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1. ®opma npoMeKYTOYHOM aTTECTALMH — 3a4ET.

2. Ilepeyenb KoMmeTeHUHH, (OPMUPYEMBIX Ha IJTane OCBOEHMS
TUCHMILTHHBI

OobmenpodeccnoHabHbIe KOMIIETEHIIUN

OIIK-8 — cniocobeH pa3padaThiBaTh HAy4YHO-TEXHUYECKYIO U HOPMATHUBHO-
TEXHOJIOTUYECKYIO0 JIOKYMEHTALMI0O Ha OHOTEXHOJOTHYECKYI0 MPOAYKIHUIO,
TOTOBUTH MaTepHaIbl AJIs 3aIUTHl 00BEKTOB MHTEIIEKTYaIbHONH COOCTBEHHOCTH.

IIpogeccnonaIbHbIE KOMIIETCHIIUM

IIK-4 — cnocoben pa3pabarbiBaTh U COMPOBOXKIATH TEXHOJOTMYECKUMA
MIPOIIECC MPHU MPOMBIIICHHOM TIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEIICTB.

ConepxaHue KOMIICTEHIIMM C YyKa3aHUEM HWHJUKATOPOB JOCTHKEHUS
KOMIICTEHIIUA TIPEJCTaBIeHO B pabouell mporpaMMe II0 COOTBETCTBYIOIICH
TUCIUIIIMHE (Tabmua 1).

3. Ilokxa3zateau wu KPUTEPUH OLNCHUBAHUA C(l)Ole/IpOBaHHOCTl/I
KOMHeTeHHHﬁ, INKAJbI OIICHUBAHUA



Oran
MPOMEKYTOUHOMN
aTTeCTalluu

KommeTenmum,
c(hOpMUPOBAHHOCTh
KOTOPBIX
OIICHUBACTCS

IToxazarenu

Kpurepuu chopMupoBaHHOCTH KOMIETEHLIUN

1. TectupoBanue

OIIK-8
I1K-4

Yucno 0TBETOB Ha 3aJJaHUS B TECTOBOM
¢dopme, COOTBETCTBYIOIMX ITAJIOHY OTBETA

Yuciio 0TBETOB Ha 3aJIaHusl B TECTOBOM (hopme,
COOTBETCTBYIOIIIUX 3TAJOHY OTBETA, — bosee 59%

2. Pemienue
CUTYaIMOHHBIX
3a1a4

OIIK-8
[1K-4

HpaBI/IJ'ILHOCTB OTBCTOB Ha BOIIPOCHI 3a1a4n

5 6anno: naHbl MOJHBIE UCYEPITBIBAIOIINE OTBETHI HA
BCE BOTPOCHI 33J[a4H, B X0JIe OTBETOB 00yUaIOIIHIACS
MPOAEMOHCTPUPOBAI BBICOKUH YPOBEHb TEOPETHUECKUX
3HAHWH, MIOJIYYCHHBIX B XOJI¢ U3YYCHHUS OCHOBHOM U
JIOTIOJTHUTEIbHOH JINTEPATYPhI, yMCHHUE IPUMCHSTh
MOJTyYeHHBIC 3HAHUS B XOJ/I€ PEIICHUS KOHKPETHBIX
MPAKTHYECKUX CUTYAIINM;

4 6anna: naHpl OTBETHI HA BCE BOIIPOCHI 3a/1a4H, B X0OJIe
OTBETOB 00YYaIOUIHICS MPOIEMOHCTPHPOBAI YPOBEHb
3HaHWH, TOCTATOYHBIN JJIs1 pEeLIEHUs TUIIOBbIX
KIIMHUYECKHUX CUTYAIIHii, B XOJI€ OTBETOB Ha OT/CIIbHBIC
BONPOCHI 33729 (1-2) BO3MOKHBI HECYIIIECTBEHHBIC
OIIHMOKH M HETOYHOCTH,

3 6anna: gaHel 0e301IMOOYHLIEC OTBETHI HA OCHOBHEIE
BOMPOCHI 33]1a4H, B XOJI€ OTBETa BO3MOYKHBI OT/ICTILHBIC
HECYIICCTBCHHBIE ONTMOKH U HETOYHOCTH;

2 6anna: OTBETHI HA OCHOBHBIC BOIIPOCHI 33JIa4H
COJIepKaT MPUHITUITHAIILHBIC OIIUOKH;

1 6ann: 0O6ydaromMNACs MPOJEMOHCTPUPOBAT OT/IEIbHBIE
MaJI03HAYUMbIE TIPEJCTABICHUS 00 00CYX)1aeMOM
BOTIpOCE,

0 6annos: 0TKa3 OT OTBETA.

