIIK-3 peuenTypsl u BEIIECTB, KPHTHYECKHE IIApAMETPEI
OIIK-5 TEXHOJIOTHH TIOTYIPONTYKTOB M TEXHOJIOTHIECKOTO TIpoLiecca, a
OIIK-6 IIPOU3BOICTBA TAaKKe OTKIIOHEHHS OT 3THX [IAPAMETPOB, B
IK-3 JICKapCTBEHHOMH IIpeieJIaX KOTOPBIX Ka4e€CTBO IOTOBOIO MIPOyKTa,
dopmbI? BKJIFO4ast €ro cTabUIbHOCTE, GyIeT CUUTaThCS
IIPUEMJIEMEIM.
3.1.23axanusn ¢ BbIGODOM HECKOJIBKHX 0TBETOR
Ne Komnerenn | Tecrosie BOINIPOCHI ¥ BAPUAHTHI OTBETOB ITpaBuiibHEIH
n/m uu, BapuaHT
IIPOBEpSEM OTBeTa




bI€ TaHHBIM
3aJlaHuEM
1. VK-1 TECT «PACTBOPEHUE) B2
YK-2 OAPMALIEBTUYECKOM TEXHOJIOTUU
YK-3 HCIIOJIB3YIOT:
OIIK-3 1) s usydenus OuomocTynmHOCTH JIEKapCTBEHHBIX
OIIK-5 MIPEnaparoB
OTIK-6 2) xaKk moxasarens kauectma TBEPABIX JIEKAPCTBEHHBIX
I1K-3 bopm
3) Wit u3ydenus dbapmakogunamugecknx IIoKa3areien
JICKApCTBEHHBIX IIPENapaToB
4) nns onpenenenus PaCTBOPHMOCTH  JIEKAPCTBEHHBIX
BEIIeCTB
5) kaK mokazarens kauectsa KHJKUX JICKAPCTBEHHBIX
$opm
2 VK-1 METOJT TUAJIU3A YEPE3 HOJIYTIPOHUITAEMYVYIO | 1
VK-2 MEMBPAHY  UCIIOJIB3YIOT UL OLIEHKU
YK-3 BUO®APMAIIEBTUYECKUX [TOKA3ATEJIEM
OIK-3 JIEKAPCTBEHHBIX ®OPM:
OIIK-5 1) masei
OIIK-6 2) Tabnerox
TIK-3 3) nopomkos
4) aspozoneit
5) pactBOopoB
3, YK-1 I U3YYEHUS BUO®APMAIIEBTUYECKHUX | 3
YK-2 ITOKA3ATEJIEH KAIICY]I UCIIOJIB3YIOT
YK-3 ITPUBOP: '
OIK-3 1) GapaGannsrit ucruparens
OIK-5 2) MemaKy Hax AHCKOM
OIIK-6 3) nomactuyio MeIIaJIKy
TK-3 4) kavaromuiics IWIAH]ID
5) Tectep onpenenenus BPEMEHH TOJIHOH nedopmariiu
3.1.3 3aganus na CONOCTaBJICHHE
Neni/m Komneren 3ajianue, BapuaHTHI OTBETOB ITpaBunbHEIL
1IUH JUTSL COITOCTAaBJIEHHSI BapHaHT
IIpoBepsie oTBeTa
MbIe
JIaHHBIM
3aJlaHuEM
1. VK-1 Comnocrasbre onpenenenns: 1-A
YK-2 2-b
VK-3 1.BapuaGensrocTs B IIpEIeIax OHOTO MOCTABIIHKA
OIIK-3 2. BapuabensaocTs MEXTy pasHBIMM [TOCTABIIMKAMHU
OIIK-5
OIIK-6 A. BHyTpunnusunyansuas BapuabelbHOCTh
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I1K-3 b. MCKVHIMBUYaIbHAS BapHAGEIbHOCTE
2. VK-1 Coornecure onpenenenus: 1-b
VK-2 2-A
VK-3 1.Uccnenopanus, IIPOBOZUMBIE 110 €IUHOM MeTomuKe u
OIIK-3 Iporpamme OAHOBPEMEHHO B HECKOJIbKHX
OIIK-5 YIPeXIeHUAX (TU1omakax HCCIIeIOBaHHS).
OIIK-6 2. Tpouecc 0606menus PE3YNbTATOB  pasIMuUHBIX
I1K-3 UCCIeNOBaHUE Ha  ommy TEMYy C IpUMEHEHHEM
CICNHANBHBIX [IPOLEYDP CHHTE3a TAHHBIX.
A. Mera-ananus
B.Mynbtanentpossie HCCIIEIOBAHUS
3. VK-1 YcranoBure COOTBETCTBHS MEXy MeTomonoruyeckumy | 1-B
YK-2 ABJICHUSIMH U OIIPEICICHUSIMU: 2-b
VK-3 3-A
OIIK-3 1. Lens GMP
OIIK-5 2. O6bexT GMP
OIIK-6 3. Ilpeamer GMP
IK-3
A. I'apantuposanue BBICOKOT'O Ka4ecTBa
JIEKapCTBEHHOTO Npenapata (JIIT) 4epe3 onepanponmbIit
KOHTPOJIL cobimonenus hapmanesTHyecKmmy
TPOM3BOJMTEIAMH CHIENHAIBHO Pa3paGoTaHHbIX
IIPaBHUJI.
B. ®ynnamenransnas uzes obecrieueHus Hayiexanero
Kauecta, addexrusnocTu u Gezonacuocty JIT st
AIIHCHTA B TAKOM CEKTOpE TIT0GAIBHO] 9KOHOMUKH,
Kak (papmanieBTHYeCKOE IIPOM3BOJICTBO
L B. I'apanTus kauecrsa JIC u 3amurs! narmenTos
3.1.4 3ananus na AONIOJIHEHH e
Ne /it | Kommrerennun 3ajanne Ha ycTaHOBICHME JOITOJTHEHHS IIpaBusbHbLt W
NIPOBEPSIEMBIE (Bompoc — nomonuure. .. J) BapHaHT OTBETA
JAHHBIM
3a/laHeM
L VK-1 Buonoruueckas AOCTYITHOCTD | CHCTEMHBIH KPOBOTOK
YK-2 OIIPCACNIACTCA  CTENEHBIO, B KOTOpOIf
VK-3 JICKAPCTBEHHOE ~ BEIIECTBO  BCACKHIBACTCH
OIIK-3 B » 1 CKOPOCTBIO, ¢ KOTOPO#H
OIIK-5 TIPOHCXOZAT BCAChIBAHUE U HTUMHHAIIHS,
OIIK-6
I1K-3
2. YK-1 JIBa  ocHOBHBIX M€Tona ompenenenus | ®apMako HHAMHYECK
YK-2 OuonocrynHocTH: u ui 51
VK-3 . (apmakokuneTHyeCKHU
OIIK-3 i
OIIK-5
OIIK-6
I1K-3
3. VK-1 B xauectge CTaHmapTHOH (opmbl mpm pacTBop s
L YK-2 ONpeIeTICHUN abCOIIOTHOM | BHYTPHBEHHOTO




VK-3 OuoxocTyHOCTH BBEJICHUS

OI1K-3 [IPUMEHSETCS , 4TO Jaer

OIIK-5 Hauboee yeTkue Pe3ynbTatThl, Tak Kak BCH

OIIK-6 A03a JIEKAPCTBEHHOTO BEINECTBA B HTOM

I1K-3 Clydqac mocTymaer B GOJbIIOif Kpyr
KpoBooOparenus.

1. 3apanns ¢ BbIOOPOM HECKOJILKHX 0TBETOB

3.2 IIpomesxyTounbBIii KoHTposb (YK-1, YK-2, YK-3, OIIK-3, OIIK-5, OIIK-6, I1IK-3)

4) xavarommiics LUJIAHAD
5) Tectep onpenenenus BPEMEHH TIOJTHOM ieopmariu

No Komnerenn | Tectopsie BOIIPOCHI B BAPHAHTEI OTBETOB [TpaBubHBIL
n/m U, BapHaHT
IIPOBEpPsEM oTBeTa
bI€ JAaHHBIM
3aJjaHueM
VK-1 TECT «PACTBOPEHUE» B2
YK-2 OAPMALIEBTUYECKOI1 TEXHOJIOTUU
YK-3 UCIIOJIb3VIOT:
OIIK-3 1) mns wsydenus OuomoctynHOCTH JIEKapCTBEHHBIX
OIIK-5 IpernaparoB
OIIK-6 2) Kak TOKa3aTenp KadecTpa TBEPJIBIX JIEKAPCTBEHHBIX
I1K-3 bopm
3) nns wusyuenus hapmakonuHAMEYECKHX MOKa3aTeelt
JICKApCTBEHHBIX IIPENIAPaTOB
4) nns onpenenenus PaCTBOPHMOCTH  JIEKAPCTBEHHBIX
BEIIECTB
5) KaK MOKa3aTelb KayecTBA SKHIKHX JIEKaPCTBEHHBIX
topm
2. VK-1 METO/T IMAJIM3A YEPE3 [TOJIVIIPOHULIAEMVIO | 1
YK-2 MEMBPAHY  UCIIOJIb3YVIOT JUIS1I  OLIEHKU
YK-3 BUODAPMAIIEBTUYECKHUX ITOKA3ATEJIEN
OIIK-3 JIEKAPCTBEHHBIX ®OPM:
OIIK-5 1) mazeii
OIIK-6 2) Tabnerox
TK-3 3) nopomkos
4) asposoneii
5) pacTBOopoB
3. YK-1 I U3YYEHUS BUO®APMAIIEBTUYECKUX | 3
VK-2 ITOKA3ATEJIEH KAIICV]I HUCTIOJIB3VIOT
¥K-3 ITPUBOP:
OIIK-3 1) GapaGannerif ncrupares
OIIK-5 2) Memaky HaJ JucKoM
OIIK-6 3) nonactuyio MeIIaIKy
I1K-3
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YK-1 B KAYECTBE CPEJIBl PACTBOPEHMUS JUIs1
VK-2 AHAJIU3A KHUIIEYHOPACTBOPUMBIX TBEPJIbIX
YK-3 JIEKAPCTBEHHBIX ®OPM UCITIOJIB3YIOT:
OHK'3 1) BOLY
OIIK-5 2)0,1H XJIOPHCTO-BOZOPOIHYIO KHCIOTY
OIIK-6 3)0,1H XJIOPHCTO-BOZIOPO/IHYIO KHCIIOTY H
IIK-3 craborenounpre Oythepubre PacTBOpPEI
4) ¥30nPONHIOBEIH CIIUPT
5)0,1 H XJIOPHCTO-BONOPOJHYIO KHCIOTY W 3THIIOBBIIH
CIHPT
YK-1 TEMITEPATYPA CPEIbI PACTBOPEHUS JJA
VK-2 AHAJIM3A CYTIIIO3UTOPHER:
YK-3 1) 3242 °C
OIIK-3 2) 32+1 °C
OIIK-5 3) 35+0,5 °C
OIIK-6 4) 37+0,5 °C
IK-3 5)37L2 °C
VK-1 JJIA AHAJIM3A BbICBOBOXTEHUS
VK-2 JIEKAPCTBEHHBIX BEIIIECTB n3
VK-3 CVIIIIO3UTOPUEB UCTIOJIB3VIOT I[IPUBOP:
OIIK-3 1) Mmemanky may muckom
OIIK-5 2) nporounyio SYEHKy
OITK-6 3) Kavaromyiocs KOP3HHKY
TIK-3 4) Bpamarommuiics LUJIMHAD
5) Kavaromuiicst nepixarers
VK-1 TEMITEPATYPA CPEZIbI PACTBOPEHMUSL JULA
YK-2 AHAJIU3A TABJIETOK:
YK-3 1) 32+2 °C;
OIK-3 2) 3241 °C
OIIK-5 3) 35+0,5 °C
OITK-6 4) 3742 °C
TK-3 5) 37+0,5 °C
VK-1 YKAXMWTE, JUISI KAKHX JIEKAPCTBEHHBIX
VK-2 ©OPM TECT «PACTBOPEHMUEy ITPOBOJISIT B JIBE
VK-3 CTAIMU (KUCJIOTHYIO U HIEJIOYHVYIO):
OIIK-3 1) Tabnetox s paccachianms
OIlIK-5 2) xamcyn
OIIK-6 3) KHIICYHOPACTBOPUMEIX TAOJIETOK
I1K-3 4) cynnosutopues
5) mumy4ux Tabaerox
VK-1 TECT «PACTBOPEHUE B
VK-2 OAPMALUEBTUYECKO TEXHOJIOTUH
VK-3 HUCTIOJIB3YIOT:
OIIK-3 1) mis wsydenns OronocTynHoCTH JICKapCTBEHHBIX
OIIK-5 IpenapaTos
OIIK-6 2) KaK mokasatemb KadecTpa KHUIKUAX JIEKAPCTBEHHBIX
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ITK-3

dopm

3) JUISt H3YYCHHS dapmaxouHaMuKy
BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IpenapaTon

4) nns onpenenenus PaCTBOPUMOCTH JIEKAPCTBEHHBIX
BEILNECTB

5) s mpoBeneHus CPaBHHUTEILHOIO TECTA KUHETHKH
PaCTBOPDCHHSI  BOCHPOM3BEIEHHBIX JICKApCTBEHHBIX
Ipenaparos

10.

VK-1
VK-2
VK-3
OIlK-3
OIIK-5
OIIK-6
[1IK-3

OTBOP IIPOB IIPU [IPOBEOJEHMU TECTA

«PACTBOPEHUE» B ATIITAPATAX |
«BPAIIAIOUIASCS KOP3UHKAy «JIOTTACTHASA
MEIIAJIKA» OCYILECTBJIAIOT:

1) 13 moGoit 30HkI COCyia Uil pacTBOPEHUS

2) u3 30HBI cocyna g PacTBOPEHHSI, HAXOAsIIeHcs Ha
12 paccrosmus MEXNY  MOBEPXHOCTBIO  Cpejb
PACTBOPCHHS. M BEpXHEH YacThIO CHEMHOTO 3IeMeHTa
KOP3UHKH MM JIONACTH MEINANKH M HA PACCTOSHHH He |
MeHee 1 cM OT cTeHoK cocyna s pacTBOpeHus

3) u3 30HHI cocyna mus PacTBOpeHHs, HAXOAMAIIeHCcs Ha
12 paccrosnus MEXy  IOBEPXHOCTBIO  Cpejibl
PAaCTBOPCHUS M BEpXHEH HYacTHIO CHEMHOTO SeMeHTa
KOPSHHKH WIIM JIONIACTH MEINAIKH W HA PACCTOSHHH He
MeHee 1 cM oT cTeHok cocyna s pacTBOpeHus

4) 13 mo6oit 30HEI CoCyna Iuis pacTBOPEHHS, HO Ha
PacCTosHuM HEe MeHee | CM OT CTEeHOK cocynma s
pacTBOpeHus

5) u3 30HEI cocyna s PacTBOpeHHs!, Haxomsmeics Ha
1/4  paccrosaus MEXIy  IOBEPXHOCTBIO  Cpejbl
PaCTBOPCHHS M BEPXHEW YaCTHIO CHEMHOTO HJeMeHTA
KOP3HHKH MM JIONACTH MEIIAIKH M HA PACCTOSHHUH He
MEHEe 5 CM OT CTEHOK cocya s pacTBOpeHHs

11.

VK-1
VK-2
VK-3
OIIK-3
OIIK-5
OIIK-6
ITK-3

HAJUIEXAIIIAS ITPOU3BOICTBEHHA SI
HIPAKTHKA TIPE[ICTABJISIET COBOM:

1) "acTe ob6ecneuenus Ka1ecTBa, KOTOpas rapaHTHpyer,
4To IIPOJYKTBI IIOCTOSIHHO IIPOU3BOSATCS
H KOHTPOJIUPYIOTCS B COOTBETCTBUH  CO CTaHapTaMu
KaueCTBa, COOTBETCTBYIONMMH WX IpearnonaraeMomy
HCIIOb30BAHHIO,  H B COOTBETCTBHH € TpeGOBAHMSIMH
PETHCTPAIMOHHOTO YIOCTOBEPEHH S,

2) dacte rapanTHH Ka4ecTBa, KoTOpas obecrneumBaer
TOCTOAHHOE  MPOM3BOACTBO U KOHTPOIIH IIPOAYKIUH

B COOTBETCTBHH CO CTaHJapTaMu KavecTsa,
COOTBETCTBYIOIIUMHU UX MIPeIoIaraeMoMy
HCIIONIb30BAHHIO;

3) "actb ynpapenus Ka4ecTBOM, KOTOpas rapaHTHpyer,
4TO IPOIYKIIMIO IIOCTOSIHHO IPOU3BOJIAT
U KOHTPOJUPYIOT II0 CTaHJapTaM Ka4yecTBna,
COOTBETCTBYIOIIUM €€ Ha3HAYEHHIO, a TaKxKe

B COOTBETCTBUU ¢ Tp660BaHI/ISIMI/I PETUCTparuOHHOrO
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AOCBE,  MPOTOKONA  KIMHHYECKHX  HCCIeNOBAHMIA
H CIICIM(UKAIME HA 5Ty TPOAYKIHIO

4) cBox mpasm, BRIDXKCHHBIH B Pa3IMYHBIX (opMax
(moxymenT, o6nanaromuit IOPHIMYECKOH CHIToit, BoobIe
HJIH KOJEKC, YKa3, CTaHJApT B YaCTHOCTH),
PETYJUPYIOMUA NPAaBOOTHOIIEHUS 110 IPOU3BOJICTBY,
PCalM3aliy U KOHTPOIO Ka4yecTBa (hapMaleBTHUCCKOlM
NIPOLAYKIMH  C LEJIBI0 TrapaHTHPOBAHHS ee BHICOKOIO
KauecTBa

5) BCe BBINIENEPEYHCIIeHHOE BEPHO

12. VK-1 OBBEKTOM HAJUTEXAIIEA
VK-2 IIPOU3BOJICTBEHHO! ITPAKTUKU ABJISIETCA:
VK-3 1) dynnamentanshas wpes obecreuenus HaJIJIe)XaIero
OIIK-3 Ka4ecTBa, sddexruBHOCTH U GesomacHocTu JIIT JUISt
OIIK-5 IIAIIHCHTA B TAKOM CEKTOpPE III00aIbHOM 9KOHOMMKH, KaK
OIIK-6 (bapmanesTuueckoe IIPOU3BOJICTBO
I1K-3 2) rapaHTHpOBaHHE BBHICOKOTrO kauectBa JIIT wuepes
OIlepaLHOHHBI KOHTPOJIb cobimonenus
dapmanesTruecknmu TPOU3BOAUTENSIMH  CIIEHAIEHO
Pa3paboTaHHbIX IPaBHII
B) KauecTBO JIEKAPCTBEHHOIO CpeiCTBA W 3amura
HalUEeHTOB
3) HHCIEKTOpaT, yIOIHOMOYeHHbIIH HAUOHAILHBIMH
opraHamu HCTIOJTHUTEIbHOH BJIACTH
1A HCTIOCPENCTBCHHBI  ONEPAIMONHBE  KOHTPOMND
(apmaneBTHYECKHX TPOU3BOIHTEEH
4) Bce BBILIENEPEYHCIIEHHOE BEPHO
13. VK-1 MEXIYHAPOJIHASI CUCTEMA HAJUTEXAIIEN
VK-2 ITIPOM3BOJICTBEHHOM ITPAKTUKU
YK-30I1K- IIPENCTABJISIET COBOM:
2 1) rI100aIbHYO COBOKYITHOCTH HHCTHTYTOB
OIIK-5 (OObenMHennit W IPABHTENHCTR),  YHOMHOMOYCHHEIX
OIIK-6 YUPaBJIATE - Ge3onacHocTsio u kavectBom JIIT wepes
ITK-3