3 CobecenoBanue
M0 TEOPETUUECKIM
BOTIPOCaM

OIIK-8
I1K-4

IIpaBUIBHOCTE OTBETA HA TEOPETUUECKUI

BOITPOC

5 6annog: naH NMOMHBIA MCUEPIBIBAIOIINN OTBET HA
TEOPETUUECKHI BONIPOC, B X0/I€ OTBETA O0yUarOIIHics
MIPOJAEMOHCTPUPOBAI BBICOKUN YPOBEHb TEOPETHUECKUX
3HAHUH, MOJYYEHHBIX B XOJI€ U3YYEHHUs OCHOBHOM U
JIOTIOJIHUTEIHHOM JINTEPATYPHI;




4 6anna: naH OTBET Ha TEOPETUYECKHIA BOIIPOC, B X0OJI€
OTBETa 00OYYAOIIUICS MPOJIEMOHCTPUPOBAJ XOPOIIUI
YpOBEHb TEOPETUYCCKUX 3HAHUH, B X0JI¢ OTBETA ObLIH
JIOTTYIIICHBI HECYIECTBEHHBIC OMMUOKN i HETOYHOCTH;
3 6anna: naH OTBET HA OCHOBHBIE MOMEHTHI
TEOPETUIECKOTO BOTIPOCA, B XO€ OTBETA OBLITH
JIOTTYIIICHBI OT/ACIbHBIC CYIIECTBCHHBIC OIMOKH 1
HETOYHOCTH;

2 banna: OTBET HA TEOPETUUCCKUN BOIIPOC CONEPIKUT
NPUHIMITHAIBHBIC OLUTHOKY;

1 6ann: 0bydaromMNcs IPOJEMOHCTPUPOBAT OT/IEIbHBIE
MaJ03HaYUMbIE TIPEJCTaBIECHUS 00 00CYXKTaeMOM
BOIIpOCE,

0 b6annos: 0TKa3 OT OTBETA.




4. TunoBble KOHTPOJIbHbIE 32/IaHUSI M MHbIE MaTePHUAJIbI ISl OLleHKH
3HAHMH, YMEHUH, HABBIKOB, (D)OPMHUPYEMBbIX HA ITAIle OCBOCHHUS IUCUUILIUHbI

4.1. 3ananus B TrectoBoii popme
®opmupyemas komnerenuus — OIK-8
Buibepume ooun npasunvrwiti omeem:

1. ®apmaneBTHUECKas CUCTEMA KadyecTBa MPEANPUATHS AOJKHA TapaHTUPOBATH,
4TO:

A) BeInyck JE€KapCTBEHHOTO CPEACTBA C COOTBETCTBYIOIIMMH IOKAa3aTEIISIMU
KauecTBa JOCTHUTAeTCs TMOCPEICTBOM pa3pabOTKH, TUIAHUPOBAHUS, BHEIPEHUS,
MOJJIEPAKAHUS U HENPEPBHIBHOTO YCOBEPIICHCTBOBAHUS CUCTEMBI,

b) 3HaHus 0 JEKapCTBEHHOM CpEICTBE M TPOIECCE€ €ro IPOU3BOJICTBA
IIPUMEHSIOTCS Ha MPOTSHKEHUU BCEX CTaIUN )KU3HEHHOIO IIUKJIA;

B) Omnepanuu 1no mpou3BOACTBY M KOHTPOJIO OMpPENENEeHbl U COOTBETCTBYIOT
TpeboBanusM HacTosux [Ipasun;

') Bce Bblle nepeyuciaeHHoe

2. Tpebosanus npasuwii GMP k nepcoHany BKIIOYAIOT:

A) Ha npennpusituu 10J1HA ObITh YETKask OpraHU3allMOHHAs CTPYKTYpa

b) IlepcoHas NO/KEH 3HAaTh BCE TEXHOJIOTMYECKUE OIEpaluy, CBA3aHHBIE C
IIPOU3BOJICTBOM BCEX JIEKAPCTBEHHBIX CPEICTB, BBIITYCKAEMBIX TPEANPUATHEM