KOHTPOJIb cobionenus (apmaneBTHUeCKHME
Ipou3BOAMTENAMHU IipaBuia GMP

2)  COBOKYIIHOCTE TapMOHHM3UPYIOIIUXCS  IIPaBHIL,
HallpaBIICHHBIX ~ HA 3aIATY  moTpeGureneit JIIT,

1 KOHCOJIUAUPYIOIUXCS CyObEeKTOB — CTpaH,
YTOJIHOMOYEHHBIX YIIPaBJISATh U KOHTPOJIMPOBATH
dapmanesTHueckue IIPOU3BOJICTBA Ha CBOMX
TEPPUTOPHSIX

3) CTPYKTypHBIE 31eMEHTH — HHCTUTYTHI (YUpesKIeHuUS,
o0beHHEH s U OpraHU3aIlkK) U IIPaBHTEJIHCTBA
(rocynapcts/co30B), a TaKxe OpraHU3aIUOHHO-
(yHKIMOHANTEHEIE B3auMOCBS3H MEXy HUMH

4) DpaKTHYECKYIO ueNh TFapMOHHM3AIUH  OTIEIbHBIX
npaBuil Ha poHe rIobaTH3aLKH (apmarieBTHUecKoro
PBIHKa

5) Bce BhIIENEpEUHCIIEHHOE BEPHO
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14. VK-1 YPOBHSIMU HOPMATHUBHO-IIPABOBOI'O
VK-2 PEI'VJIMPOBAHUS B HAJUTEXAILEIA
VK-3 [TPOU3BOJICTBEHHOM ITPAKTHUKE SBJISIIOTCS:
OIIK-3 1) Mmexaynapombrit
OIIK-5 2) HaHanUOHAIEHEL]
OIIK-6 3) HanMoHANEHEIH
I1K-3 4) Bce BhIIENepeYnCIeHHOE BEPHO
15. VK-1 3HAYEHUE «[IPUHLIUITIOB» B TEKCTE ITPABUJI
VK-2 GMP EBPA3HUICKOI'O SKOHOMUYECKOI'O
VK-3 COIO3A (EARC) SABJISIETCS CIIEAVIONIUM:
OIIK-3 1) npuHUMIE tBRsIOTCS OOIMMHE TIpaBHIIAMEU
OIIK-5 2) OPUHIMNBI MOHUMAOTCS KaK OCHOBHBIE HOPMBI,
OIIK-6 U3 KOTOPBIX IPOUCTEKAIOT YaCTHRIE HOPMBI
I1K-3 3) NPUHLMIIBI 3AOTHSIOT IIPABOBBIE MPOGEIIHI
4) TPHHIKMIEI MOTYT TOJIKOBATECS JUTS TIOHUMaHUS
CICAYIOIMX 38 HUMH TIPaBHJI COOTBETCTBYIOIHUX I'JIaB
5) Bce BblEnepeuncienHoe BEPHO
16. VK-1 OAPMALIEBTUYECKAS CUCTEMA KAUECTBA
VK-2 [TPEITPUSITUS HPEJICTABJISIET COBOIA:
VK-3 1) vacTHBIf ciyuaii cucrems MEHE/DKMEHTa KadecTBa
OIIK-3 TIPUMCHHTENILHO K (papMaleBTHYECKOMY IIPOM3BOCTBY
OIIK-5 2) obmme wenm wu HalpaBlI€eHHE JeSTEeIbHOCTH
OIIK-6 OPraHu3alMK  OTHOCHUTENBHO  KAdyecTRa, KOTOpBIE
I1K-3 obHuIHATEHO dopmymupyrores BeicIIIM PYKOBOACTBOM
3) HOKyMEHT, paswscHsIOmmii IIOPSIOK B3aUMOIEHCTRIS
CTPYKTYpPHOTO [oJipasieneHus c JPYTHMH
CTPYKTYPHBIMH  [IOPA3/ICJICHUSMH, pOJTb, 3aJjaud  H
$yHKIHH cTpyKTYpHOTO 10JIpa3ieieHus
4) cucTeMy opraHM3anHOHHBIX MEp, HaIpPaBIEHHBIX HE
TOJILKO  Ha  CBOGBPEMEHHOE  BBISBICHHE  CAMHX
OTKJIOHEHHMH WM UX IOCIe/ICTBHI, HO ¥ Ha yCTpaHeHHne
IIPHYUHBI UX BO3HMKHOBEHHUS
5) Bce BhlENepeunCIIeHHOE BEPHO
17. YK-1 YIIOJIHOMOYEHHOE JIMIIO — BTO:
VK-2 1) wmHCcnekropar, YIOJTHOMOYEHHBIN HAIHOHAIBHBIMU
VK-3 opraHamu UCTIOIHUTENILHO I BJIACTH
OIIK-3 Ha HCMOCPEIICTBEHHBIN  OmepanHoHHbII KOHTPOJIb
OIIK-5 bapmanepTHyeckux MIPOU3BOAMUTENEH
OIIK-6 2) paboTHHK npoussogutens JIC, arrecroBaHHBIH
I1K-3 B YCTAHOBJICHHOM  YIIOJHOMOYEHHBIM dbenepanbHBIM

OpraHOM HCIOTHUTENBHOMH BIACTH HOPSIKE U HMMEIOIH I
CTaX pabOTBI He MeHee mATH JsieT B obnacTu
HpOH3BOACTBA  HM/MmH  KOHTpons  kawectBa  JIC
U IpO(UIIEHOE BBICIIEE o6pazoBanue

3) BEJIOMCTBO HAIlHOHATBHBIX IIPaBUTEIILCTB,
OCYIIECTBIISIOLIEE OpraHH3aIHIo H KOHTPOJIb
lipuMeHeHus npasun GMP na TEPPUTOPHH I'OCYIApCTBa,
ATAKKE  YHOJTHOMOYEHHOE  IPHMEHSTH CaHKITHH
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32 HapyIIEHHUE MPaBHIT
4) Bce BblLENEpeUnCIEHHOE BEPHO

18. VK-1 COI'JIACHO [TPABUJIAM GMP EADC
YK-2 HA TIPEIIIIPUSI TUN OOPMHUPYETCSI CUCTEMA
VK-3 ITOMEUIEHUIA:
OIIK-3 1) ¢ pasubMu pesxumanmu YHCTOTBI
OIIK-5 2) ¢ pasHbIME pexxuMamu KOHTaMHUHALIUK
OIIK-6 3) ¢ pa3HbIME pexumamu KOHTPOJISI KayecTRa
I1K-3 4) ¢ pasHbIME pexuMamu 9PrOHOMHUKH
5) Bce BIIENEpeuncIeHHOE BEPHO
19. YK-1 OBIIME TIIPABUJIA OPT AHUBAITUM  YBOPOK
VK-2 [TOMEIIEHUA BA3UPVIOTCH HA
VK-3 XPOHOJIOTMYECKOM IIPUHIIUIIE, TO ECTb
OIIK-3 3ABUCHT OT:
OIIK-5 1) BBICOTBI Han ypoBHEM MecTHOCTH
OIIK-6 2) ypoBHS yriekucioro raza s MOMEIICHHH
I1K-3 3) Bpemenu
4) YPOBHSI OCBEIIEHHOCTH B HOMEUICHUH
5) Bce BhIIIENEpeUnCIeHHOE BEPHO
20. VK-1 KOPPEKTHUPVIOIIEE JEVCTBUE
VK-2 HPEJICTABJISIET COBOIA:
VK-3 1) neiictrue, NPEANPUHAMAEMOE IS yCTpaHeHHUs
OIIK-3 TIPHYMHEI 0OHAPY)KEHHOTO HECOOTBETCTBHS HITH IpYTOM
OIIK-5 HeXEIaTeIbHON CUTyanuu
OIIK-6 2)  neiicTBue, HpEANPUHATOE Il yCTpaHeHus
I1K-3 06HapYKEHHOr0 HECOOTBETCTRHS
3) neiictBue, NpCIIIPUHAMAEMOE  JUISL  yCTpaHeHH s
NIPHYHHBI IOTCHIMATFHOTO HECOOTBETCTBHS HIIH JpyToii
NOTCHIMATIBHO  HEXeNaTeIbHOM CHTYallMH, BKJIIOYAs
TOTCHIMANBHEIC NPHYMHEL IS yXKe BBISBICHHEX
HECOOTBETCTBUH
4) Bce BBIIENEpeYHCIEHHOE BEPHO
21. VK-1 CPOK JIEMCTBUS UCKJIIOYUTEJIbHBIX IIPAB
VK-2 HA M30BPETEHUE:
VK-3 1) 20 ner ¢ nats! nonauw 3asEKK
OIlK-3 2) 10 net ¢ nat! nopaum 3asBky
OIIK-5 3) 5 ner ¢ mate! monauw 3asEKu
OIIK-6
I1K-3
22, VK-1 CPOK JENCTBUSA UCKIIIOYUTEJIbHBIX IIPAB
YK-2 HA TIOJIE3HYIO MOJIEJIb:
YK-3 1) 10 ner ¢ nater monaun 3aspy
OIIK-3 2) 20 net ¢ naTh! noKauM 3asBKY
OIIK-5 3) 5 mer ¢ natel nonauw 3asEKH
OIIK-6

IK-3
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23, VK-1 CPOK JENCTBUS UCKJIIOYUTEJIBHBIX IIPAB
YK-2 HA TTPOMBINIIEHHBIH OBPA3EILI:
YK-3 1) 5 ner ¢ narer monauw 3assxu
OIIK-3 2) 20 ner ¢ naTh! HOKAYM 3aSBKY
OIIK-5 3) 5 ner ¢ mare mozauw 3asBku
OIIK-6
I1K-3
24, YK-1 I[IPABO  JIMIIEH3UAPY COXPAHUTH CBOU
VK-2 IIPABA HA TIATEHT C BO3MOXHOCTBIO
VK-3 [IPEJIOCTABJIEHUMS JIMOEH3UA  TPEThUM
OIIK-3 JINLIAM JTIAET:
OIIK-5 1) HenckirOUMTE b HAS THIIEH3MS
OIIK-6 2) uCKIIOUMTE b HAS THTIeH3HS
I1K-3 3) OTKpbITas THIEH3HS
4)TMLeH3HOHH I JIOrOBOp
25. VK-1 ITIPENJOCTABJISIET JIMIEH3UATY ITPABA
VK-2 HNCIIOJIb30OBAHHMSI OFBEKTOR ITATEHTHBIX
VK-3 IIPAB BE3 COXPAHEHHUS 3A JIMITEH3UAPOM
OIIK-3 IIPABA BBIJAYM JIMLEH3UI JAPYT'UM JIULIAM:
OIIK-5 1) ucxmounrensras munensus
OIIK-6 2) HeMCKITIOYUTe IbHAS IMIICH3HS
I1K-3 3) OTKpbITas THLEH3HS
4) IUIeH3MOHHBIH JIOrOBOP
26. VK-1 KTO [IPUHUMAET PEIIEHUE Ob
VK-2 UCITOJIb30OBAHUU JIEKAPCTBEHHOI'O
VK-3 CPEZICTBA BE3 COT'JIACUA
OIlK-3 IIATEHTOOBJIATIATEJIS, B CJIVUAE KPAMHER
OIIK-5 HEOBXOJUMOCTH, CBS3AHHOM C
OIIK-6 OBECIIEYEHWEM OBOPOHBI U BE3OITACHOCTU
IK-3 I'OCYJAPCTBA, OXPAHOM XXU3HU U 3/I0POBbSI
I'PAXXIIAH C YBEJJOMJIEHUEM ET'O OB 9TOM B
KPATYAUIIMM CPOK M C BBILJIATON EMY
COPA3MEPHOM KOMIIEHCAIIMN?
DIIpaBurenscrso PO
2)Cyn
3) Pocnarenr
4)Pocanipasramop
27. VK-1 IIOJIB3OBATEJIb, KOTOPBIN I[TPUOBPETAET
VK-2 IIPABO  UCIIOJIb30BAHUS OXPAHSEMOI'O
VK-3 OBBEKTA B COOTBETCTBUU C YCIIOBUSIMU
OIlK-3 JIMIIEH3WY, - OTO:
OIIK-5 1)munensuar
OIIK-6 2)nuneHsuap
I1K-3 3)npaBooGianaresns
4)narenroobanaren
28. YK-1 IIPABOBASI OXPAHA TIIOJIE3HOM MOJIEJIN
VK-2 HPENOCTABIJISIETCS [TPY HAJIMUWUA:
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VK-3 1)HOBH3HEI 1 MpoMBIIITEH O] [IPEUMEHUMOCTH
OIIK-3 2) TOJNBKO HOBH3HEI
OIIK-5 3) TOJIBKO MPOMBILIEHHO IIPUMEHUMOCTH
OIIK-6 4) HOBU3HBI M OPHTHHATBHOTO pemeHus
HK-3
29. VK-1 YTO OTHOCUTCH K ITOJIE3HBIM MOJIEJISIM
YK-2 1)koHCTpYKIIHH MallliH, WX MEXaHW3MOB HAyYHBIE
VK-3 TCOpHH ¥ MaTeMaTHYECKHE METOIbI
OIIK-3 2)peurenus, KaCalomuecs TOJBKO BHEIIHEro BHJIA
OIlK-5 M3JIIMA W HanpaBiieHHBIE Ha YAOBJIETBOpPEHHE
OIIK-6 ICTETHUYECKUX MOTPeOHOCTEH
I1K-3 3)mpaBuiia ¥ MeTo b1 UT'p, UHTCIUIEKTYAIbHON MK
XO3SUCTBEHHOM EATEILHOCTH
30. VK-1 IIATEHT 3AKPEIUISIET 3A OBJIAZTIATEJIEM:
YK-2 l)mpaBo  wacrtHo COOCTBEHHOCTH Ha  OGBEKTHI
VK-3 MATCHTHBIX IMpPaB KaK MPOLYKT UHTEJIJIEKTYaIbHOTO
OIIK-3 Tpyna
OIIK-5 2) HCKOYMTeNbHOE IIPaBo
OIIK-6 3) HeHCKIIOUMTEIbHOE IpaBo
ITK-3 4) aBTOpCKOE TIpaBo
31. VK-1 MECTHOE JEVICTBUE JIEKAPCTBEHHbBIX
VK-2 CPEJICTB:
YK-3 1) pasBuBactcss B Mecte BBemeHHS TIeKapCTBEHHOTO
OIK-3 cpencTa
OIIK-5 2) BUseT HEMOCPEACTBEHHO Ha OIIpeeIeHHbIE
OIIK-6 PCUENTOPHBIE CTPYKTYPHI
[K-3 3) pazBuBaetcs B MecTe NIPUTIOKEHHUS
4) Bo3zielicTBre Ha Pax QyHKImMIA TKaHeH 1 KIeTok
5) mepBuYHas hapmakomormueckas peakuus
32. YK-1 PE3OPBTHMBHOE JIEVCTBUE JIEKAPCTBEHHBIX
VK-2 BEIIECTB - 3TO:
VK-3 1) netctue, passusaromeecs nocie ero BCACBHIBAHMS B
OIIK-3 MECTEe BBEJCHUS
OIIK-5 2) melicTBHe, Bo3HUKaOMEe OJTHOBPEMEHHO C OCHOBHBIM
OIIK-6 3) hetficTBHe, pasBHBaIOIIEeCs B MecTe €r0 NPHIIOKEHHUS
HK-3 4) BosnelicTBue Ha psiz yHKIH TKaHeH M KIIeTOK Beero
OopraHusma
5) nepBUYHas hapMaKoIoruyeckas peakius
33. VK-1 YKAXWUTE DHTEPAJILHBIA ITYTh BBEJJEHU ],
YK-2 OBECTIEYMBAIOIUI ITIOITATAHUE
VK-3 JIEKAPCTBEHHOI'O CPEJICTBA B CHUCTEMHBI
OIlK-3 KPOBOTOK, MUHY $I [IEYEHb:
OIIK-5 1) BHYTpHXETY MOUHBII
OIIK-6 2) TpaHCaepMaTbHbII
I1K-3

3) pexrabHbIi
4) BHYTpHBEHHBIIH
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5) yepes pot

34. YK-1 OCOBEHHOCTU  HWHI" AJUIIMUOHHOI'O  ITIYTH
YK-2 BBEJIEHU S:
YK-3 1) 100%  6Guomoctynmocts, BosmosxHOCTE BBEJICHHS
OIIK-3 /ICKAPCTBEHHEIX TIPETiapaToB GOMBHOMY, HAXOSIIEMyCs
OIIK-5 B Oecco3HaTeIbHOM COCTOSIHMM, OTCYTCTBHE OLIyIIEHMIA,
OIIK-6 CBA3AHHBIX C HENPHATHBIM  3amaxoM u BKYCOM
TIK-3 JICKAPCTBEHHBIX IIPENapaToB
2) MecTHOE H Pe3opOTHBHOE  jelicTBHE, BhHICOKas
GuonoctynuocTs, HET pasapaxenus JKKT
3) mectHOE u pe3opOTUBHOE  melicTBHE, BhICOKAs
GuonocTynHOCTh, BBICOKAS 4acTOTa BO3HHKHOBEHHS
I0GOYHEIX )deKToB, OTCYTCTBHE 3] dekTa mepBruHOro
TIPOXOX/CHHUS Yepe3 IE€YeHb, BO3MOKHOCTE BBEJICHUS
JICKapCTBEHHBIX NIPEnapaToB GONLHOMY, HaXOAIEeMyCs
B 6€CCO3HATENILHOM COCTOSIHUM ]
4) oTHOCHTETEHO HU3KAas OromocTymnmHoOCTH, HE
Metabonusupyercss B NCYEHH, HE paspyiaercs
cekperamu JKKT, He cBsspBaercs MUIIeH, Heab3s
HCIONMB30BAaTh  NIPH  GeCCO3HATENBHOM  COCTOSHHM
TalMeHTa, MOXKET OBITh pasipaskaloniee aelicTare
5) MecTHOe  neiicTBHe, BO3MOXHOCTh  BBEJIEHHUS
JICKApCTBCHHBIX TIPENapaToB GOMBLHOMY, HaXOJAIIEMYCsl
B Gecco3HaTensHOM COCTOAHUY, OTCYTCTRUE OUIYMICHMUIA,
CBASAHHBIX C HENPUSTHBIM  3aaXoM K BKYCOM
JICKapCTBEHHBIX IIPENAPaToOB
35. VK-1 OBIIIME TPEBOBAHUSI K BAT WHAJIBHBIM
YK-2 JIEKAPCTBEHHBIM ®OPMAM:
YK-3 1) pH - 3,8-4,5, Bricokue 6uoanresnpmne CBOIfCTBa,
OIK-3 KHCJIOTOYCTOHYHBOCTH
OIIK-5 2) pH - 7,3-7,5, CTCPUIIBHOCTD, OCMOJIIPHOCTS,
OIIK-6 H30TOHHYHOCTS, BA3KOCTH - 50-60 MmIIa-c
TIK-3 3) BBICOKasI cTeneHs u3MebyeHus JICKapCTBEHHOMH
cybcrannum, YAOBJIETBOPHTENILHBIE OPraHOIETITHYECKHE
CBOMCTBA, BBICOKas CTaGHILHOCTS
4) pH - 5,0-7,0, CTCPUIIBHOCTD, AalUPOT€HHOCTD
5) Temneparypa miasnenus - 37 °C, pacnianaemocts - 30
MHH, BPEMs IOJTHOM fedopmanum - 15 mMun
36, YK-1 OCOBEHHOCTH BHYTPUBEHHOI'O IIYTU
VK-2 BBEJIEHUA:
YK-3 1) 100%  6uomocTymHOCTS,  BO3MOKHOCTS BBEJICHUSI
OIIK-3 JICKApPCTBEHHBIX MperaparoB GoabHOMY, HaXOoJsIeMycs
OIIK-5 B 6ecco3HarensHOM COCTOSIHUH, OTCYTCTBHE OLILYIICHHMIA,
I%I(II§-6 CBA3AHHBIX C HENPUATHBIM  3amaxoM W BKYCOM

JICKapPCTBEHHBIX IPENapaToB
2) MecTHOE u  pesopGTHBHOE NEACTBHe,  BBICOKAs
OnozocTynHOCTh, BBICOKAs wacToTa BO3HMKHOBEHHS
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MOOOYHBIX 9 PeKTOB, HeT pasapaxenus XKKT

3) MecTHOE u pe3opOTHBHOE  jeifcTBHE, BBICOKAg
bHomOCTYHOCTE, BBICOKAs wacToTA BO3HUKHOBEHHS
NO00YHEIX 3 PeKToB, OTCYTCTBHE 3 pekTa nepBudHOro
POXOKICHHUS HEPE3 IECHEHb, BO3MONKHOCTD BBEICHHUS
JICKapCTBEHHBIX TPeNapaToB GONBLHOMY, HaXOsImeMycst
B 0ECCO3HATENBLHOM COCTOSHUN

4) OTHOCHTENFHO  Hm3Kas OuomoctynmHoCTh,  He
Merabonu3upyercs B I€YCHH, He paspymaercs
cekperamu JKKT, He csspBaercs NUIIEH, Heb3s
HCIIONL30BaTh  IpH  GECCO3HATENPHOM  COCTOSHHH
TallUCHTa, MOXET OBITH pa3apakaloee neificTare

5) MECTHOE  IeHCTBHE,  BO3MOKHOCTE BBEJICHHSI
JIEKApPCTBEHHBIX NPENapaToB GOIBLHOMY, HaXOsIemMycs
B 6ecco3HaTeIbHOM COCTOSIHMH, OTCYTCTBHE OLIYyICHHMIA,
CBASAHHBIX C HENPUATHBIM  3aMaxoM W BKYCOM
JICKapCTBEHHBIX IIPENAPaToB

37. YK-1 OBIIUE TPEBOBAHUS K TPAHCIEPMAJIbHBIM
VK-2 JIEKAPCTBEHHBIM ®OPMAM:
YK-3 DpH - 3,8-4,5, Bricokue Gmoanresumse CBOHCTBa,
OIIK-3 KHCJIOTOYCTOHYHM-BOCTH, pacnagaeMocTs - 60 Mun
OIIK-5 2)pH - 7,3-7,5, CTCPHIIbHOCTB,  OCMOJISIPHOCTS,
OIIK-6 H30TOHHYHOCTS, BSA3KOCTH - 50-60 mI1a-c
TK-3 3)pH - 5,5-6,0, XOpOmIMe OKKITIO3MOHHbBIE CBOMCTBA,
OTCYTCTBHUE pa3Apa’karoniero AeiCTBUS Ha KOXY
4) pH - 5,0-7,0, CTCPUIBHOCTH, ATHPOTEHHOCTE
5) Temneparypa miasnenus - 37 °C, pacnianaemocts - 30
MHH, BpE€Ms OJTHOH nedopmanuu - 15 Mun
38. VK-1 3TPEBOBAHN K JIEKAPCTBEHHBIM
VK-2 CPEICTBAM UL TPAHCZIEPMAJIBHOM
YK-3 JOCTABKU:
OIIK-3 1) eponetso 1 k ruapodo6HOMY porosomy CII010, U K
OIIK-5 THAPODUIBHOM nepme
OIIK-6 2) MosieKyia JIeKapCTBEHHOrO BEIIECTBA JIOJDKHA OBITH
TIK-3 HEHTpaIbHOM, TaK KaK 3apsiy MOJIEKYJIBI MOKET
3aTOPMO3HTD €€ IPOJBUIKEHHE YePe3 KOXKY
3) mocrarounas PaCTBOPUMOCTH B THAPOGOGHO 1
THIPODHUIBHOM cpee
4) HebopIas MOJIeKyIIsipHast Macca - He Goiee 500 J]
5) BCe BBILIENEPEUHCIIEHHOS
39. VK-1 TPAHCJIEPMAJIBHBIE TEPAIIEBTUYECKUE
YK-2 CUCTEMBI - BTO:
YK-3 1) anmmkanuonnste  nekapcTenHbe dopms1, GricTpO
OIlK-3 obecnieunBaromue TEPaNleBTHYECKOE KOJIMYECTBO
OIIK-5 JICKapCTBEHHOTO BEIIECTBA B OPraHHU3ME M JUTHTE/BHO
gg§'6 NIOMIEPXKUBAIOIIE  ypOBEHb  HEOOXOMMMOM  ero

KOHIICHTpALUK
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2) anIIMKaHOHHBIE JIEKapCTBEHHbIE bopmsr,
IIpETHA3HAYCHHBIE IS HAHECEHHS Ha KOXY, paHbl HIIH
CIH3HCTBIE  OOONIOYKH, COCTOSIHE W3  OCHOBKHI u
ICKAPCTBCHHBIX  BELECTB, pPABHOMEPHO B  Helf
pacIpeereHHbpIX

3) nexapcTBeHHBIE dopmer 17151 HapysKHOTrO IPUMEHEHHS,
OKasbIBaromue  jedeOHOe  neiicTBHE  Ha KOXY,
[IOZIKOXHBIE TKAHH, 00J1ajar0IIHe CBOMCTROM IIPHIIATIATE
K KOXe

4) pooHrMpoBaHHbIE JIEKapCTBEHHBIE (bopMbI
MECTHOTO JeHCTBUSA

5) anmMKanuoHHbIE JICKapCTBEHHBIE (DOPMBI MECTHOIO
JeHCTBHS, obecnieunBaronme TEpaneBTHYECKOE
KOJIMIECTBO NIEKAPCTBEHHOTO BEWIECTBA B HEOOXOIHMOM
y4acTke Teja

40. VK-1 [IOJIMMOP®U3M - 3TO:

YK-2 1) conoco6roCTS JICKapCTBECHHBIX BEHUIECTB CYIIECTBOBATH

VK-3 B IIBYX WM HeCKONBKHX (opMax ¢ pasIMyHOI

OIIK-3 KPUCTAIINYECKOM CTPYKTYpo W  cBOMCTBAMHU npu

OIIK-5 OJTHOM M TOM K€ XUMHUYECKOM COCTABE

OIIK-6 2) saBnenwe, npu KOTOpOM JIEKapCTBEHHBIE BEIECTBA

I1K-3 PasHOTO KOJIMYECTBEHHOTO M KAYECTBEHHOTO COCTABA
HMMCIOT OTIIHYAIOIIHECs CBOMCTBA B CBA3H C PasiHumeM B
[POCTPAHCTBEHHOM PACIIOIOKEHHUH OTHETBHBIX TPy u
aTOMOB B MOJIEKyJIax
3) sBnenme, korma omHO W TO ke JIEKapCTBEHHOE
BCIIECTBO MOXET OBITh HCIOJIB30BAHO B PasIHYHBIX
MoaupuKanusX (coisp, OCHOBaHME, KHCJIOTa U JIp.)
4) cnocoGHOCTH BemecTsa PacTBOPATECS B BOJAE WM
APYrOM pacTBOPHTENE :
5) OTHOIIEHHE MACCH! KPHCTATTHYECKON qacTH IIOPOIIKA
HCIBITYEMOH  CyOCTaHIMH K ee obmei Macce,
BBIP2KECHHOE B IIPOLEHTAX MM JOJISIX

41. VK-1 BAJIMJTAITMOHHBIN [TPOTOKOJT

VK-2 HIPENCTABJISIET COBOM:

VK-3 1) nepedens BumoB 000pYZIOBaHHS M TEXHHYECKHX

OIIK-3 CpencTB (apMareBTHYECKOTO HPENPUATHS € HEHTPaMH

OIIK-5 OTBETCTBCHHOCTH 110 MX KCILIyaTallHH | TEXHUYIECKOMY

OIIK-6 00CITy)KHBaHHIO

I1K-3 2) omepamum 10O TIOICPXKAHUIO  pabOTOCIIOCOBHOCTH

WK HCIIPABHOCTH ~ 000pYOBaHMS M  TEXHHUYECKUX
CPEACTBA  IPH  HUCHOJB30BAHHH IO HA3HAYCHHUIO,
OKU/IaHUH, XPAHEHUHU U TPAHCIIOPTUPOBAHUH

3) KOMILJIEKC oneparuii 110 BOCCTaHOBJIEHHIO
HCIIPAaBHOCTH HJIM paboTOCIOCOOHOCTH obopynoBanus
1 BOCCTAHOBJIEHHIO PECYPCOB OGOPYIOBAHHUS HIIH €ro
COCTaBHBIX YacTeit

4) JOKyMeHT, oTpaxaromuii Pe3yJIbTaThl BaJIMAALAN
TIpOIECCOB M KBATU(PUKALUH [IPOEKTHOM IOKYMEHTAIlHH,
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MOHTaXa, yHKIMORNpOBaHUS U SKCIUTyaTaluu
obopyznoBanus, HHXKCHEPHBIX  CHCTEM, YUCTHIX
IIOMEIIEHUH

5) BCe BBILIENIEpEUHCIIEHHOE BEPHO

42, VK-1 GMP-TIPABUJIA O®OPMJIEHUS JIOKYMEHTOB
VK-2 IIPEZICTABJISIIOT COBOM TIPABUJIA GMP EADC,
YK-3 B TOM YUCIJIE I[TIPABUJIA:

OIIK-3 1) pas6opurBocTy 3anucei
OIIK-5 2) 3aImuTHI 3amuceii ot yAaneHust
OIIK-6 3) mepconnummpoBanHOCTH M JaTHPOBaHUS 3anuceit
I1K-3 4) IpO3paYHOCTH W3MEHeHMIi 3aruceit
5) Bce BBILIENEPETHCIIEHHOE BEPHO

43, VK-1 - OTJEJI KOHTPOJISI KAYECTBA SBJISAETCSA:

VK-2 1) HesaBucHMBIM CTPYKTYPHBIM  IOJpa3/ie/ICHUEM
YK-3 IIPCATIPUSTAS 1 00ECTIEYMBAET TAPAHTHIO COOTBETCTRHS
OIIK-3 JIC cBoemy mnasmauenmio u OPEIbSBIAEMBIM K HUM
OIIK-5 TPEOOBAHUAM IIyTEM CO3JAHMS CHCTEMEI KauecTBa,
OIIK-6 BKJIIOYAIOMEH OpraHu3anuio paGoTHl B COOTBETCTBHM
I1K-3 ¢ TpeGoBanussmu GMP, KOHTPOJIb Ka4eCTBa, KOHTPOJb

TIPOM3BO/ICTBEHHOM CaHUTAPHH ¥ CHCTEMBI aHAIH3a

PHCKOB

2) cucremoit s Pa3paboTKH MHOJUTHKH W meneit

M IOCTHXKCHHsS.  OTHX — mened s pyKoBojcTBa

U YIIpaBJIeHHUs opraHuzanuei IIPUMEHHUTEIBHO

K Ka4ecTBy

3) dacTBIO  cHCTEMBI Ka4yecTBa,  HaIlpaBJECHHOU

Ha TapaHTHIO TOTO, 4TO TpeGOBAHMS K KAYeCTBY GyIyT

BBITTOJTHEHBI

4) CpencTBOM NpPeoGpA3OBAHHS MONUTHKE B obnactu

Ka4qecTBa v CTpaTeruii B U3MepsIeMyIO IesSTeILHOCTh

5) Bce BBILIENEpEUHCIIEHHOS BEPHO

e, VK-1 KOHTPOJIb B TIIPOLIECCE ITPOU3BO/ICTBA
YK-2 HPEJICTABJISIET COBOM:

VK-3 1) HenpepriBHELA Mpomece HaGmONCHNS U perucTpanuu
OIIK-3 NapaMeTpoB O0BEKTa B CPaBHEHHH ¢ 3aJaHHBIMH
OIIK-5 KPUTEPUSIMH

OIIK-6 2) mpouenypy, peaiu3yeMyr0 Ha (apMaleBTHUECKOM
[IK-3 MPEATPUITHH JUIst BBIITOJTHECHHUS IIPOrpaMMBbI

MHKPOOHOJIOTHYECKOro MOHHUTOPHHIA IPOM3BOJICTRA,
KBaIM(UKAIIMH [IPOM3BOJICTRA, KOHTPOJISI BCEX CTaauii
TEXHOJIOTHYECKOTO nporiecca nabopaTopusiMu
IIPOM3BOJICTBEHHOTO  KOHTPOJSL  OTJENA KOHTPOJISI
KauecTsa

3) HayYHo 06OCHOBAHHE KOMIIJIEKC ~ JIeHCTBHA,
HEOOXOIMMEIN ISl IOJTYYEHHS! TOTOBOIO IIPOAYKTA
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4) TCXHOJIOTHYECKHH  TOKyMeHT JeHcTBYIONIEro
CEepUAHOro mpou3BoacTRa JIC
5) Bce BhIIENEpeUnCIeHHOE BEPHO.

45. VK-1 CUCTEMA OPT AHU3AILTMOHHBIX
VK-2 U TIPAKTUYECKUX MEPOITPUSITUN,
VK-3 HATIPABJIEHHBIX HA OBECIIEYEHUE
OIIK-3 HHOCTOSHHOI'O KOHTPOJIS CUCTEM
OIIK-5 KAYECTBA HA ITPOU3BOJICTBE, KAK ITPABUIJIO,
OIIK-6 IIYTEM [IPUBJIEYEHUS JUIA OTOro
ITK-3 PABOTHUKOB [IPEATIPUATHS; [TPOBOIUMBIN
CUJIAMU TIPEJTIIPUSI TS
CACTEMATUYECKUM, HE3ABUCUMBII
1 TOKYMEHTHPOBAHHBIN ITPOIIECC
OLIEHMBAHMS CTEIIEHU COOTBETCTBHUS
HPEIIIPUSITUS KPUTEPUSIM AYJIUTOPCKOH
ITPOBEPKU C ITOJIVYYEHUEM 3AKJIFOYEHU I
AYJIUTOPOB HA3BIBAETCS:
1) xouTpONIEM CaHHTAPHOTO COCTOSHHS IIPEIIPHATHS
2) caMOUMHCIIEKTIHEH
3) BXOIHBIM KOHTpOJIEM
4) Banupanueit MPOIECCOB
5) Bce BBIIENEpeUnCIeHHOE BEPHO
46. VK-1 HECOOTBETCTBHWEM SIBJISETCS: 4
YK-2 1) wapymenue tpeGoammit GMP u PEryIATOPHBIX
VK-3 OpraHos, KoTopoe MOXET IOTEHIUATIBHO
OIIK-3 WK (haKTHUeCKH ITIOCTaBUTh o1 yrpo3sy
OIIK-5 3 deKTUBHOCTS, 6e3omacHOCTD HJIH Ka9e€CTBO
OIIK-6 lpoussoaumoro JIIT wnm maer ochoBamme NpU3HATH
I1K-3 IIPOLECC HETIPUTOJHBIM
'2) HapylmleHWe CcHCTEMBI KauecTa WM YTIPaBJICHUS
iponeccamu, KOTopoe ¢ GOJIBIIOH BEPOSTHOCTHIO MOKET
TIPUBECTH K yXYAIIEHUIO TIOTPEOUTENLCKIX CBOMCTR
IPOAYKIUH
3) oTmenbHOe HecHcTeMaTHUECKOe ylymienue, omubka,
HENOYET B (DYHKIHOHHPOBAHHH CHCTEMbI KAuecTBA
HIH B TOKYMEHTALMK,  KOTOPBIE  MOTYT IIPUBECTH
K HEBBIIOJTHEHHIO 00s3aTebHbIX TpeGoBaHui
KIIPOAYKIMA WM K CHIKCHHIO  Pe3yibTaTMBHOCTH
GyHKIHOHMpPOBaHUS JJIeMEeHTa (coBokymHOCTH
3JICMEHTOB) CHCTEMBI KaYecTBa
4) Bce BBIIENEpEUNCIEHHOE BEPHO
47. VK-1 IIPABUJIA HAJIJIEXAIIEM
VK-2 [TPOM3BOJCTBEHHOM ITPAKTHUKH,
YK-3 SAKPEIUIEHHBIE PEIIIEHUEM COBETA
OI1K-3 EBPA3UICKON SKOHOMUYECKOI
OIIK-5 KOMUCCHH (EDK) OT 03.11.2016 No 77:
OIIK-6 1) oroBapuBator 3aKPBITBIA  IOJDKHOCTHOW TiepedeHs
I1K-3 OTBETCTBEHHBIX 38 CAMOHHCIIEKIIUIO JTHII

2) OroBapHBAIOT OTKPHITBIA JOKHOCTHOM HepeYeHb
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OTBETCTBEHHBIX 33 CAMOMHCIIEKITHIO JTHI]
3) HE OrOBapuBaIOT JOJDKHOCTHOM nepeveHp
OTBETCTBEHHBIX 33 CAMOMHCIIEKITHIO JIHI]