B) O6yuenue nepcoHana JOMKHO IPOBOAUTHCSA MO JKETAHUIO COTPYAHUKOB

') Bce Bhitie mepedncieHHoe

3. JIma mosrydeHusl JTOCTOBEPHBIX PE3YJIBTATOB IMPH OCYIIECTBICHUNW KOHTPOJISA
KaueCTBa UCIIOIB3YIOTCS CTaHIAPTHBIC YKa3aHUs, HA3bIBAEMBbIC:

A) JIomKHOCTHBIE UHCTPYKIIHH

b) CrannaptHbie onepanronssie npoueaypst (COIT)

B) Mertoauueckoe obecrieueHne

') CooTBeTcTBYIOIINI TTOPSIOK JOKYMEHTOO0OpOTA



4. Jlnst obecriedeHusl BBIMIOTHEHUS MTPOTIEAYPHI OT3hIBA:

A) HeoOGxonumo HaiMuue nmpoekTa MUCbMEHHOM MpoLeTyphl

b) JocTtaToyHo pacnopspkeHUs] HadalbHUKA CKIIaa

B) HeoOGxomumo  BoBpemss  moAmMcaTh  NPUXOJAHYIO  HAKIAIHYIO Yy
VYII0OTHOMOYEHHOTO JINIIa

I') JlomxHO OBITH Ha3HAYEHO OTBETCTBEHHOE JIMIIO, 00JIaaiomee HeoOX0UMMbIMU
MOJTHOMOYHUSIMU U TPEOYEMBIM IIITATOM IEPCOHAJIA

5. Haanexamiasi mpon3BOJICTBEHHAS MIPaKTUKa — €/IMHAsg CUCTEMa TpeOOBaHUH 110
OpraHu3allid MPOU3BOJACTBA U KOHTPOJIIO KadyeCTBa JIEKAPCTBEHHBIX CPEJCTB OT
HayaJia nepepaboTKU ChIPbS 10 TOJYYECHHS TOTOBBIX MPOAYKTOB, BKJIIOYasi 001I1e
TpeOOBaHMSI K TTIOMEIICHHSIM, 000PYI0BAHHIO, TIEPCOHATY — 3TO:

A) GMP

b) GCL

B) GCP

I') GLP

6. Llenpro TOKIMHUYECKUX UCCIIEIOBAHNI JIEKAPCTBEHHBIX CPEICTB SBISAETCS:

A) Usyuenume »sddexTuBHOCTH, OHMOAOCTYMHOCTM U  OHOYCBOSIEMOCTH
JIEKapCTBEHHBIX CPECTB

b) IlonyueHne HayYHBIMU METOAAMH OIIEHOK U JI0Ka3aTeNbCTB 3()(PEKTUBHOCTHU U
0€30MacHOCTH JIEKAPCTBEHHBIX CPEJICTB

B) YcranoButh nepeHOCMMOCTS IMpenapaTa U HaJu4ue Yy Hero TeparneBTUYECKOro
NEUCTBUSA

I') TlonyyeHue Hay4HBIMH METOJAMHU JIOKA3aTEJIbCTB KaueCTBa JIEKAPCTBEHHBIX
CPEICTB

7. Good Clinical Practice o3Hagaer

A) Hannexaias naboparopHas nmpakTuKa

b) Hannexaias mpon3BOACTBEHHAS ITPaKTHUKa
B) Hannexaias kiIMHUYECKas MpaKkTUKa

I') Hannexxaias mpakTuKa OTOBOM TOPTOBJIH.