48. VK-1 AVTCOPCHUHI" — ATO:
YK-2 1) moGas nesrensroCTS, Ha KOTOPYIO
VK-3 pacipocrpansores npasuina GMP u KOTOpasi niepeiana
OIIK-3 APYTOMY IOPHIMYECKOMY JIHITY, TO €CTh OPraHM3aLHK
OIIK-5 2) opraHu3anMoOHHbIE U IIPAKTHYECKHE MEPOTIPUSTHSI,
OIIK-6 HalIpaBJICHHbIC HA 00ECIIeYEHHE TIOCTOSHHOTO KOHTPOJIst
ITK-3 CHCTCM Ka4eCTBa Ha IIPOM3BOJICTBE
3) napymerue tpeGosanuit GMP u PErYISATOPHEBIX
OPraHoB, KOTOPOE MOXKET MOTEHIHATBHO
WM (paKTHYECKH TIOCTABATE 110 yrpo3y
s dexruBHOCTS, GesonacHoCTs wiy Ka4ecTBO
npousBoumoro JIIT
4) Bce BBlENEpeUnCIICHHOE BEPHO
49, VK-1 AVTCOPCEP — DOTO:
VK-2 1) mobas OpraHu3anusi, KOTopas B3sja Ha cebs
VK-3 00s3aTeNBCTBA  (hapMAaLIeBTHYECKOTO TPEATIPUATHS
OIIK-3 10 peau3anuu JIESTENLHOCTH, Ha KOTOPYIO
OIIK-5 pacnpocTpasstorcs npasuina GMP
OIIK-6 2) mobas OpraHusanysi, KoTopas B3sUla Ha cebs
IK-3 o0si3aTenbCTBA  (hapMaleBTHYECKOro NPEANPUATHS
[0 MEPOMIPUATUAM,  HANPABIECHHBIM  HA 06eCIeueHUe
[IOCTOSTHHOT'O KOHTPOJIs CHCTEM KayecTBa
Ha IIPOU3BOJICTBE
3) moGas oprammsauus, KOTOpass B3sja Ha cebs
o0si3aTenbCTBA  (hapMALEBTHYECKOrO HIPEATIPHSITHS
110 TMKBHJAKMHE  yIpo3 3((eKTHBHOCTH, 6e30MacHOCTH
WK KauecTBa Mpou3BoquMoro JIIT
4) Bce BhIENEpEYHCIEHHOE BEPHO
50. YK-1 COI'JIACHO PEIIEHUIO COBETA E3K |3
VK-2 OT 03.11.2016 Ne 77 AYTCOPCHHT JOJDKEH BBITh
VK-3 ODOPMIJIEH:
OIIK-3 1) B popme yctHOTO JI0roBOpa
OIIK-5 2) Bdopme mHcEMeHHOrO JI0roBOpa ¢ HEKOTOPLIMHU
OIIK-6 U3 CYMECTBEHHBIX YCIIOBU
I1K-3 3) Boopme mHCBMeHHOTO JIOTOBOpa €O BCEMH
CYIIECTBEHHBIMH YCIOBHAMHU
4) BCe BBIIENEPEUHCIIEHHOE BEPHO
51 YK-1 HAVKA, U3YYAIOILIAS ITYTU BBEJIEHWS], 3
VK-2 BUOTPAHCOOPMAILIUIO, CBSI3b C BEJIKAMU
YK-3 KPOBHU, PACIIPEJIEJIEHUE U BBIBEJIEHUE
OIIK-3 JIEKAPCTBEHHBIX CPEJICTB:
OIIK-5 1) 6uodapmanus
OIIK-6 2) papmakoauHaMuKa
I1K-3

3) bapmakokuHeTuKa
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4) dapmakonorus
5) dapmanesTuyeckas TexHOTOr M

52. VK-1 OBJIAZIAIOT 100% BUOJOCTYITHOCTBIO:
YK-2 1) Tabnerku
YK-3 2) cuporsr
OIlK-3 3) Karncysr
OIIK-5 4) BHYTpHBEHHbIE HHBEKIHOHHbIE IIPerapaThl
OIIK-6 5) BaruHajbHBIE CYIIIO3UTOPUH
[K-3
53. YK-1 YBEJIMUUTH OAPMALIEBTUYECKYIO
VK-2 HOCTYIIHOCTBD TABJIETOK, COJIEPXAIINX
YK-3 TPYJTHOPACTBOPUMOE B BOJIE
OIIK-3 JIEKAPCTBEHHOE BEIIECTBO, BO3MOYXHO:
OIIK-5 1) Mukponusanueit cyOcTanum
OIIK-6 2) BBEJICHHEM ONITUMATEHOTO KOJIn4YecTBa
[IK-3 Pa3pBIXIUTENIEH
3) rpanynupoBanuem
4) nobasneHnem KOHCEPBAHTOB
5) nu3amenenuem 1IapaMeTPOB NMPECCOBAHMUS
54. YK-1 BUOJIOCTYITHOCTb JIEKAPCTBEHHBIX
YK-2 ITIPEITAPATOB OITPEJIEJISIIOT METOJIOM:
YK-3 1) bapmakokuneTnueckum
OIIK-3 2) poromerprueckum
OIIK-5 3) bapmaueBTHUecKIM
OIIK-6 4) TUTpOMETpHYeCKHM
TK-3 5) papmakoneitupiM
55. VK-1 AOKJIMHUYECKUE UCCJIEJOBAHUS
VK-2 ITPOBOJIAT:
YK-3 1) Ha KynBTYpe KieTok
OIIK-3 2) Ha 37I0POBBIX JIFOIAX
OIIK-5 3) Ha KHUBOTHBIX
OIIK-6 4) Ha GONBHBIX TIOIX B YCIIOBUSIX KIIMHHUKH
IK-3
56. VK-1 BTOPAS4 DA3A KJIIMHUYECKUX
YK-2 UCCJIETOBAHUM 3AKJTFOYAETCS:
YK-3 1)B ompenenennu amanazona TepameBTHUeCKHX 103
OIIK-3 JIEKapCTBEHHOTO IpernapaTa
OIIK-5 2) u3y4eHun nefcTBus JIEKapCTBEHHOTO CpeJcTBA B
I(I)IKH§-6 PasTMYHBIX  N03aX Yy 310POBBIX JOGPOBOJNBIER IS

OLICHKH IIEPEHOCUMOCTH IIpenapara

3) CpaBHHTENBHOM  HCCENOBAHUE JIEKapCTBEHHOTO
CPE/CTBA B YCTAHOBIICHHBIX TEPANEBTHYUECKHX 033X W
KOHKPETHBIX  JICKAPCTBEHHBIX  (hopMax, KOTOpoe
HOPOBOJAT 'y OONBIIOrO YHCHA GONBHEIX paszHoro
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BO3pacTa, BK/IIOYAas MAl[HEHTOB ¢ COIYTCTBYFOIAMH
3a00JIEBAHHSME;  BBISBICHUH B3aUMOJICHCTBUS ¢
APYTHUMH IpenapaTtaMmu

4) pacmipenun TIOKa3aHu i K HA3HAYEHHIO
JICKapCTBeHHOrO  1penapara, NpHOGPeTeHMH Bpayamu
ONBITA  €ro  WCHOJB30BAHKS, TO3UIIMOHUPOBAHUH
npenapara Ha papmaneBTHYECKOM PBIHKE

5) cbope u aHanuze COOOIEHHH 0 MOGOYHBIX apdexrax
JICKapCTBEHHOTO CPEZICTBA, €T0 GE30MACHOCTH

57 VK-1 TPETBS DA3A KIIMHUYECKUX
YK-2 VCCIIENOBAHMM BAKJTIOYAETCS:
YK-3 1) B onpenenenun nmanaszoma TEPANIeBTHYECKUX 103
OIIK-3 JIEKaPCTBEHHOTO Tpernapara
OIIK-5 2) m3yueHun rneiicTpus JICKapCTBEHHOI0 CpejicTBa B
OIIK-6 Pa3IIMYHBIX  103aX Yy 370POBBIX JOGPOBOJIBIER JULst
[K-3 OLCHKHU NEPEHOCHMOCTH Tpernapara
3) cbope u ananuse COODIMIEHNUH 0 MOGOYHBIX apdexrax
JICKapCTBEHHOTO CPEICTBA, €r0 6e30MaCHOCTH
4) pacuipenun NOKa3aHui K Ha3HAYEHUIO
JICKApCTBEHHOrO Ipenapara, MpPUOGPETeHUH BpayaMu
ONBITA  €r0  HCHOJIB30BAHHS, NO3HITHOHHPOBAHHH
TIpenapara Ha (papMaleBTHYeCKOM PhIHKe
5) CPaBHUTENBHOM  HCCNEOBAHMH JIEKAPCTBEHHOTO
CPCMICTBA B yCTAHOBNCHHBIX TEPANCBTUUYECKUX [03aX W
KOHKPETHBIX  JIEKAPCTBEHHBIX  (hopmax, KOTOpoOe
IIPOBOIAT y OOJNBIIOrO0 4YHCIAa GOIbHBIX pasHoro
BO3pacTa, BKJIIOYAS IIAl[HEHTOB C COIYTCTBYIOIIUMHU
3a00JICBAHHAME;  BBIIBJICHHH B3aMMOJCUCTBUS ¢
APYTHMH IperapaTaMu
58. VK-1 YKAXMUTE, IIOCJIE KAKOM ®A3EBI
YK-2 KIIMHUYECKUX UCCIIENOBAHUM
VK-3 [IPUHUMAIOT PEIIEHUE O PE[ WUCTPALIMU
OIK-3 JIEKAPCTBEHHOT'O ITPETTAPATA:
OIIK-5 1) mepBoit ¢passr;
OIIK-6 2) BTOPOIi (hasmr
TIK-3 3) Tpetbeii (azer
4) yeTBepTOH (askl
5) naToit daser
59. VK-1 YKAXUTE CIIELIU®GUYECKUE BUJIbI
YK-2 TOKCHUYHOCTHU:
YK-3 1)octpast,  momocrpas,  wm cyOXpoHHUecKasi,
OIIK-3 XPOHHYECKas TOKCHYHOCTh, MECTHOE pa3IpAKAIOIICe
OIIK-5 JieiicTBHE
gll;ﬂg'6 2) alepreHHoCTs, HMMMYHOTOKCHYHOCTB, MYTareHHOCTS,

KaHIEPOTCHHOCTh,  PENpOAYKTHBHAS TOKCHYHOCTB,
3MOPHOTOKCHYHOCTE
3) octpas TOKCHYHOCTB, HMMYHOTOKCHYHOCTB,
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MYTareHHOCTb, KaHIICPOr€HHOCTh
4) XPpOHHYECKas TOKCHUYHOCTh, MECTHOE pasapaxaroriee
HCﬁCTBHe, TCPAaTOreHHOCTb, MYTareHHOCTh

5) aliepreHHoCTS, UMMYHOTOKCHYHOCTD, ocTpast
TOKCHYHOCTH
60. VK-1 BUODKBUBAJIEHTHOCTE 2
YK-2 BOCITPOM3BEJIEHHBIX JIEKAPCTBEHHBIX
YK-3 ITIPETIAPATOB U3YYAIOT:
OIIK-3 1) B coorBercTBHY ¢ npouenypoi 6uoeiisepa
OIIK-5 2) Ha 370POBBIX JTHOISIX
OlK-6 3) B 9eTsIpe (assl B KiIMHHKAX
TIK-3 4) Ha KMBOTHBIX
5)Ha JosX, OOJIBHBIX COOTBETCTBYIOIUM
3aboneBaHeM
3.2.2 3ananus na COIocTaBJ/IeHHe
Neri/in Komneren 3ananue, BapUaHTEI OTBETOB ITpaBunbHELA
07078 JUISL COIIOCTABJICHUS BapUaHT
npoBepsie oTBeTa
MBbIE
JAHHBIM
3aJJaHuEM
1. VK-1 Comnocrasbre onpenenenns: 1-A
YK-2 2-Bb
VK-3 1.BapuabensrocTs B [peaeIax 0JHOro MOCTABIINKA
OIIK-3 2. BapuabenprocTs MEXIy pasHBIMH ITOCTABIIHKAMHU
OIIK-5
OIIK-6 A. BHyTpunsuBuayatsHas BapuabebHOCTh
IK-3 b. mexunmmBunyansuas BapuabebHOCTh
2 VK-1 Cootnecure onpenenenns: 1-b
VK-2 2-A
VK-3 I.HccneJJOBaHmI, IIPOBOZTMMBIE TIO €AMHON METOMHKE H
OIIK-3 nporpaMmme OTHOBPEMEHHO B HECKOJIBKHX
OIIK-5 YIpexaeHusx (Iiomankax HCCIIEI0OBAHUS).
OIIK-6 2. Tlpomecc 0606menus Pe3ynbTaToOB  pasauuHBIX
ITK-3 HCCICNOBaHME Ha oOImHY Temy ¢ MIPUMEHEHHEM
CHCHUATBHEIX IPONEAYP CUHTE3a NAHHDBIX,
A. Mera-ananus
B.MynbTaientpossie UCCIIeTI0BaHUS
3. VK-1 YcranoBure coorBeTcTBHS MEXIy METOJ0JIOTHYeCKUMH | 1-B
VK-2 SIBIICHUSIMU ¥ OTIPEJIECIICHUSIMU: 2-b
VK-3 3-A
OIIK-3 1. Ifeite GMP
OIIK-5 2. O6sekT GMP
OIIK-6 3. Ilpenmer GMP
I1K-3

A. I'apaHTHpOBaHHE BHICOKOTO KadecTBa
JICKapCTBCHHOTO npenapara (JII1) yepe3 OIICpPAIMOHHBII
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KOHTPOJIb COGIONIeH s hapMarieBTHICCKIMY
TPOU3BOIUTENAME CHENHATEHO Pa3paboTaHHEIX
IIPaBHUIL

B. ®ynnamenransuas unes obecrieueHus HaIeKAamero
kavectsa, adpexTuBHOCTH U GesonacHocTy JII] Juist
TIAlIKeHTa B TAKOM CEKTOPE II100aIbHOM S9KOHOMHKH,
KaKk (apmaneBTHYeCKOe IIPOM3BOICTBO

B. l'apanurus xavecrsa JIC 3aLIUTHI NAIHEHTOB

VK-1 YcranoBure COOTBETCTBHS MEXAY MNOHATHIMH w1 | | — b
VK-2 OTIpE/IEICHUSIMHU. 2-A
VK-3 1. Tapmonmn3anusg
OIIK-3 2. I'nobammsanus
OIlK-5
OIIK-6
I1K-3 A. ITponece MYJIbTUBEKTOPHOIH 9KCITAHCHH
HallHOHAJIIBHBIX  IPOU3BOUTENE JIEKapCTBEHHBIX
TIpENapaToB Ha BHEIIHUE (hapMarieBTHYECKHe PBIHKH
B.  Tlpomecc  mpupenenus OTACNBHBIX  TPABUIT
Haanexame! npous3BOACTBEHHOM NPaKTHKH K 00muM
IPHHIKAIAM MEXTYHAPOIHBIX KAHOHOB
VK-1 YcranoBute cootsercrBHs MEX1y wuepapxuyeckumu | 1 — B
VK-2 YPOBHAMH CHCTEMBI 3aKOHOZATENhCTBA 10 GMP B 2-A
VK-3 Poccuiickoii Denepanuu u BONpOCamu, Ha KOTOphIE OHM | 3 — I
OIIK-3 OTBEYAIOT. 4-b
OIIK-5
OIIK-6 1. Yro momxno 65T crenamo?
I1K-3 2. Kro rapanrupyer, uro 510 Oyner cienano?
3. K10 u kakue IIpaBuJIa NOJDKEH CoOmonaTs?
4. Kakxum 006pa3om cobimoaaTh npaBuia?
A. I'naBHBbI 3aK0H — Koncrurynus P®
b. Hucrpykmun MHHHCTEPCTB H BENOMCTB, TO €CTh
TIO/13aKOHHBIE HOPMATHBHO-TIPABOBBIE AKTHI
B. Hagsanmonambusie npasuiia B Pemenun Copera
EBpasmiickoii sxoHOMIYecKoii KoMuccum ot 03.11.2016
° 77
I'. ®enepansusie 3aKOHBI, B TOM ynciie Ne 61-d3 «O6
00paIeHHH JIeKapCTBEHHbIX CPEJICTBY
YK-1 YCTaHOBATE COOTBETCTBHS MEXy IIOHATHAMH CUCTEMBI | 1-E
VK-2 ®CK u ux comepsxanuem. 2-B
VK-3 3-I'
OIlK-3 1. KagecTBo 4-A
OIlK-5 2. Cucrema 5-b
OIIK-6 3. Cucrema xauecta 6-]11
IK-3 4. Obecrieuenue kauecrna

5. YipaBnenue xagecTrom
6. Otnen obecneyenms KadecTBa

AYacte  cucTembl Ka4ecTBa, HamlpaBlicHHAs Ha
TapaHTHIO TOTO, YTO TpeGoBaHMs K KavecTBy OyayT
BBIIIOJIHEHI




26

B.Yactes  cucrempr Ka4eCTBa, HampaBjeHHas Ha
BBITIOJIHEHUE TPEOOBAHUIT K KaYeCTBY

B.CoBokynrocTs B3aMMOCBSI3aHHBIX u
B3aMMOJICHCTBYIOIINX HJIEMEHTOR

I'Cucrema s Pa3paboTKH TNONUTHKH W menell u
AOCTIDKCHHS  3THX muenedf s pykoBoacTBa 1
YIPABJICHHsI OpraHU3aluelt IPUMEHUTEIHHO K Ka4yecTBy
. SIBnsercs HE3aBUCUMBIM CTPYKTYPHBIM
TIOZpasiCNCHUEM  NPEANPUSTAS W 0GECIICYHBACT
(yHKuHOHMpOBaHUE M Pa3sBUTHE CHCTEMBI OOecIIeYeH s
Ka4ecTBa B mpomsBoacTBe W konTpone JIC cormacHo
TpebOBaHUAM ITpaBun GMP EBpasuiickoro
dKOHOMHKYECKOro coro3a u 'OCT P UCO 9001:2015
E.Crenens coorBercrus COBOKYITHOCTH IIPHUCYILIHAX
XapaKTEePUCTUK TPeOOBAHUIM

VK-1 YcranoBute  coorBercTRHA MEXIy  NOHATHAMH | 1-A
YK-2 (KOPPEKTHPYIOIHE ACHCTBUA» W «IIpeaynpexaomue | 2-5
VK-3 JCHCTBUSI» M UX COMEpPIKAHHUEM.
OIlK-3
OIIK-5 1. Koppexrupyiomee neiicTaue
OIIK-6 2. lpenynpexnaromee nefictaue
ITK-3
A. JlelictBre, npeanpuHAMaeMoe Ul yCTpaHEHHS
IPUYHHBI 0OHAPY)KEHHOTO HECOOTBETCTBHUS M JIpyToii
HEWENATENBHOU cuTyauu
b. [leticteue, npemnmpuaumaemoe s yCTpaHEHHS
IPHYUHBI  TIOTCHUHAJIBHOTO  HECOOTBETCTBHS MM
ApPYro¥ NOTEHIHAILHO HEKeNaTelbHOMN CHUTyaluu,
BKIIOYAs  NOTEHIMANbHBIE NPUYMHBI I yXKe
BBIBJICHHBIX HECOOTBETCTBHIA
VK-1 YCTaHOBUTE COOTBETCTBHS MEXJy ompeneneHusMu # | 1-b
YK-2 TEPMHHAMH 2-B
VK-3
OIIK-3 1 lesirenbHOCTS, OCyIIecTBIIsIeEMas BBICIIIUM
OIIK-5 PYKOBOACTBOM OpraHu3alMd, Ui CHCTEMaTH4YeCcKOit
OIIK-6 OHCHKH  pE3yJITATHBHOCTH CHCTEMBI MEHEKMEHTA
I1K-3 Ka4yecTna.
2.Cutemaruyeckui, HE3aBUCHUMBIH
U JIOKyMEHTHUPOBaHHbIH TIpoIIECC TIOJTyYeHHMSI
CBUIICTEILCTB ayidTa U OOBEKTHBHOIO HX OIECHMBAHHS
CLeNbI0  YCTAaHOBJIEHHUS  CTENCHH  BBINOJHEHUS
cornacoBaHHbIX Kputepues ayauta (TOCT ISO 9000).
A. Aymar
B. Ananu3 npoueccos cucTeMbl KauecTBa
VK-1 YcranoBuTe CcooTBeTCTBHS MEeXIy TOHATHAMH U | 1-B
YK-2 OIpENIETICHUSIMH. 2-B
VK-3 3-A
OIIK-3 1. Texnuueckoe o6cimyxuBanue
OIlIK-5 2. Texnomoruueckoe 060pynoBanue
OIIK-6 3. Texnonoruyeckas ocHacTka
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IIK-3