8. Wcnonp3oBanre Ha MPOU3BOJACTBEHHOM YYacTKe JAC3UH(PHUITUPYIOMHUX CPEICTB
JIOMyCKaeTCs:

A) Ilpu Hanmuuum aoka3areiabcTB ero 3P(HEKTUBHOCTH B MHKPOOMOIOTHYECKOM
1ab0opaTopuu MPEANPUATUS

b) IIpu oqoOpeHnn co CTOPOHBI OTAEIa KOHTPOJISI KaueCcTBa

B) Ilpu ycnoBuu, 9To Ae3uHGUIUPYIOIIEE CPEACTBO MPUBEACHO B METOAMICCKUX
pekoMeHAausax MuH3ApaBa u pa3penieHo UM K MPUMEHEHUIO

') BepHo Bce BbILIETIEPEUUCTIEHHOE

9. Uto HeoOX0IMMO TIPeIOTBpaIlaTh Ha BCEX CTAIUSAX MPOU3BOJICTBA:

A) OmmbKu pu B3BEIIMBAaHUU

b) Kakoe-nu6o 3arpsizHeHue

B) HecoOntonenne  TpeOOBaHMIT  JHOKYMEHTAllUM, HWCIOJIL3YEeMOW  Mpu
TIPOU3BOJICTBE

[') Hudero u3 BhINIEIEPEUUCICHHOTO

10. Ilenp caMOMHCTIIEKIINHU:

A) TlpoBepka BBIIOJHEHHUS HAa TMPEANPUATHUH TPEOOBaHU HOPMATHUBHOU
JTIOKYMEHTAaIu1

b) IlpoBepka coOMtONEHHUS TpaBUI TEXHUKH O€30MAaCHOCTH U TMOKapHOU
0e30MacHOCTH

B) Haiit BUHOBHOTO M Haka3aThb 3a HEBBINOJHEHUE TPEOOBAHWUU HOPMATUBHOMU
JOKYMEHTalun

') Haiitu HeocTatku B paboTe MOApa3aeieHU MPEAIpUsITHS

11. [IpyHIMNIaMU Ka4€CTBEHHOW KIIMHUYECKOW MPAKTUKH SIBJISFOTCS:

A)  KoHbuaeHIMAILHOCTh  3aluced, MO3BOJIIOMIUX  WIACHTH()HIIMPOBATH
CyOBEKTOB HCCJIEIOBaHUs, IOJDKHA OBITH OOecreueHa ¢ coOJII0ICHUEM TMpaBa Ha
YAaCTHYIO JKU3Hb U 3alUTy KOH(PUIECHIHUAIBHOCTH B COOTBETCTBUM C
HOPMATUBHBIMH TPEOOBaAHUSIMU

b) IlpaBa, Oe3omacHOocTh W Ojaromojyyume CyObeKTa HCCIEIOBAHUS HMEIOT
MIEPBOCTEIICHHOE 3HAYEHUE W JIOJHKHBI MPEBAIMPOBATh HAJl UHTEPECAMH HAyKU U
oOmiecTBa

B) OTBETCTBEHHOCTh 3a OKa3bIBAEMYIO) CYOBEKTY MEIUIIMHCKYIO IOMOIIL U
NPUHATHE PEIICHWM MEIUIMHCKOTO XapakTepa HeceT Bpad WU, B
COOTBETCTBYIOIIMX CIydasX, CTOMATOJIOT

') Bce Bblle epeyncieHHoe



12. BemecTBa B BHUIE JIGKAPCTBEHHBIX (HOPM, TPUMEHSIEMBIE JIJIs1 MPO(MUIAKTHKH,
JTUArHOCTUKM, JIedYeHUs 3a0oJieBaHMs, peadWIMTAlMM, JUIsI  COXPAHEHHS,
MPEeIOTBPAICHUS WK MPEPbIBAaHUS OEPEMEHHOCTH 3TO:

A) JlekapcTBeHHBIE MpenapaTsl

b) JlekapcTBeHHBIE CpEACTBA

B) IlaTtenTOBaHHbBIC JIEKAPCTBEHHBIE CPEACTBA

I') OpuruHaIbHBIC JIEKAPCTBECHHBIC TIPETIapaThl

13. Co6monenue npasunn GMP nipegycMmarpuBaer yTo:

A) 3akymka ChIpbsi IPOBOJAUTHCS TOJIBKO Y 3apyOCKHBIX IPOU3BOAUTENECH

b) [Ipeanpustrie 06ecrie4eHHO BCEMH HEOOXOUMBIMU pecypcaMu

B) Ha npeanpusaruu numeercst yTBepKAeHHAs JTOKYMEHTALIUS

I') Ha mpeanpusatun paboTaroT COTPYJAHUKH TOJIBKO C BBICIIUM 00pa30BaHUEM

14. KonTpoip kauecTBa Ha (hapMaleBTUYECKOM MPEANPUITHH 3TO:

A) Yacte cuctembpl GMP, kotopasi rapaHTHUpyeT KayeCTBO HMCXOJHOTO ChIPbs,
MaTepUaioB U MPOAYKIUU

b) Yacte cucrembl GMP, koTopas rapaHTUpyeT, YTO HMCXOJHOE CBhIPhE U
MaTepuaibl He ObUIM pa3pellieHbl Ui MCIOJIb30BaHUSA, a NMPOAYKUUA HEe Obuia
paspenieHa s NpOAaXH WM MOCTAaBKM MPEKIE, YEM HX KadeCTBO HE ObLIO
IIPU3HAHO YAOBJIETBOPUTEIBHBIM

B) Yacte cucrempi GMP, koTopas oxBaThiBa€T OTOOp MpoO, MPOBEICHUE
AHAJIN30B U MPOBEPKY F'OTOBOW MPOYKIUU

[') Yacts cuctempt GMP, koTopas rapaHTHPYET, YTO HCXOJHOE CBIpbE U
MaTepHuaybl He OBbLITN pa3pelieHbl JJI UCIOJIb30BAHUS, MPEXKIE, YEM UX Ka4eCTBO
He OBLJIO MPU3HAHO yIOBJIETBOPUTEIBHBIM

15. Ko siBnsieTcst OTBETCTBEHHBIM 3a MOAACPKAHUE CUCTEMbI CAMOMHCIIEKIIUHN:
A) Otgen KOHTpOJIA KauecTBa

b) Otnen obecrieuenus kauyecTBa

B) [lemapramenT rocperyiupoBanus MuH3apasa

I') CtpykTypsl Poc3napaBHaazopa



®opmupyemas komnerenuus — [IK-4
Buvibepume 00un npasuibHbuili omeem:

1. K momHOMOUYHSIM KaKOro BEJOMCTBAa OTHOCUTCA Npouenypa ['ocynapcTBeHHON
peructparuu JII1 / Begenue rocymapctsennoro peecrpa JIC?

A) Munznpasa Poccun

b) Poc3opaBHanzopa

B) Pocniorpe6uanzopa

I') opranuzanuii-npousBoauresneit JII1

2. Kakue JIIT ve momamexar ['ocyapcTBEHHOM perucTpanun?

A) JIII, M3roToBICHHBIX B allTeKax

b) Bocnpou3BeieHHbIE JIEKapCTBEHHBIE TTPEnapaThl

B) JIIT B Buie HOBBIX KOMOWHALINM, 3aperucTpupoBaHHbiX panee JII1

[) JIII, 3apeructpupoBaHHbIE paHee, HO MPOU3BEICHHBIE B JIPYrUX
JIEKapCTBEHHBIX (pOopMax, B HOBOU JJO3UPOBKE

3.  Od¢unmanbHbIM  UCTOYHUKOM  uH(popmammu o JIC, mpomeammx
roCyJapCTBEHHYIO PETUCTPALIHIO, SIBISETCSA?

A) I'ocynapctBennsiii peectp JIC

b) peructp JIC Poccun

B) sunuknoneaus JIC

I') l'ocynapctBennas dapmakornes

4. Ilenpro TOKJIIMHAYECKUX MUCCIIEN0BAHNN JIEKAPCTBEHHBIX CPEJICTB ABJISIETCS?

A) wu3ydenne 3(PPEeKTUBHOCTH, OUOAOCTYMHOCTH U  OHMOYCBOSIEMOCTH
JIEKapCTBEHHBIX CPEJICTB.

b) nonyyeHne HayyHbIMU METOJIAMHU OLIEHOK M 10KA3aTENbCTB IP(HEKTUBHOCTH U
0€3011aCHOCTH JICKaPCTBEHHBIX CPEJICTB.

B) ycraHOBiEeHHME NEPEHOCMMOCTH IIpernapaTta M Hajlu4he y  HEro
TEPaANeBTUYECKOTO ACHCTBHUS.

I') mosyyeHre Hay4YHBIMM METOJAMHU JOKAa3aTEIbCTB KAauyeCTBA JIEKAPCTBEHHBIX
CPEICTB.



5. JleicTBHE BEINECTBA, CIIOCOOHOE BBI3BLIBATH HM3MCHEHHUS TI'€HETHYCCKOTO
ammapara KJICTKM U TPUBOJSINEE K HW3MEHEHHIO HACIEICTBEHHBIX CBOMCTB,
Ha3bIBaeTCs?