A. Cpencraa TCXHONIOTHYECKOr0  OCHAINEHHS,
AONOJHSAIOUIME TEXHOIOTHYECKOe obopyznoBanue s
BBITIOJTHEHUS OIPENIETIEHHON YacTH TE€XHOJIOTHYECKOTO
mporecca

b. Omnepanuu no HOCpIKaHUIO  paboTOCIOCOGHOCTH
WM HCTIPaBHOCTH 06Opy0BaHus IIPH HMCIOJIB30BAHUH
00  Ha3HaYeHHIO, OXHIaHUH,  XpaHEHHH |
TPaHCIIOPTHPOBAHMH

B.  Cosokymuocts MallliH,  CTaHKOB, amnmapatos,
TIOTPY309HO-pa3rPy304HBIX  CpexcTs, CTEHJI0OB U
APYTOro,  NpeIHa3sHAaYeHHBIX s BBIIIOJTHEHHS
TEXHOJIOTHYECKHX TIPOLIECCOB

10

VK-1
VK-2
YK-3
OIIK-3
OIlIK-5
OIIK-6
I1K-3

YcranoBuTe cooTBETCTBEH MEXIY OIpeNe/IeHHEM U
TEPMUHOM:

1.Jlokymenr, CTaHAApPTU3UPYIOUHH KauecTBO JIC 100§
OIPENCTICHHBIM TOPTOBBIM HA3BAHHEM, IIpu sToMm Takoii
CTaHNapT  BKJIIOYAET:  TmepedeHs IIPHUMEHSIEMBIX
IPEANPUATHEM HOKazaTejell u METOI0B  KOHTpOJIS
kauectsa JIC; xomkpernyio TE€XHOJIOTHIO; CBENEHUs
00 sKcmepTuse U PETUCTpAIUH IIPOM3BOIUMOTO
Ha npeanpustuum JIC,

2. Ilepeuens HCIBITAaHUH, CCHUIOK HA aHAJIMTHYECKHE
METOIUKH U KpUTepHeB IIPUEMIIEMOCTH,
UPEACTABIIOWMX  co6oif  umcnoBKIE TPAHUIIBL,
HHTEPBaJIbI WM IpyTHe KpUTEpHH JUTSt
COOTBETCTBYIOIIUX UCITBITAHMUIL,

A.Cretuduxarms
b.®apmaxkoneitnas crartes NPEIIPUSITHS

1=
2-

b
A
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VK-1
VK-2
VK-3
OIlK-3
OIlIK-5
OIIK-6
I1K-3

YcranoBute cooTBeTcTBEH MEXy ONpeneeHue u
TEPMHHOM:

1.Ilepeuens MCIIBITAHUH, CCBUIOK Ha aHAIUTHYECKHE
METOAUKH U KpUTEpHEB IIPHEMJIEMOCTH,
NPEACTABIAIOMMX  cO0OM  YMCIOBEIE I'PaHHUIIbI,
HHTEPBAJIBI WJIH IpyTHE KpHTEpHH JUISt
COOTBETCTBYIOLIUX MCIILITAHMIL.

2. JeiicTBue, YAOCTOBEPAIOIEE ¥ NOATBEPKAAIOIIEE
AOKYMEHTAIbHO TOT (hakT, uTO obopynoBanue wu
TCXHUYCCKUE CPEICTBA MITH BCIIOMOTI'ATENBHBIE CHCTEME]
CMOHTHPOBAHBI  NOJDKHBIM  06pasom, IIPaBUIIBHO
yrxnponupyroT U IEHCTBUTEILHO IIPUBOJIAT
K OXKMJJTaeMBIM pe3yJsibTaTam.

3.JlokyMeHTanBbHO odopMIIeHHBIE JEUCTBUS, Jarornme
BBICOKYIO CTENECHb YBEPEHHOCTH B TOM, YTO METOIUKa,
ponece,  obopynosanme, MaTepuai,  omepamus
WK CHCTEMa COOTBETCTBYIOT 3aJaHHbBIM TpeboBaHMIM
M MX UCTIOIb30BaHHE OyNeT MOCTOSHHO IIPUBOIUTE
K pe3ynbrartam, COOTBETCTBYIOLIHM 3apaHee
YCTAHOBJICHHBIM KPUTEPHSIM IIPHEMJIEMOCTH.
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A Kpaimupuxanus
B.Crenuduxanus
B.Banunarus

12 YK-1 YcTaHOBHTE COOTBETCTRIS MEXy TIOHITHSIMH CHCTeMbI | 1-B
VK-2 YIPaBICHUS  JJOKyMEHTAIHeH OPpENnpusaTdss u wux | 2-E
VK-3 CoJIep>KaHueEM,

OIIK-3

OIIK-5 1. IpaBunsHoe oopmieHye TOKyMeHTaMH

OIIK-6 2. AXTyamsanus

ITK-3
A. Hamexamee AOKYMEHTAJIbHOE O(OpMIICHHE
AOKYMEHTOB, peycMOTpeHHBIX [IpaBumamu GMP
EBpasuiickoro skonommueckoro cor3a
b. Tponecc nonnepsxamus MIOKYMEHTOB B pabouem
COCTOSIHUH IyTeM IPOBENEHHMS HX aHAIH3a 110 psany
TIapamMeTpoB: COOTBETCTBHE TPeGOBaHMAM HOPMAaTHUBHO-
HPaBOBBIX aKTOB, HCIIOJIb30BAHHE TOUHEIX IOHSATHH,
AOCTaTOYHOCT M KOPPEKTHOCTH ONUCAHMS nporecca u
T.JI.

13 VK-1 YcranoBute cootBercTBHS MEXIy IOHATHSIMHU CHUCTEMEI | 1-B
YK-2 BaJIMIAIMH ¥ UX COZIepIKaHHEM. 2-A
VK-3 3-B
OIIK-3 1. Banunanus 4-r
OIIK-5 2. lens Bamupanum
OIIK-6 3. ITpouecc
I1K-3 4. PeBanunanus

A. JlokymeHTansHo ITOATBEPJIUTH, YTO KaKasg-THOO
METOIHKa, Mporece, 060pyA0BaHue, NeATENbHOCTD WK
CHCTEMA NCHCTBUTENBHO HPUBOIAT K OIKHIACMBIM
pe3yibTatam

b. Ycranosnenne 38[J0KYMEHTUPOBAHHBIX
CBHZCTEIILCTB, 00ECHIETMBAIOINX BRICOKYIO CTEIIEHE
YBEPEHHOCTH B TOM, YTO B Pe3yJIbTaTe KOHKPETHOTO
Tpouecca OyJeT IOCTOSHHO IPOU3BOUTHCS IIPOAYKT,
COOTBETCTBYIOIIMH 3apaHee ONpe e IeHHBIM
cnenuukamsv u atpubyTam KauecTsa

B. CoBokynHocTs B3anmocss3anubIx 1
B3aHMOICHCTBYIOLIMX BUJIOB JIEATEIBHOCTH,
peoOpasyronast BXOIBI ¥ BEIXOJIBI

I'. IToBTOpHas Bamunanus mis TapaHTHU TOTO, YTO
TIPOLIECCHI ¥ NPONEYPBI OCTAIOTCS IPUTOAHBIMHE TS
AOCTHXXCHHUS ONIPEAECIEHHBIX PE3yIIbTATOB

14 YK-1 ConocraBbTe onpenenenus u TEPMUHEL: I-b
VK-2 2-A
VK-3 l.Pasnen  (apmanesruueckoii HayKd,  KOTOpGEIi | 3-B
OIIK-3 U3y4aeT3aBHCUMOCTD JeicTBus JIIT oT
OIIK-5 (hapmaneBTHYECKHX,  GHONOrHUECKHX U JOpyrux
OIIK-6 (akTopos, BJIMSIFOIINX Ha TEpPaneBTHYECKYIO
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ITK-3

s¢pdexruBrOCTS

2.Yacts  nekapcrBeHHOrO CpeAcTBa,  JOCTHrIIAs
CHCTEMHOI0 KPOBOTOKA pu IEPOpPATHLHOM,
BHYTPUMBIIICYHOM, HHTATAMHOHHOM M JAPYTUX MyTIX
BBEICHHUS

3. TIlpomuecc nocrymnenuss JIII w3  cucremHoro
KpOBOTOKA B

Pa3IMYHBIE OpraHkbl U TKAaHH

A. Bronocrynrocts
b. Buodapmarus
B. Pacnipenenenne

15

YK-1
VK-2
YK-3
OIlK-3
OIIK-5
OIIK-6
HK-3

YcranoBute cootBercTBIS MEXIY MOHITUIMHU CHCTEMBI
KOHTPOIISL  KauecTBa TOTOBOW NpOAYKIMH U  mx
COJIEPIKAHUEM.

1. ToToBsuit mpoykT

2. KagecTBo roToBoro IIPOIYKTA

3. KoHTpous kadecTBa rotoBoro IIPOJTYKTa

4. Ilenb KOHTpOIS KauecTBa TOTOBOM NPOIYKIMH

A. CoBOKynHOCTE IIPH3HAKOB, OIPEAEISIONINX
CBOMCTBO IOTOBOIA NIPOYKIUH, €TO COOTBETCTBHE
NPEHA3HAYCHHOMY IIPUMEHEHHUIO ¥ OCHOBHBIM
HapaMeTpam TeXHOIOIUYECKOro porecea,
BKJIFOYCHHBIM B PEIUCTPALMOHHOE JJOChE

B. He nomyctuts k nenons3oanmo wm peanu3anuu
TIIPONYKIIHIO, HE yAOBJIETBOPSIONIYIO TPeGOBAHMIM
PETUCTPALIMOHHOIO TOChe

B. Ilpoxyxuus, npormeymas sce NI0CTIeTOBATE IbHBIE
CTalMH TEXHOJOTHYECKOT0 MPoLecca, BKITFOYast
OKOHYATC/IbHYIO YIAKOBKY H MAPKHPOBKY

I'. ITonnbIit KORTPOIIH 110 Beem IoKa3aTessam,
HEPEIUCTICHHBIM B (hapMakomneiHoii craThe Ha
JICKapcTBeHHOE cpenctso (JIC) mpeanmpustus,
TIPOBOJAIIMICS B TabopaTopusx oTaena KOHTPOJIsSt
Ka9ecTba [10Cyie 3aBeplieHus yrakoBku cepuu JIC u
oTbopa 1pobE!

1-B
2-A
3T
4-B

16

YK-1
VK-2
VK-3
OIIK-3
OIIK-5
OIIK-6
IK-3

YCTaHOBHTE  COOTBETCTBHE MeXay  pynxumeit
(Ha3HAYeHWEM) BCIIOMOTrATEIBHBIX BEIECTB H ee
Ha3BaHHUEM:

LIlonyuenne  ompenenenHol  macchr TabeTky.
Ormpenensior TexHoNMOrMUeCKHe CBOMCTBA Maccel sl
TabeTupoBanus/ KaICyJIMpOBaHUs

2.Ynyqmmenne npeccyemoctw, YBEIMYEHUE TPOYHOCTH
JICKapCTBEHHBIX  (opM.  3amoiHsis — MeXYacTHUHOE
TPOCTPAHCTBO,  OHM  YBENMYHBAIOT  KOHTAKTHYIO
TIOBEPXHOCTh YaCTHIl M KOTE3HOHHYIO CIIOCOGHOCTD

A. Cssizyromue (ckaeuBaromue)




30

b. Hanonuurenu (pasbaBuremnm)

17 VK-1 YcranoBure  cooTBercTBHS MEXIy  noHstusmu | 1-B
YK-2 ayTCOPCHHI'OBOM AESATEIFHOCTH M HX CoZepIKaHuEM 2-A
VK-3 3-b
OIIK-3 1.Ayrcopcunr 4-]1
OIIK-5 2.Aytcopcep 5-I
OIIK-6 3.3akazunk
I1K-3 4.Cornamenwue 06 ayTCOPCHHTE

5.Hens 3axmouenns cornamenus
A. Jhio6as OpraHu3alMs, KOTOpas B3sUIa Ha cebs
00s13aTeNbCTBA  (hapMaLeBTHYECKOro OPEANPUATHS 110
peanuzanuu JCATEILHOCTH, Ha KOTOPYIO
pactpoctpanstores [Ipasuna GMP
B. ®apmanesruueckoe IpepusATHE, KOTOPOE IepeaeT
dYTCOPCepY  BBIONHEHHME CBOMX O0S3aTeIbCTB IO
peanuzanuu JIEATEIILHOCTH, Ha KOTOPYIO
pacnpocrpanstores [Ipasuna GMP
B. JIro6as JESITeIbHOCTD, Ha KOTOPYIO
pacnpoctpanstores [Ipasuna GMP u KOTOpas nepeaHa
APYrOMY IOPHIAHNYECKOMY JIHILY, TO €CTh OpraHu3anuu
Onpenenennocts, cormacoBanroCTE U KOHTpOJIb
dYTCOPCHHIOBOH ~ JeSTENBHOCTH  BO  m3Gexanue
Pa3HOUTEHUIA, CHOCOOHBIX PUBECTH K
HCYNIOBIICTBOPUTEILHOMY ~ KadecTBy OPONYKIHH MM
BBIIIOJIHAEMBIX paboT
. IluceMennas AOroBOpHas (opma JABYCTOpOHHEH
JOrOBOPEHHOCTH 06 HCIIOJIHEHUHU B3aUMHBIX
00s13aTeNIbeTB

18 VK-1 CootHecure onpenenenns u TE€PMUHBI: 1-A
YK-2 2-b
YK-3 l.Hayuno  o6ocuoBanHEbI KOMILIEKC — pecTBui, | 3-B
OIIK-3 HEOOXOIMMBIiA ISl Oy YEeHHs TOTOBOIO IIPOAyKTa
OIIK-5 2.3BeHO  TeXHOIOrMYeCKoOro npouecca, IOJydYeHHe
OIIK-6 IPOMEIKYTOYHOTO IPOIYKTA (momymposykra)

I1K-3 3.TexHomornyeckuis JIOKYMEHT JeHCTBYIOIIErO
CepHIHHOro mpouspozacTea JIC
A.TexHonornyeckuit porece
b. Cragus IIPOU3BOJICTBA
B.Ilpombmuiennsiit pernament

19 VK-1 YcranoBuTe COOTBETCTBHE BemecTsa ¢ ero [PYTIIIO: 1-B
YK-2 2-b
VK-3 1. Harpus ruppokap6onar 3-A
OIlK-3 2. MuKpoKpeuTanmdeckas mesmoosa
OIIK-5 3.Marnus creapar
OIIK-6
I1K-3 A. TlpenoTBpamenye Hanumanus Macehs Ha IIyaHCOHBI

b. Hatnonaurens
B. Jlesunrerpant
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20 VK-1 YcranoBuTE COOTBETCTRHE BELIECTBA C €T0 IPYIIIIOH: 1-A
VK-2 2-b
VK-3 1. Tanpk 3-B
OIIK-3 3. Kap6oHnar kajnbmus
OIIK-5 4. Honumerakpuinosas kuciota
OIIK-6
I1K-3 A. Cxonb3siue
b. Hanonuurens
B. ITnenoynoe MTOKPBITHE
3.2.3. 3aganns na rononHenne
Ne n/m | Kommerennun 3aanne Ha ycTaHOBICHHE JOIIOJTHEHHUSI ITpaBunsHEIi
MpOBEpsIEMBIE (Bompoc — momonuwure. .. J) BapHaHT OTBETA
JIAaHHBIM
3aJlaHHeM
1. | VK-1 Buonoruueckas AOCTYIHOCTE | CHCTEMHBIN KPOBOTOK
YK-2 ONPENCTHIETCS.  CTENEeHBIO, B KOTOPOM
YK-3 JCKapCTBEHHOE  BEUIECTBO  BCACKIBACTCS
OIIK-3 B » H CKOPOCTHIO, ¢ KOTOPOH
OIIK-5 IIPOMCXOIAT BCAChIBAHUE M HIMMHHALIHSL.
OIIK-6
I1K-3
2. VK-1 J(Ba  OCHOBHEIX MeTona onpeneneHus | GapmMakoaMHAMHYECK
VK-2 GuonocrynHocTH: U uif 31
VK-3 . dapmaxokunernuecku
OIlK-3 %
OIIK-5
OIIK-6
I1K-3
3. VK-1 B xauectBe cramnmapruoit $opmbl  1Ipu | pacTBop s
VK-2 ONpEIeIIEHUN abCOIOTHO} | BHYTPHBEHHOTO
YK-3 bronocrynHoCTH BBCACHHS
OIIK-3 NPUMEHSETCS , 4YTO Haer
OIIK-5 Haubosiee YeTKHE pe3ysIbTaThl, TaK KAk Bes
OIIK-6 A03a JIEKApCTBEHHOI'0 BEIIECTBA B HTOM
I1K-3 ClIydae TMoOCTynaeT B OOJBLION Kpyr
KpoBooOpalneHus.
4, VK-1 Bruodapmaneptrueckas pacTBOpuMoOCTh | 250 M
VK-2 ONPENCIACTCS KaK pacTBOPHMOCTH JI03BI
VK-3 JICKAPCTBCHHOTO ~ BEINECTBA B MI
OIIK-3 BOJHO# cpesl mpu pH 1,0- 6,8.
OIIK-5
OIIK-6
I1K-3
5. VK-1 Hporunaemocts ompenensercs cremennio abcopbumu
YK-2 dapmanesTrueckoit cyOcTaHIuy.
VK-3
OIlK-3