A) KaHIIEpPOTE€HHOCTh

b) 6uotpanchopmanus

B) sMOpHOTOKCHYHOCTH

[') MyTareHHoOCTh

6. Kak Ha3pIBaeTCd TOKCHYECKOE JICMCTBHE BEIIECTBa, BBEICHHOTO B
OJIHOKPATHOM J103¢ WJIM B MHOTOKPATHBIX J103aX B TEUCHHE He Oosiee 24 4acos,
KOTOPOE MOJXKET BBIPAXKATHhCS B PacCTpOMCTBE (DM3UOJIOTHUYCCKUX (PYHKIMM WU
HapymieHud MOp(}OJIOTHH OPraHOB AKCIEPUMEHTAIBHBIX KXHUBOTHBIX, a TaKKe
ru0eny )KUBOTHOTO?

A) ocTpasi TOKCUYHOCTb

b) o0mias TokKCHIYHOCTH

B) cuctemMHass TOKCHYHOCTh

I') xpoHMYECKast TOKCHYHOCTh

7. be3onacHOCTh JEKaPCTBEHHOTO CPEACTBA — ATO ...

A) CooTBeTcTBHE JIEKAPCTBEHHOIO CpeAcTBa TpeOOBaHUAM (papMaKONEHHOM
CTaTbl JMOO B CiIy4ae €€ OTCYTCTBUS HOPMATHUBHOM JOKYMEHTAllUH WIH
HOPMATHUBHOT'O IOKYMEHTa

b) XapakrepucTuka BIUSHHS JIEKAPCTBEHHOIO IIpenapaTa Ha TEYEHUE,
IPOAODKUTEIBLHOCTD 3a00JIEBaHUS WK €r0 PeJ0TBpalleHue, peabuInTaluio, Ha
COXpaHEeHue, NpeA0TBpallleHue WIH TpephIBaHre OEpEMEHHOCTH

B) Xapakrepuctuka JIeKapCTBEHHOTO CpPEACTBAa, OCHOBaHHAsl HA CPABHUTEIHLHOM
aHanu3e ero >PQPEeKTUBHOCTH W pHUCKa MPUYMHEHHS BpeAa 3[J0pOBbIO, a TaKkKe
CTENEHU MOJIO)KUTEJILHOTO BIUSHUA 3TOT0 IIpernapara ¢ UMEIOIIKUMCS aHAJIOTOM

[') XapakTepuCTHKa CTENEHH MOJOXKUTEIBHOTO BIUAHUS JIEKAPCTBEHHOIO
npernapata Ha  TEYEHHME, MPOJODKUTEIBHOCTh  3a00JIeBaHUS WM  €ro
OpeloTBpalleHle, peabuIuTalli0, Ha COXpaHEHUE, MPEAOTBpAIlICHUE WIH
MpepbIBaHNE OEPEMEHHOCTH



8. llemp mpeaBapUTENBHONW OIEHKH WMMYHOTOKCHYHOCTH TPU OJHOKPATHOM
BBEJICHUH (papMaKOJOTHIECKOTO CPEICTBA!

A) Omnpenenenne 1036l (HapMaKOJIOTHYECKOTO CPEICTBA, KOTOpas SBISETCS
TOKCUYHOM JIJIs1 SKCTICPUMEHTAIBHBIX KUBOTHBIX

b) Omnenka creneHW W JUIMTEIBHOCTH BO3MOXKHOTO TOBPEXKICHUS WUMMYHHOU
CHUCTEMBI MPU BBEJICHUU TIpemapara Mo CXeMe, MaKCUMaJIbHO MPHUOIMKEHHON K
KIIMHAYECKOMY MPUMECHECHHIO

B) Onpenenenue BO3MOKHOTO MMMYHOTPOITHOT'O MOTEHIIAAJIA
(bapMaKoJIOTHYECKOTO CpEACTBAa TIPU BBEACHUU JKUBOTHBIM B  IIIHPOKOM
Jrara3oHe 103

[') Onenka cTeneHW BO3MOMKHOTO TOBPEXACHUS HMMMYHHOM CHCTEMBl MpU
BBEJICHUH TIperiapaTa Mo cXeMe, MaKCUMaIbHO MPUONMKECHHOW K KIUHUIECKOMY
IPUMEHEHUTO