OIIK-5
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OIIK-6
ITK-3
6. VK-1 BroskBuBantenTHEIC JICKapCTBEHHbIE | OMHAKOBYIO
VK-2 cpeacTsa HMEIOT
YK-3 OuoocTymHOCTS
OIIK-3
OIIK-5
OIIK-6
I1K-3
7 VK-1 st TabJeTok TECT | KMIIEYHOPACTBOPHMBI
VK-2 «PacTBOopenuey IIPOBOAAT B JABE CTaauu: | X
VK-3 cramus I - kuenormas (0,1 M pacTBop
OIIK-3 XJIOPUCTO-BOMOPOJHOM KHCIIOTEI), CTamus
OIIK-5 IT - menoynas (bocdarnbrii  Gydeprsbiit
OIIK-6 pactBop ¢ pH 6,8)
I1K-3
8. YK-1 OGbem cpens pactBopenus s anmaparos | 900 mu
' VK-2 «Bpallalomascss KOP3WHKA» U «JIONACTHAS
VK-3 MEIIanKay, €CIM HeT APYruX yKaszaHuil B
OIIK-3 (apmaxoneitnoit cTarke, 00BIYHO
OIIK-5 COCTaB/ISeT ML
OIIK-6
I1K-3
9. VK-1 K tumam Ttecrepos PacTBOPEHUS VIS | «BPaAIAOIIAsACS
YK-2 TBEPABIX MO3MPOBaHHBIX (OPM OTHOCHT KOp3HHKa
VK-3 TECTEPBl  THIIA ,  «IonacTHas
OIIK-3 MEIIanKa» | «IIpOTOYHAs SUEHKay.
OIIK-5
OIIK-6
I1K-3
10. YK-1 Ha oramax paspaGorku s OLEeHKH | Jluanu3z yepes
YK-2 BIMSHHUS  (hapMarieBTHYECKUX (baxropos NOTYTIPOHHUIIAEM VIO
VK-3 (BCIIOMOTATENBHBIX  BEIIECTB, OCHOBBI W MeMOpaHy (nuanms mo
OIlIK-3 Ap.) HPOBOJAT CPAaBHHUTENHHOE usyuenue | KpyBunnckomy).
OIIK-5 npopuIel BBICBOGOXKICHHUS. Jlis  storo
OIIK-6 HCTIONB3YIOT
I1K-3
11. VK-1 Iox byHKIHOHATBEHEIMU
YK-2 JIEKapCTBEHHOI'O CBOMCTBaMH
VK-3 [Ipenapara cieayer NOHUMaTh T€ CBOMCTBA
OIlK-3 TOTOBOH JIeKapCTBEHHOM (GOPMBI, KOTOpBIE
OIIK-5 obecneunBaroT IIPULIETBHOE u
OIIK-6 CBOCBPEMEHHOE BBICBOOOXKJICHHE HYKHOI'O
I1K-3 KOJIMYECTBA JICKAPCTBEHHOI'O BEIIECTBA M
HIOCJICAYIOIYI0O  ero  abcopOuuIo s
AOCTHXKEHUS ONTHUMATBHOIO NPOo(HIS ero
GesomacHOCTH ¥ 3 dHeKTHBHOCTH.
12. VK-1 , Kak rpynna | Hammonaurenu
VK-2 BCIIOMOTATe/IbHBIX BELIECTB, ONPEEIISIOT
YK-3 TEXHOJIOTHYECKHE CBOMCTBA Macchl JyIs
OIIK-3 TablIeTUpOBaHUS  mpu  paspaGoTke  u
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OIIK-5
OIIK-6
I1K-3

TIPOU3BOLCTBE TBEPABIX JIEKAPCTBEHHDIX
¢bopm.

13.

VK-1
YK-2
VK-3
OIlK-3
OIIK-5
OIIK-6
I1K-3

YIIy4IIaoT
IpeCCyeMOCTh,  yBETHYHBAIOT IPOYHOCTS
JICKapCTBEHHON (HOpMBL.

Cesyromue
(cxnenBarontme)

14,

VK-1
YK-2
VK-3
OIIK-3
OIIK-5
OITK-6
I1K-3

3a Mexanuyeckoe pa3pyuieHue Tabiaerku B
JKMIKOH Cpeze oTBeyaroT

Paszpeiximresnn
(mesunTerpanTe)

15.

VK-1
YK-2
VK-3
OIIK-3
OIlK-5
OIIK-6
I1K-3

00JIeryaroT  BRITANKHBAaHKE
TaGJIETKH U3 MaTPHIIBL.

CmMassiBaromue

16.

VK-1
VK-2
VK-3
OIlK-3
OIlIK-5
OIIK-6
ITK-3

Pesop6tusroe neiicTBHE JIEKapCTBEHHBIX
BCIIECTB 3aKIIIOYAETCS B BO3NCHCTBHH Ha
P dyskmmit  Tkamed m  kietok
_____OpraHmsma

BCE€rO

17.

YK-1
VK-2
VK-3
OIIK-3
OIIK-5
OIIK-6
I1K-3

Temueparypa cpeust pacTBOpeHHsA  juIs
aHanu3a TabJIeTOK COCTaBIsIeT

37+0,5 °C

18.

YK-1
VK-2
YK-3
OIIK-3
OIIK-5
OIIK-6
IK-3

Temneparypa cpempr pacTBOpeHus uist
AHalW3a  CYNIO3UTOPHEB  COCTABISET

37£0,5 °C

19.

VK-1
VK-2
YK-3
OIIK-3
OIIK-5

[Mpouenypy «buoseiisepy VISt
Ta0lIeTHPBOAHHBIX (OpM HCIIOJIB3YIOT ISl
IIPOBEICHHS  CPaBHHUTEIHLHOI'O TecTa
KMHETHKH

pacTBopeHus JIEKAPCTBEHHBI

BOCIIPOU3BEICHHBIX
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OIIK-6
IIK-3

X IIpenaparon

20.

VK-1
VK-2
YK-3
OIIK-3
OIIK-5
OIIK-6
I1K-3

Cpox neiictus HCKIIFOYMTEIIBHBIX IIpaB Ha | 20
u300peTeHre cocrapiser JE€T ¢ JaThl
IIO/1a4H 389BKH.

3.2.4. 3ananus ¢ Pa3sBepHYTHIM 0TBeTOM.

Ne Komnerenn Bonpoc orkpsrroro IpaBunbHEI BapuanT oteeTa
um, TUIIA
IpoBepsieM
bI€ JaHHBIM
3aJaHuEeM
1. | VK-1 Kakue sransr B ¢papmanesTayeckoii pa3paboTke MOKHO
YK-2 BBIIEISIOT B BBIICITUTH HECKOJIBKO ATAIIOB:
YK-3 (bapmanesrryecko Ipennpoexrroe u3yuenue
OIlK-3 # pazpaborke? Pa3pa6orka PELENTYPEI U TEXHOJIOTHH
OIIK-5 TIPOM3BOJICTBA JIEKAPCTBEHHOMU (hOPMBI
OIIK-6 IIpoussoncTeo 06pasnos mms kimMHIYeCKHK
I1K-3 HCIBITaHUH
PaspaGorka u MacIuTabupoOBaHUe TeXHOJIOTHH
UPOM3BOJICTRA
Pa3spaboTka anamnTrueckux METOJIOB KOHTPOJIS
2. VK-1 Ha uto Hanpagnen Hepsenit stan papmanesTHdeckoi paspaboTku
VK-2 HEPBBIN dTar HAIpaBJIeH HAa U3yYEeHHE (PUBHKO-XUMHUIECKHX
VK-3 hapmanestiuecko | cpoiicTs (apmanesTHueckux cyOcraHimii u
OIIK-3 i pa3pabotku? BCIIOMOTaTeNbHBIX BEIIECTB /ISl ONPEIeIeH s
OIIK-5 KPUTHYECKUX XapaKTEPUCTUK MCXOHBIX
OIIK-6 MaTepHanoB, KOTOpbIE MOTYT HOBJIHATH HA
IIK-3 Ka4eCTBO MPOAYKTOB.
3. VK-1 Yro onpenensitor Ha atamne paspaGorku PeLEnTyphl U TEXHOJIOTHH
VK-2 Ha JTamne TIPOU3BOJICTBA JIEKAPCTBEHHO# (hOPMBI OTIpeessoT
VK-3 paspaboTku COBMECTHUMOCTE CyOCTaHIMM U BCIIOMOIraTe IbHEIX
OIIK-3 penenTypsl u BEIIECTB, KPHTHYECKHE NTapaMeTphI
OIlIK-5 TEXHOJIOTHH TIOJIYIPOAYKTOB ¥ TEXHOJIOTHYECKOTO TIporiecca, a
OIlK-6 IIPOM3BOJICTBA TAKOKE OTKIOHEHHUSI OT ITHX I1APAMETPOB, B
I1K-3 JICKapCTBEHHOH IIpEACIaxX KOTOPHIX Ka4eCTBO rOTOBOIO IPOJYyKTa,
bopme1? BKJIIOYas €ro CTabuIIbHOCTS, 6yIeT CUMTaThCs!
IPHEMIIEMBIM.
4. YK-1 Yro sBnsercs Honxon cranupoBannoro xagecrsa (Quality by
YK-2 OCHOBHOI 11€J1bI0 Design - QbD) craBuT cBoeii n1emBI0 co3aHue
YK-3 KOHUEIIHH YCTOHYHMBBIX NIPOLIECCOB MIPOU3BOJICTBA,
OIIK-3 CIUITAHUPOBAHHOIO | 0OeCIIeYUBAIOIIHX II0JIyYeHHE TallMeHTAMHU
OIIK-5 KayecTna, CTabGHIIBHOTO 1IENEBOTO IPOJYKTa (JIEKapCTBEHHOTO
OIIK-6 IPHUMEHSIEMOT0 B Ipenapara) 3a C4eT CO3JaHus IIPOEKTHPYEMOTO
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I1K-3 (bapmanepTrHuecko TIOJIA1, 33[1aI0IETO AOIYCTUMYIO 061acTh
i orpaciu? BapHabeNbHOCTH, B IIpesenax KOTOpO# BIIUsIHHE
BapuaIuii XapaKTepUCTUK BXOTHBIX MaTepHaIOB Ha
KOHEYHBIH Pe3yNIbTaT IPOU3BOICTBA He3HAUMMEL,
VK-1 Yro otHOCHTCS K Wcrounnku Bapuabensnocu JEKapCTBEHHOIO
VK-2 HUCTOYHHUKAM [Ipernapara NpUMEHHUTELHO K €10
VK-3 BapuabenbHOCTH (apmanesTryeckoit paspaboTke:
OIIK-3 JICKapCTBEHHOTO -aKTUBHas (papMaleBTHUYECKas cyOcranmus,
OIIK-5 npenapara BCIIOMOTaTeNIbHbIE BEIIECTRA;
OIIK-6 TIPUMCHHUTENLHO K | -IlapaMeTpbl nponecca Mpou3BOACTBA;
I1K-3 €ero -(pu3uKo-xuMHYecKHe cBOMCTRA aKTHBHOI
bapmanesTruecko bapmanesTrueckoii cybcTaHmy 1
1 pa3paborke? BCIIOMOIaTeJIbHBIX BEIECTB;
-KOIIe0aHus TapaMeTpoB mponecca IIPOM3BOACTBA,
a TaKXKe CII0KHOE B3aUMOJICHCTRHE IapamMeTpoB
TMPOU3BOJICTBA U XapaKTEPHUCTUK HCTIOIIb3yEMbIX
BXOJIHBIX MaTePHAIIOB M IPOMEKYTOYHBIX
IPOAYKTOB.
VK-1 Yro mouumaercs Hox ¢pynxuuonansueiMu ceoficTsamu
VK-2 ooz JICKapCTBEHHOTO npenapata (formulation
VK-3 GyHKIHORATBHEM performance) cnexyer morumars Te CBOICTBa
OIIK-3 U CBOMCTBaMu TOTOBOH JIEKAPCTBEHHOM hopMBL, KOTOpEIE
OIIK-5 JIEKapCTBEHHOTO 00ecneurnBaOT NpHUIETbHOE 1 CBOEBPEMEHHOE
OIIK-6 npenapara? BBICBOOOXKJICHHE HY)KHOTO KOJHYIECTBA
I1K-3 JICKapCTBEHHOI'O BEIECTBA U TOCIETYIOIIYIO €ro
alCcopOLMIO NS TOCTUIKEH S OUTUMATBEHOIO
npodus ero 6e3omacHocTH U sppexTuBHOCTH.
Takum o6pazom, formulation performance cunraror
CHHOHUMOM TepMHHA «OHO(papManeBTHYECKHE
XapaKTCPUCTUKH» JICKAPCTBEHHOIO Mpenapara.
VK-1 ITepeunciure OcHoBHEIE IpUUMHE! BapuabensHOCTH
VK-2 OCHOBHEIE BCIIOMOTaTEJIbHBIX BELIECTB:
YK-3 MPUYHHBI - BapHabeIbHOCTh HCTOYHHUKOB CBIPbA, BKJIFOYast
OIIK-3 BapuabeIbHOCTH BAPHALIMIO OKPYIKAFOIIUX YCIIOBHIA;
OIlIK-5 BCTIOMOTaTeNbHBIX | - BapHaGeabHOCT, NPUBHOCUMAS IIPH
OIIK-6 BEIIIECTB. IIPOMBIIIIEHHOM 00paboTKe BCIIOMOraTeIbHbIX
I1K-3 BEILECTB.
VK-1 Kaxue Busn1 Buner BapuabensrnocTu:
YK-2 BapuabenbHOCTH -B IIpe/iejiaX OJJHOIO IIOCTABIIHKA
VK-3 BCIIOMOTATENbHBIX | (BHYTPHUHIMBHyATbHAS BapuaOeIbHOCTS);
OIIK-3 BEIIECTB -MEXIY pasHBIMU MOCTABINUKAMHM
OIIK-5 BBIJIEJISIOT? (MeXHHIUBHTYaTbHAS BapHabebHOCTD).
OIIK-6
I1K-3
YK-1 Yro nonumaercs Hox npoextupyemev nosem noruMaror
VK-2 noj HCKOTOPOE ONTUMAIbHOE COYETAHUE THANIA30HA
VK-3 IIPOEKTUPYEMBIM TIokasaTeNel Ka4ecTBa BXOHBIX MATEPHATIOB U
OIIK-3 II0JIEM B TEXHOJIOTHYECKHX YCIIOBHM, TO3BOJISIOMKX HA
OIIK-5 (apmaneBTHYecko | mocTOSHHOI OCHOBE I10JTy4aTh JIEKAPCTBEHHEIE
OIIK-6 # pa3pabotke? HpenapaTsl TpeOyeMoro KayecTsa.
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IK-3 7
10. VK-1 Yro oTHOCHTCS K K ocHOBHBIM KOMMOHEHTaM JICKapCTBEHHOIO
YK-2 OCHOBHBIM TpeTapata OTHOCSTCS JIEKAPCTBEHHOE CPEICTBO H
VK-3 KOMIIOHEHTAM BCIIOMOTaTEIbHBIE BEIECTBA.
OIIK-3 JIEKaAPCTBEHHOTO
OIIK-5 npenapara?
OIIK-6
I1K-3
11. VK-1 Ot xakux Bri6op Texnomormueckux IpoueccoB Gyaer
YK-2 IPCUMYIIECTBEHHO | 3aBHUCETH OT MHOTHX $bakTopos: or co6eTBEHHO
VK-3 ¢baxropos Gyner JIEKapCTBEHHON (POPMBI, (PUMKO-XUMHYECKIX
OIIK-3 3aBHCETh BEIOOp CBOMCTB JIEKAPCTBEHHBIX U BCIIOMOIaTeIbHbIX
OIIK-5 TEXHOJIOTHYECKUX | BEImecTs.
OIIK-6 IIpoLeccoB?
I1K-3
12, VK-1 Kak BeisBisrores Kpurtnyeckue XapaKTEePUCTUKH COCTaBa U
YK-2 KPUTHYECKHE 11apaMeTphI POLEcca BIABIISIOTCS Yepes OLICHKY
YK-3 XapaKTEPUCTHKH CTCHCHH BIIMSHUS UX H3MEHEHUH Ha KA4YECTRO
OIIK-3 cocraBa u JIEKapCTBEHHOTO IIPENapara, T.e. OIleHHBACTCS
OIIK-5 rapameTpel CTCIICHb BIMSHHUS KPUTHYECKUX U3MEHEHHH B
OIIK-6 npouecca? PELCITYPE ¥ TEXHOJIOTHH IIPOU3BOICTBA.
I1K-3
13. VK-1 Yrto monumaercs Hawnxymmmii cryyait — sto OTIpeieIIEHHbIE
VK-2 IIOJT ITOJTXO/IOM CTaHNIAPTHBIMH ONIEPALHOHHBIMH TIPOIIElypaMH
YK-3 «HAUXYIIIEro YCIIOBHS HITM KOMIUIEKC YCIIOBHH, OTHOCSIHECS K
OIIK-3 Clly4ast» npu BCPXHHUM U HWXKHHM IIPEENIbHBIM 3HAYCHUSM
OIIK-5 OIICHKE CTENEeHU pabounx mapameTpoB mponecca U CBSI3AHHLIM ¢
OIIK-6 BITUSTHUS HUMH (aKTopaM, KOTOpkle 06yCIOBIHBAIOT
I1K-3 KPUTHYECKHUX HaHOOJIBLIYIO BEPOSTHOCTH MOSBJICHHS cGOs B
U3MEHEHHH B Tporiecce uimi 6paka B MPOJyKTe 110 CPABHEHHIO ¢
peuentype u HJeaIbHBIMH YCIOBHSIMH,
TEXHOJIOTHH
IIPOM3BOJICTBA?
14. VYK-1 Yro nexur B Heob6xomumo J0Ka3aTk, 410 060pyI0BaHue,
YK-2 OCHOBE KOTOpOe Oy/IET HCTIOB30BATHCS IS MIPOM3BOJICTBA
YK-3 Jl0Ka3aTenbCTBa JIEKapCTBEHHOTO Tpenapara, 6yIeT UMeTh
OIIK-3 IPUTOJHOCTH TONXOIAIYIO I 3TOTO KOHCTPYKIIHIO, pa3Mep H
OIK-5 obopynoBanus OyHeT yNOBICTBOPHTEIHHO BHITONHATE
OIIK-6 TIPAMCHUTEIILHO K | BO3JIOXKEHHYIO Ha HEro ¢ynximro. B coro
[IK-3 3aIIAHUPOBAHHBIM | OYEpEb, IS HOATBEPXKACHHS €r0 IPUTOAHOCTH
pesyiabTaram? JULA IPeII0JIaraeMoro MCIoIb30BAHMS
HEOOXO0MMO IOHMMATh BIIHSHHE o6opyoBaHus Ha
JICKapCTBEHHBIN IIpenapar ¥ TEXHHYECKHE H
(ynKImoHaTBHBIE TPeGOBAHUS K
TCXHOJIOTHYECKOMY 0060pYAOBAHHUIO.
15. YK-1 Js yero M1t monTBepXKAEHus IPUrOAHOCTH
VK-2 IIPOBOJTUTCS IIPOU3BO/ICTBEHHOTO 0060y I0BAHUS ISl €10
YK-3 KBaJIU(UKAIHIO TPEATIOIAaraéMoro HCIoIb30BaHUs HEO6XOIHUMO
OIlK-3 obopynoBanus? TIPOBOJIMTE KBAIM(UKAIIHIO 060PYIOBAHHYSI.
OIIK-5




37

OIIK-6
IK-3
16. VK-1 Yro nomxuo Wsnoxenue Texnonoruueckoro IIporecca 0HKHO
VK-2 OTpakaTh HarIsHO 0TOOpaXKaTh MOCIeA0BATEILHOCTE
YK-3 H3JI0KE€HHE BBbIIIOJIHCHHS pabOT B JAHHOM HPOH3BOJACTBE C
OIIK-3 TEXHOJIOTMIECKOr0 | IoJpas/ie/IeHreM X 1o CTaZiHsIM | OTI€PaIHsIM
OIIK-5 nporuecca? TEXHOJIOTHYECKOro MpoLecca, yKa3aHueM
OIIK-6 OCHOBHBIX MaTepPHAbHBIX KOMMYHHKALHI
I1K-3 (moctynenue cripps u MaTepuasos, IOTyYeHUe
TIPOMEXXYTOYHBIX IIPOAYKTOB) H MECT obpa3oBanus
OTXOZOB, CTOYHBIX BOJ, BHIGPOCOB B atMocdepy,
CUCTEM OYHMCTKM M yTrimsanmu. Kaxnas
TCXHOJIOrHYECKas ONepanyst J0JKHA ObITE
0XapaKTepu3oBaHa B LEIOM, OCTaHIHHO, 1
OXapaKTepPU30BaHbI BCIIOMOTATe/IbHEIE paboThL.
17. VK-1 Yro takoe Kputnueckui TlapaMeTp nporecca — napamerp
VK-2 KPUTHYECKH I Tipomecca, BapuabenbHOCTh KOTOPOrO MOXKET
YK-3 napamerp TIOBJIMATE HA KPUTHYECKUH TIOKA3aTeNs KayecTsa, u
OIlIK-3 npouecca KOTODBIH BCIIEJICTBHE 3TOTO JOIKEH GbITh
OIIK-5 IIPOM3BOJICTBA? 00BEKTOM MOHMTOPHHTA 1 KOHTPOJISI, YTOOBI
OIIK-6 obecnieunTs HEOGXOAUMOE KauecTRo IIOJIy9€HHOH B
I1K-3 Pe3yibTare mpouecca npomayKIHu.
18. YK-1 Yro orHOCHTCS K Hannsie, kacarommuecs XapakTepusanuu,
YK-2 JIaHHEIE, BKJTIOYAIOT:
VK-3 Kacaroummcst Ipensapurensuoe usyuenue dbapmanesTrueckoit
OIlK-3 XapaKTepHu3anuu cyOcrannumm, B epByio odepens pusuko-
OIIK-5 TEXHOIOTHYECKOro | XUMHUYecKue cBoiicTBa ADC,
OIIK-6 npouecca? Comectumocts ADC ¢ BBIOpaHHBIMH
I1K-3 BCIIOMOraTe/IbHBIMA BEIECTBAMH.
Bri6op cocrasa IPOAYKTA.
Bri6op texnonormyeckoro nporecca, BKIroYas
METONIbI BHY TPHIIPOH3BOZICTBEHHOTO KOHTPOJIA.
Bei6op anannthueckux meromuk.
19, VK-1 Yro Ilox ontumusanueit norumaror
VK-2 TIONpa3yMEBaeTCsl | IeNeHaNpaBIeHHbIE HCCIIE0BaHMS 10 OTpaboTKe
VK-3 HOJI ONITUMHU3AIMEH | TEXHOJIOTHH, BKIIIOYAS YTOYHEHHE COCTaBa,
OIIK-3 TEXHOJIOTHYECKOTO | MPOBOSIHECS B OrPaHHUYCHHbIN [IEPUO BPEMEHH,
OIIK-5 nporecca? JIO BaTuJaIiH.
OIIK-6 OcHoBHBIM 1I0AX0N0M sBISIETCS CPaBHUTEILHOE
I1K-3 U3yY€HUEe 3HAYUTEIILHOIO YHCia
OKCNICPUMEHTAIBHBIX MApTH (cepuif), Harpumep,
20 u Gosee.
20. VK-1 Kakwue nannnie B paznen «Onrumuszanusy BXoaIT JIaHHEIE,
VK-2 OTHOCSITCS K OIIpEeLIEIAIOIHE:
VK-3 «OITHMMU3AIHUN -Y CTOHYHBOCTE TEXHONIOrHYECKOro nporuecca.
OIIK-3 TEXHOJIOTHYECKOT0 | -Ero kputHueckue IIapaMeTpBI.
OIIK-5 pomnecca? -Peamctiunsie nonycku KPUTHYECKHX
OIIK-6 [apameTpoB.
I1K-3
21. YK-1 Ha kakoii cpox Cpok MosxeT GbITH IPOUIEH Ha 5 et 1o
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YK-2 MOTI'YT OBITH XoaaraicTBy naTeHToobmanaress, Ho He Gonee YoM
VK-3 IIPOJIEHEL Ha 25 J1eT, cumTas ¢ naTh TI0O1a4YH 3asBKH Ha
OIIK-3 HCKIIOYUTENIbHbIE | BBIJAYy IaTeHTa Ha IIPOMBIIIEHHEIN 06paser,
OIIK-5 IIpaBa Ha
OIIK-6 IIPOMBIIIEHHEIH
I1K-3 obpazen?
22. YK-1 Yro nonumaercs IMox npunymuTensHO JIMIIEH3UEH TIOHUMAETCS
VK-2 oJ TPEIOCTABIICHHE JIMITY [IPaBa HCIIOIb30BAHS
YK-3 TIPUHYMTENbHOR | pe3ynbrara MHTEJUICKTYaIbHOR JIeTEbHOCTH,
OIIK-3 JHMIEeH3neH ? HCKIIIOIHTEIIbHOE [IPABO Ha KOTOPBIN IIPHHAJIE)KUT
OIIK-5 APYroMy JIUIly, HA OCHOBAHHH PEIIeHH s cyla u Ha
OIIK-6 YKa3aHHBIX B PELICHUH Cy/ia yCIIOBUSIX.
I1K-3
23. VK-1 Yro [TatenT npenocrasnser BlIazienbIy u300peTeHus,
VK-2 [IPEIOCTaBIIsIET TOJIE3HOM MOJIEITH, IPOMBIILIEHHOroO obpasma
VK-3 HaTCHT BIAJENbLy | HCKITIOYHTENbHOE IIPaBO Ha U3rOTOBJIEHHE,
OIIK-3 H306pereHus? BOCITPOM3BOJICTBO M IIPOJAXy 3aIMUIIEHHOIO
OIIK-5 IIATeHTOM TOBapa.
OIIK-6
I1K-3
24, VK-1 Kaxkwue tpe6oanus M3o6perennto npenocrapnsercs IIpaBOBast OXpaHa,
YK-2 HIPEABABIAIOTCS K | €CJIM OHO SBJISIETCS HOBBIM, HMEET
YK-3 U300peTeHuro s H300peTaTeIbeKuil ypoBeHb U IIPOMBIILJICHHO
OIlK-3 IIPEOCTABIICHUS IIPUMEHUMO.
OIlK-5 €My paBoOBOH
OIIK-6 OXpaHbI?
I1K-3
25. YK-1 Kakue 06bexTsr K o6wexram HHTEJUICKTYyalIbHOM COOCTBEHHOCTH
YVK-2 HHTEINICKTYaIbHOM | OTHOCATCS H300pETEHHNS, 10JIe3HbIE MOIEITH |
YK-3 COOCTBEHHOCTH [IPOMBIIIIIEHHBIE 06Pa3IBI
OIIK-3 CYILIECTBYIOT?
OIIK-5
OIIK-6
I1K-3
26. VK-1 B 4em cocrout Hcxmountensuoe npaso nareHToobnanaresns
VK-2 HCKIIOYHTENBHOE | COCTOUT B TOM, YTO TOIBKO OH MOJKET
VK-3 IpaBo OCYIIECTBIIATE BCE BUIBI TEXHOMOTHUECKOH 1
OIIK-3 NaTeHTo00IaaTe KOMMEPYECKOM peatu3alum 3anaTeHTOBAHHOTO
OIlIK-5 a? 00bEKTa IPOMBIIIEHHON COBCTBEHHOCTH:
OIIK-6 H3TOTOBJIATE, PACHPOCTPAHATh, IPOJABATH UJIU
I1K-3 TIPAMEHSATE ero U MPOU3BOJICTBA APYTHX TOBAPOB
(MMyIIEeCTBEHHBIE TPaBa), a TaKKe IPETEeHI0BaTh
Ha HayYHbI IIPHOPUTET B TAHHON 06IACTH
(JTMYHEIE TIpaBa).
27. YK-1 Yro nonumaercs B xauectse uzo6perenus
VK-2 01 M300pETEHHEM | OXpaHAETCS TeXHHUECKOe penieHye B mo0oi
VK-3 COIJIaCHO obnacTy, OTHOCSIIeeCs K IPOJYKTY (B 4aCTHOCTH,
OIIK-3 Ipaxnanckomy YCTPOHCTBY, BENIECTBY, ITAMMY MHKpPOOpraHusma,
OIIK-5 KOZIEKCY KYIbTYpe KICTOK PACTCHUH I )KHBOTHBIX) HIIH
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OIIK-6 Poccuiickoit crocoby (mpomueccy ocymecTsiIenus JEHCTBUI Ha
I1K-3 ®enepanmu? MaTepHATbHBIM 00BEKTOM ¢ ITOMOIIBIO
MAaTCPUaANIbHBIX CPEICTB), B TOM YHCIIE K
HIPHMEHEHHIO TIPOAYKTA HIIH CIIoco6a mo
OIIPE/ICIICHHOMY Ha3HAYEHUIO.
28. VK-1 Kaxk HUcxmounrensroe IIpaBO naTeHToO0bIa8aTe s
VK-2 TEPPUTOPHAIIEHO OTPaHWYMBACTCS B CHILY CTPOTO TE€PPUTOPUATIBEHOTO
VK-3 peanusyercs XapakTepa nareHTa, MoCKOJIbKY OH JecTBYyeT
OIIK-3 HCKITIOUHTEILHOE | TOJBKO B IPAaHMIAX TOro rocy1apCcTBa, Iie OH
OIIK-5 IIpaBo BBIJIaH.
OIIK-6 naTeHToobanaTen
I1K-3 a?
29, VK-1 Yro sBnsiercs OcHoBanus s IIPCKPALICHHUS UCKITFOYUTEIIBHBIX
VK-2 OCHOBAHHEM IS TIpaB Ha HCIOJTb30BaHUE 0GBEKTA IPOMBIILICHHO
VK-3 NpeKpalneHus COOCTBEHHOCTH, BBITEKAIOIIUX U3 IIATEHTA:
OIIK-3 HCKIIIOYUTENIBHBIX | -HCTeYeHHe CPOKa IeUCTBUS MaTeHTa;
OIIK-5 IIpaB Ha -OTKa3 NaTeHToo0manaTe s ot IIaTeHTa;
OIIK-6 HCIIOJIb30BAHHE ~IIPH HEYIUIATE B yCTAHOBJICHHBIN CPOK MATEHTHOM
I1K-3 00BeKTa HOIIIMHEI 32 TOJIEPIKAHUE TTATEHTA B CHITE
IIPOMBILIUTEHHOH
COOCTBEHHOCTH,
BBITEKAIOIIUX U3
naTeHTa?
30. VK-1 B uem cocrosit Heuckmounrenpras munensus JIaeT IIpaBo
YK-2 0COBEeHHOCTH JILCH3HAPY COXPAHUTH CBOM IIPaBa HA ATEHT ¢
YK-3 HEHCKITIOUUTENIEHO | BOBMOXKHOCTBIO IIPEOCTABIICHUS JIUIICH3HIA
OIIK-3 iu TPETBHUM JIMIIAM.
OIIK-5 HCKIIIOIHTENbHOM | VcKirounTenbHas munensus IIPEIOCTABIISET
OIIK-6 JMIICH3UH? JIMICH3HATY IpaBa HCIOJIL30BAHKS 00HEKTa
I1K-3 [IATCHTHBIX IpaB €3 cOXpaHeHus 3a JIMIIEH3HAPOM
11paBa BBIIAYH JIMLEH3UI IPYTHM JIHIaM.
31. VK-1 Yro Takoe Bbuogapmarus - HayKka, u3yJaromas
VK-2 Onodapmanus? Guonoruyeckoe neiicTame JICKapCTBEHHBIX
VK-3 TIPENapaToB B 3aBUCHMOCTH OT (hapMaleBTHICCKIX
OIIK-3 haxTopoB: pusMKO-XUMHUECKHX CBOMCTB
OIIK-5 JICKapCTBEHHOTO BEIECTBA, BU/A JIEKAPCTBEHHOM
OIIK-6 hopMBI, cocTaBa BCIIOMOTaTe HHEIX BEIIECTB,
IIK-3 TEXHOJIOTHH IIPOHU3BO/ICTRA.
32. YK-1 Tepeuncure WsBectnn n8a ocnoBHBIX METO/A ONpPEeIeTICHUA
VK-2 OCHOBHBIE METOIbI OuomocrynHOCTH, IlepBsIit MeTo -
VK-3 onpeeneHus (apmaxoruHaMUYeCKHH, OCHOBAH Ha H3MEpPEHUHN
OIIK-3 OuomocTynHOCTH. apmakonuHaMIYecKuX HiTH OHOXHUMHYECKHX
OIIK-5 PCaKIUH Ha JIEKaAPCTBEHHOE BEIIECTBO HIIH €ro
OIIK-6 AKTUBHBIE METa0OJIUTHL.
IK-3 Bropoii metox — (hapMaxokuHeTHYECKHH, OCHOBAH
Ha M3MEPEHNH KOHLEHTPAILMH JIEKAPCTBEHHOTO
BEIIECTBA MK €r0 MeTabOJIMTOB B GHOKHIKOCTH
(T1a3Me KPOBH MM BBIIETUBITHXCS ¢ MOY0if) BO
BpPEMEHHU.
33. VK-1 Kak onpenensercs | Cremens bronoruyeckoii noctTynHOCTH npenapara
VK-2 CTEIIeHb B 00LIeM cilyyae olpeessercss OTHOEeHnEM
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VK-3 Ouosoruyeckoii KoJadecTsa npenapara, abcop6HPOBAHHOIO TOCE
OIIK-3 JOCTYITHOCTH CrO Ha3HAYCHHUS B HCCIIENYeMOit TeKapCTBeHHOI
OIIK-5 npenapara? dopme k KOJIMIECTBY TOrO e Impemnapara,
OIIK-6 abcop6HpoBaHHOTO T0CIE ero Ha3HAYCHHS B
I1K-3 CTaHIaPTHOMH JieKapCTBEHHO opMe.
34, VK-1 Kaxk onpenemnsiercs Brodapmaneprrueckas PacTBOPUMOCTH
VK-2 OuodapmanesTrye OIPEAEIACTCSA Kak paCTBOPUMOCTD 10351
YK-3 cKast JICKapCTBEHHOTO BewecTBa B 250 M1 BOIHOM cpenbl
OIIK-3 PacTBOPUMOCTE? pu pH 1,0- 6,8.
OIIK-5
OIIK-6
IK-3
35. VK-1 Yo nexwur B PactBopumocTs u abcopOuus 3a105KeHbI B OCHOBY
VK-2 OCHOBE OuodapmanenTHUeckoii KnaccupukanuonHoi
YK-3 6uodapmanenTiye | cucremsr,
OIIK-3 CKO¥t
OIIK-5 K1accupuKamonn
OIIK-6 Ol cuCTEeMBI?
I1K-3
36. VK-1 C xakoii nensio B Crabunmsatops BBoaAT B JIEKapCTBEHHBIE
VK-2 cocTaB [IPETIapaThl B LENAX 06ECIeYEHHs ITUTETbHOCTH
VK-3 JICKapCTBEHHBIX XpaHECHHUS,
OIIK-3 IIpeTapaToB
OIIK-5 J00aBIIsIOTCS
OIIK-6 CTabHIM3aTOpHI?
I1K-3
37. VK-1 Kakue B texnonoruu rotosex JIEKapCTBEHHBIX (HOpM
VK-2 CTabMIU3aTOPHI UCIOJIB3YIOT:
VK-3 UCTIOIB3YIOT B - CTaOMIIN3aTOPBI XUMHYECKHX BEIIECTB;
OIIK-3 TEXHOJIOTHH - CTaOMIIM3ATOPBI TUCTIEPCHBIX CHCTEM;
OIIK-5 I'OTOBBIX - AHTUMHKPOOHBIE KOHCEPBAHTEL
OIIK-6 JeKapCTBEHHBIX
I1K-3 dopm? Ux
Kaccupukanus.
38. YK-1 Jlst gero Crabunusatops! mucnepeHsx
VK-2 NIpeIHA3HAYEHbI CHUCTEM IIpeTHA3HAYECHBI JJISl TTOBBIIIECHUS
VK-3 CTabMIM3aTOPHI arperaTMBHOH yCTOHYMBOCTH MHKPOTETEPOreHHBIX
OIK-3 JAMCTICPCHBIX CHCTEM, KOTOPbIC MOTYT ObiTh IPEACTABICHDI B
OIIK-5 cucreM? BUJIE TAKHX JIEKAPCTBEHHBIX (POPM, KaK CycCITeH3uH,
OIIK-6 SMYJIbCUH, Ma3H, T'eJIH, a3po30iu. JIIst STuX neseit
I1K-3 HCIIOJIB3YIOT 3aryCTHTEIM M HOBEPXHOCTHO-
AKTHBHBIE BEIECTBA.
39. VK-1 Kaxumu loBemenus pactBopuMocTs nocTHraOT
VK-2 crocobamu HECKOJIbKUMHU CIIOCOOaMH, Cpeiy HUX TaKkue
VK-3 JIOCTHTAFOT TCXHOJIOTHYECKHE IPUEMBI, KAK:
OIIK-3 ITOBBIICHHS] ~MCTIO/IE30BaHUE KOMIUIEKCHBIX PACTBOPHUTEIIEH;
OIIK-5 PacTBOPUMOCTH -COIIO0MIIM3aIHUS;
OIIK-6 JIEKapCTBEHHBIX -KOMILIEKCO0Opa3oBanue;
ITK-3 CPEICTB B ~HCIIOJIB30BAHUE TBEP/IBIX MUCIIEPCHBIX CHCTEM

TCXHOJIOTHH
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TOTOBBIX ]
JICKapCTBEHHBIX
bopm?
40. YK-1 Yro Takoe Comobum3arus - CaMOIIPOH3BOJILHOE
YK-2 comoOmm3anug? | mponHuKaHmHe HU3KOMOJIEKYJISIPHOTO BEHIECTRBA
VK-3 BHYTpb Mu1iesn [TAB wm MaKpOMOJIEKYJISIPHBIX
OIIK-3 KJIyOKOB mosmMepa.
OIIK-5 Jlnst comobummzarum KOHIeHTpanus [TAB B
OIIK-6 JICKapCTBCHHOM Ipernapare A0MKHA GBITH 6OJIbIme
IIK-3 KPUTHYECKO KOHIGHTpanuu
MHILEI000pa30BaHus, HO He CIIMIIKOM BBICOKOIA,
TaK KaK 9T0 MOXKET NIPHUBECTH K HeXelaTeTbHOMY
ACUCTBHIO HA OPraHHU3M.
41. VK-1 Kakue 18a Buza Buner nepenoca:
VK-2 IepeHoca ~TIEPEHOC TEXHONOr Ui HOBBIX IPOYKTOB CO
YK-3 TEXHOJIOTHi CTaJiuu paspaboTKH B POM3BOJICTRBO
OIIK-3 CYLIECTBYIOT? ~[IEPEHOC TEXHOJIOTHH BBITYCKAEMBIX MPOIYKTOB
OIIK-5 Ha Ipyro# IpOM3BOICTBEHHEIH yYacTOK
OIIK-6
IIK-3
42. YVK-1 B yem I'naBHO# nenbI0 ACSATENILHOCTH 110 TIEPEHOCY
VK-2 3aKIII0YaeTcs TEXHOJIOTHA SIBJISICTCS TIepeiaya 3HAHMI o
VK-3 IJIaBHAS 1EJIb 110 HPOAYKTE U IIPOLECCE MEXTY dTalaMu
OIIK-3 HEPEHOCY PKH3HEHHOTO LHMKJIA JICKAPCTBEHHOTO CPECTBA HITH
OIIK-5 TEXHOJIOTHH? MEXIY MPOU3BOACTBEHHBIMH YYaCTKAMH JUIST
OIIK-6 AOCTHIKECHUS HA/IIEXAINETO BOILIOIIEHHS
IIK-3 IIPONyKTa. ITH 3HAHKS 06PA3YIOT OCHOBY JIJIst
TEXHOJIOTHYECKOTO TIpOIiecca, CTpaTeruu
YUIPABICHHUA ¥ KOHTPOJIS, HOAXOO0B K BaJIM/IAIHH
Iporecca u NOCIEYIOMETrO MOCTOSHHOTO
YAYYIIeHuUS.
43, VK-1 Kak gacro moxer Ileperoc TexnomOrMit MOSKET TTOBTOPSATHCS
VK-2 OCYIIECTBIIATHLCS MHOT'OKPaTHO B T€YEHHUE )KU3HEHHOT'O [MKJIA
VK-3 IIEPEHOC TIPOZIYKTa, HAYMHAS CO CTaJHH Pa3paboOTKH ¥ 10
OIIK-3 TEXHOJIOTHH? KOMMEP1ECKOTr0 IPOU3BOACTBA, B COOTBETCTBHHU C
OIIK-5 000CHOBAHHBIMH IPHIHHAMY JUTS nepenaqm
OIIK-6 uHpopMaImu.
ITK-3
44, VK-1 Ha xaxux Ilepenoc TexHoOrMit B )U3HEHHOM LIUKJIE
VK-2 OCHOBHBIX 3Tanax | JeKapCTBEHHOTO npenapara ot pa3paboTKH 110
VK-3 OCYIIECTBIIAETCS IIPOU3BOJCTBA MOXKET HPOUCXOIUTH HA
OIlK-3 TIepeHoC CIeIYIOIUX OCHOBHBIX ATANax:
OIIK-5 TE€XHOJIOTHH? -0T JIabopaTopuu paspaGoTKH 10 MHIOTHOIO
OIIK-6 IIPOU3BO/ICTBA,;
IK-3 ~OT IAJIOTHOT'O 0 POMBIILIEHHOTO [POM3BOCTBA;
~C OAHOTO POU3BOJICTBEHHOTO Y4aCTKa Ha APYIOii.
45. VK-1 IpuBenure Kputepuu ycnemnocru IIEPEHOCA TEXHOJIOTHH;
VK-2 IIPUMEPBI -HIOATBEPIK/ICHHE Ka4yeCTBa IIEPEHECEHHOrO
VK-3 KpUTEpUEB IIPOAYKTA, KOTOPOE TOJKHO COOTBETCTBOBATE
| OIIK-3 YCIEUIHOCTH crienMpuKanuy u PETUCTPALMOHHOMY JIOCKE;
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OIIK-5 nepeHoca ~AOCTHXKEHHE 3aIlJTaHKPOBAHHOTO 06beMa anycxa"

OIIK-6 TE€XHOJIOTHH. H MOITHOCTH IIPOHU3BOJICTBEHHOT'O y4JacTtka

IK-3 HPUHUMAIOIIEH CTOPOHBL;
- MaKCHMaJIbHO® JI0IYCTHMOE PaCXOkKICHHE MEXTY
TIOKa3aTe/IIMU Ka4yeCTBa EPEHOCHMOTO IpOAyKTa
W/MJTH aHATUTHYECKUMH XapakTEePUCTHKAMHU
METOZI0B MCIIBITAHUH y niepenarommest 1
[IPUHUAMAOIIEH CTOPOHBI;
~AOCTH)XCHHE COOTBETCTBHS TEXHUYECKHUX CPEACTB
TIPUHAMAIOMIEH CTOPOHEI TpeGoBaHMSIM,
YCTaHOBJICHHBIM II€PEIAOIIeif CTOPOHO:
~HallA9ne u paspaboTKa Beel J0KyMeHTanmy,
HE0OXomMMOl 1ipu meperoce TEXHOJIOTHH;
-yCIIelHoe o0y4eHue nepconana IIPUHUMAIOIIEH
CTOPOHBI B COOTBETCTBHH C COIJIACOBAHHOM
[IPOrpamMmoii;
- YCHeUIHas BaJIHJalus TEXHOJIOTHYECKOro
1pomecca y MpHHAUMAIOIIEH CTOPOHEL.

46. VK-1 Yo sBnsercs OCHOBHBIME BHYTpeHHIMH ¢akTopamu,

VK-2 OCHOBHBIMH BIIASIOIMMH Ha NIEPEHOC TeXHOJIOTHI Ha BXOJ€
VK-3 BHYTPEHHHMU Ipouecca, sIBISIOTCS:
OIIK-3 baxropamu, -COACP)KaHUE U YPOBEHB 3HAHUIL O IIPOJIYKTE U
OIIK-5 BIIUSIIOIAMY Ha IIponecce, KOTOPEIE SIBISIOTCS IpeaIMETOM
OIIK-6 IIEPEHOC IepeHoca
I1K-3 TEXHOJIOTHH? ~CTa/iusl XKU3HEHHOTO LIMKJIA TPOIYKTa, ¢ KOTOpOii
Heo0XomuM neperoc
~CBOMCTBA MCXOHBIX H YIAKOBOYHBIX MaTepHaioB
~aHATATHYECKHE METObI KOHTPOJIS IPOYKTA |
MaTepHaioB
- AHAJIU3 PHCKOB IIPU IIEPEHOCE TEXHOIOTHIA.
47, VK-1 Ha ocHoge vero Ha ocroBe nannex ananmutiaeckoro KOHTpPOJIS
b VK-2 Jienaercs OyZeT nenaThes 3aKkmoYeHHe 00 ycnemuoctu
YK-3 3aKIIOYCHHE 06 lIepeHOCa, T.€. BOCIPOU3BEACHHH TIPOLiecca i
OIIK-3 YCIEMHOCTH IIPOYKTa B COOTBETCTBHH C 33/ JaHHBIMH
OIIK-5 IepeHoca, T.e. cnenudukanuamMu u rapameTpamMmu
OIIK-6 BOCIIPOM3BEJICHUN
I1K-3 rmpouecca u
IIPOJIyKTa B
COOTBETCTBHH €
3a7laHHBIMK
crienupuKanusIMu
U nlapameTpamu?

48. VK-1 Korna Tpancep ananmuTuyecknx MeTon0B MoNET OBITH
VK-2 OCYIIECTBIIAETCS OCYIICCTBJICH 110 HaYala epeHoca TeXHOIOrHi
VK-3 TpaHchep HIIA B TIPOIIECCE IepeHoca.

OIIK-3 AHATIMTUYECKUX
OIIK-5 METOUK?
OIIK-6

I1K-3

49. YK-1 Y10 MOMKHO 6BITH | Buyier nepeHoca:

YK-2 BKIIIOYEHO B 00b€M | -IIEPEHOC T€XHOIOTHif HOBBIX IIPOJYKTOB CO
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YK-3 TpaHchepa CTazuy pa3pabOTKU B IPOU3BOICTRO 7
OIlK-3 AHATUTHYECKUX ~IIEPCHOC TEXHOJIOT M BBITYCKaeMbIX IIPOJYKTOB
OIIK-5 METOHUK? Ha JIpyroi NpOU3BOACTBEHHEIH y4acToK

OIIK-6

IK-3

50. VK-1 B xaxom macmraGe | I'rasroi LETIBIO ESTETHOCTH 10 IIepeHoCy
VK-2 OT MOIIHOCTH TEXHOJIOTHH SIBJISIETCS Niepenaya 3HaHMif o
YK-3 IJTAHUPYEMOTO HPOZYKTE U POLECCEe MEXTy dTaramMu
OIIK-3 KOMMEpPYeCKOro ’KU3HEHHOTO LMK JIEKAPCTBEHHOTO CPe/ICTRA HIIH
OIIK-5 IIPOM3BO/ICTBA MEXy MPOU3BO/ICTBEHHBIMU Y4ACTKAMH IS
OIIK-6 JOJDKHA OBITE AOCTHXEHHS HAJUIEIKAIIETO BOIIOMIECHHS
TIK-3 otpaboTana NPONYKTa. DTH 3HAHUS 00pasyloT ocHOBY st

nepenaBaemMas TEXHOJIOTHYECKOr0 IIpoLecca, CTpaTeruu

TEXHOJIOTHS? YHPABIICHHUS U KOHTPOJIS, TIOAXOMIOB K BATHAAIAK
Iponecca u mocyenyIomero NoCTOsSHHOroO
YJIyYIIeHus.

51. VK-1 Kaxwue nenn Hoxmnmdeckoe ueenenopanue JIEKapCTBEHHOI'0
VK-2 IIPOBEIEHUS CPEACTBA VI MEAULMHCKOTO TPHMEHEHH S
VK-3 JAOKIIMHUYECKOTO TIPOBOIUTCS ITyTEM IIPUMEHEHHS HAYYHBIX METOJIOB
OIIK-3 UCCIIEIOBaHMUS OLCHOK B LEJISIX MOIYYEHHUS JOKA3aTeNbCTR
OIIK-5 COIJTacHO Oe3omacHocTH, KavecTpa u s dexTuBHOCTH
OIIK-6 TpeboBaHusIM JIEKapCTBEHHOTO CPEICTBA U TIPOBOJUTCS B
I1K-3 HOPMaTHBHBIX COOTBETCTBHH C IIPaBHJIAMK HaJIexanei

MOKYMEHTOB? 71ab0paTopHOI mpaKTHKH, YTBEPXKICHHBIMHA
YTOJIHOMOYCHHBIM (eiepabHbIM OpraHoM
UCIIOJIHUTEJIbHOM BJIACTH.

52. VK-1 Kro Brpage Jns opranmzanuu u IIPOBEICHHS JOKJIMHUYECKOIO
VK-2 3aHUMAThCA HCCIICI0BAHUS JICKAPCTBEHHOTO CPECTBA LIS
VK-3 AOKITMHUYECKHUMH | METHIIMHCKOTO [IPUMEHEHHS Pa3paboTUHKH
OIIK-3 HCCICA0BAHMAMU? | JIEKAPCTBEHHBIX CPECTB MOTYT IIPHBIIEKATh
OIIK-5 HayTHO-HCCIIEI0BATeNIbCKHE OPraHu3aliHy,
OIIK-6 obpasoBareibHbIe OpraHu3anuu BEICIIIETO
ITK-3 00pasoBaHusl, MeIOIHe HEOOX0IUMYIO

MaTepralbHO-TEXHMIECKYIO 6a3y u
KBaTH(UIMPOBAHHBIX CIIEMHAHCTOR B
COOTBETCTBYIOIIEH 00IaCTH HCCIemOBaAHMS.

53. YK-1 Yro Takoe Hepsuunas dpapmaxounamura — HCCTIeIOBaHHE
VK-2 NIEPBUYHAS U aKTHBHOCTH JIEHCTBYIOIIETro BewecTsa (in vivo u
YK-3 BTOpHYHAS (wnm) in vitro) B oTHOmEHNK OCHOBHOT'O
OIIK-3 dbapmakomHamuka (ueneBoro) 3a6oneBanus H, 110 BO3MOXXHOCTH,
OIIK-5 ? YCTaHOBJICHHE MEXaHH3Ma IeHCTBUS
OIIK-6 JICKapCTBEHHOr O BemecTBa, Bropuumnas
I1K-3 apmakounamuka — H3y4YeHue

dbapmakonormueckux 3 heKToB, HE CBS3AHHBIX ¢
LeTICBOH TepaneBTHYECKON akKTHBHOCTEIO. [To CYTH
BTOpUYHAS (hapMaKoIHMHAMUKA IIPEICTABIISET
co00it ucenenoBanye I060IHEIX sdpdexTon
JIEKApCTBEHHOTO CPE/ICTRA.

54. YK-1 Yro Takoe e Ipuaumns rymanmoro ncnonssosanmy KHBOTHBIX,
VK-2 «Konnenuus tpéx KOTOpbIC noyunin Hasanue «Konuemmus tpéx
VK-3 R» B R»: Replacement (3amena), Reduction
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OIIK-3 JOKIIMHUYECKUX (coxparmenne) u Refinement

OIIK-5 HCCIIEIOBAHMSIX ? (yCOBepmeHCTBOBaHHe). Replacement (3amena) —

OIIK-6 3aMCHa BBICOKOOPraHH30BAHHBIX KHUBOTHEIX

[1K-3 HU3KOOPraHM30BAHHBIMHU MJTH HCIIOIB30BAHE
AIbTEPHATHUBHBIX METO/IOB HCCIIEJOBAHKS.
Reduction (coxpainenue) — ymenbmmenue
KOJIMI€CTBA HCIIOJIB3YEeMbIX KHBOTHBIX 6e3 ymep6a
AU HAYYHOTO Pe3ysIbTaTa ¥ KayecTBa
OuoMeaunuHCKOro HCCIICIOBaHMUS, a TAKXKe
GJ1aronosy yns }UBOTHBIX. Refinement
(YcoBepureHcTROBaHHE) — YIYYIICHHE YCIOBHif
CONCPKaHUS XKHBOTHBIX M T'yMaHH3AIHS npu
TIOATOTOBKE M POBE/ICHUH YKCTIEPHMEHTA (B
ILIMPOKOM CMBICIIE ¢ MOMEHTa POXKIECHHUS H 110
MOMEHTA CMEPTH KHBOTHOIO) 33 CUET
HCIIOJIb30BaHUS 06300/ IMBAOMIMX U
HCTPaBMAaTHYECKHX METOIOB.

a3 VK-1 Kakue sxxuBotHbie | CBunnnm CHHTAOTCA JTyyYinei OHOIOrHYeCKO
YK-2 ABJIAIOTCS JIyYIIEH | MOJIEIIBIO YeoBeKa. Hcnonb3oBanue caumeii s
VK-3 Ouonoruyeckoi AOKTMHHYECKUX HCCIENOBAHUSX 06YCIIOBICHEI
OIIK-3 MOJIEIIBIO B CXOZCTBOM C YEJI0BEKOM 110 MOP(OIOTrHY 1
OIIK-5 JMOKITHHUYECKHX yHKIHOHHPOBAHHIO MHOIHX CHCTEM: CepAeYHO-
OIIK-6 HUCCIIENOBAHUSX U COCYAMCTOI, [HINCBAPATEILHOM, BBICITHTENLHOI,
IK-3 9YEM 3TO SHJIOKPHHHOM M HEPBHOMH.

00ycioBIEeH0?

56. VK-1 Kakas zanaua apu | O0was TOKCHYHOCTE IPEANONAracT onpeaeneHmue
VK-2 OIIpeIeIeHu U IapaMeTPOB TOKCUYHOCTH (TOKCUYECKHE JI03BI) U
VK-3 o0miei BBISBJIIET HAUOOJIee 4yBCTBUTEIBLHEIE K
OIIK-3 TOKCUYHOCTH U3y1acMOMY BELIECTBY OPraHbl U CHCTEMBI
OIIK-5 JCKapCTBEHHOr 0 Opranusma.

OIIK-6 CPeICTBa B X0/1e
I1K-3 JOKJIMHUYECKUX
HCCIICAOBaAHHI?

D1 VK-1 Yr0 Takoe ocrpas Ocrpast TokCHYHOCTE — XapaKkTepUCTHKA BELIECTBA,
YVK-2 TOKCHYHOCTH? BBIpaXkaroIas ero criocOGHOCTh BBI3BIBATH MMOEs
VK-3 ’KHBOTHBIX IIPU OHOKPATHOM BBEJICHUH HIH Ipu
OIlK-3 BBC/ICHUH Y€pPe3 KOPOTKHE HHTEPBATEI BPEMEHH (He
OIIK-5 Goiee 6 4) B Teuenue CYTOK.

OIIK-6
TK-3

58. VK-1 Yro Takoe KonTponupyemoe («cpaBHHTENBHOEY )

VK-2 KOHTpOJIUpyeMoe KJIMHAMECKO® MCCIICI0BAHHIE — 3TO MCCIIENOBAHHE,

VK-3 («cpaBHHTENBHOEY) | B KOTOPOM HCCIIE/TyeMOe JIEKapCTBEHHOE CPEJICTBO,

OIIK-3 KIIHHHYEeCKOoe addexruBHOCTS M Ge30macHOCTH KOTOPOTo 10

OIIK-5 HCClieToBanue? KOHIIa €11€ HEe U3YYEHBI, CPABHUBAIOT C

OIIK-6 Ipenapatom, 3¢ GpeKTUBHOCTE U Ge30MaCHOCTS

[1K-3 KOTOPOTO XOPONIO U3BECTHEI (TIpenapar
CPaBHEHHST). ITO MOXKET GbITh MIawe6o,
CTaHZApTHAA TEPANHs MIIH OTCYTCTBUE JICUESHHUS
BOOOIIE.

59. YK-1 Yro Takoe MynbTHneHTpOBEIE Hcce0BaRMS — 510
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YK-2 MYJIBTHIIEHTPOBOE HCC/ICIOBAHMSI, IPOBOJUMBIE 110 €THHON MCTOIIPIKﬂ
VK-3 HCCIIeoBaHue? 1 IIpOrpaMMe OJTHOBPEMEHHO B HECKOJIBKHX
OIIK-3 NICYCOHBIX yUpexk TICHUSX, UTO MO3BOJISET
OIIK-5 COKpATUTh CPOKH c6Opa HEOOGXOMIMOro obbema
OIlK-6 UHpOpManuw,
I1K-3

60. VK-1 Yro Takoe mera- Mera-anamus (06semunenme JaHHBIX) — Iporece
YK-2 aHaims? 0006menus pe3ymsraron Pa3IMYHEBIX
VK-3 HCCIIeI0BaHuMi Ha ONHY TeMy ¢ NPUMEHEHHEM
OIIK-3 CHENHANBHBIX TIPOLIENTYP CHHTE3a JaHHEIX.
OIIK-5
OIIK-6
ITK-3