9. TectupoBaHMe Ha KaHIIEPOTE€HHOCTh HE 00S3aTE€NIbHO JUISl JIEKAPCTBEHHBIX
CPEICTB:

A) Jlns neueHus 3abojieBaHUM, NPEICTABIAIOIINX HEMOCPEICTBEHHYIO Yrpo3y
JUTSL )KU3HU

b) st neyeHus 3moKa4ecTBEHHBIX HOBOOOPA30BaHUIA

B) IlpumeHsieMble OOHOKPATHO WJIA HENOBTOPSIIOUIMMUCSH KPATKOCPOUYHBIMU
Kypcamu

') Bocipon3BoauMbIX 3apyOexKHBIX JIEKAPCTBEHHBIX CPENICTB, €CIIU B JIUTEPATYPE
UMEIOTCS  JIOCTaTOYHO OOOCHOBAHHBIE CBEJEHUS OKCIEPUMEHTAIbHOIO H
PETPOCIEKTUBHOIO XapaKTepa, MOATBEPKAAOIINE OTCYTCTBHE KaHILIEPOTECHHBIX
CBOMCTB COOTBETCTBYIOIIIETO aHAJIOra

10. KoHnTponb kauecTBa JOKIMHUYECKUX UCCIECIOBAHUN OCYIIECTBIISCT:

A) Komuccus no sTuke

b) Hayusslii UEeHTp »JKCHEPTU3Bl CPEACTB MEIUIMHCKOIO TMPUMEHEHHUS
Mun3gpaBa Poccun

B) Opranuzauus, o6najaromasi mpaBaMH Ha pe3yibTaTbl JOKIMHUYECKUX H
KJINHUYECKUX MCCIEAO0BAHUN JIEKAPCTBEHHOI'O CPEICTBA

[') Opranuzanus-pa3paboTyuK JIEKAPCTBEHHOTO CPEICTBA, KOTOpas MPOBOIUT
JNOKIIMHUYECKUE UCCIIETOBAHMS



11. TlpaBuna GLP He Bkitouaiot B ceosi:

A) CrannapTHble METOAMKHU HKCIIEPUMEHTAIBHBIX PaboT

b) TpebGoBaHus K CIIOHCOPY MPOBEICHUS UCTIBITAHUN

B) TpebGoBanus K TIOMEIICHUSIM, B KOTOPBIX IPOBOJATCA MCHBITAHUS U
COZIEPKATCS JKUBOTHBIE

[') TpeGoBaHMsI K KAYECTBY JKUBOTHBIX, K YCITOBHUSAM UX COJEPIKAHUS M KOPMIICHUS

12. Kommekc wMep 1o obOecneueHnio dS()PEKTUBHOCTH € O€30MaCHOCTH
(dapMameBTHUECKUX TMPOIYKTOB, a TaKXK€ HMX COOTBETCTBUS O(PHIIMATHLHBIM
TpeOOBaHUAM TI0 TTOKA3aTENISIM KauecTBa ATO:

A) Cucrema obecriedeHus] KauecTBa

b) Cucrema KOHTpPOJISI KauecTBa

B) Cucrema MeHeKMEHTa KauecTBa

I') Cucrema dapmakoHaazopa

13. Beibepute onpeiereHue TEpPMUHY IMOPUOTOKCUYHOCTb.

A) CBOICTBO, XapaKTEpHU3YIOIee CIIOCOOHOCTh BEIECTBA BBI3bIBATH T'HOCIH
mioja

b) CBoiicTBO, XapakTepHu3yrollee COCOOHOCTh BEIIECTBA BbI3bIBATH HAPYIICHHUE
pa3BUTHS WA TUOEIIb 1012

B) CBoiicTBO, XapakTepusyroliee CriocOOHOCTh BEIIECTBA Cpa3y MOCIE BBEACHUS
BBI3bIBATh I'MOENb IJ101a

[') CeoiicTBO, XapakTepu3yroIee CIOCOOHOCTh BEIIECTBA BHI3bIBATH HAPYIIICHUE
Pa3BUTHS WJIU THOEIb SKCTIEPUMEHTAILHOTO YKUBOTHOTO

14. Yto oTHOCUTCA K (hapMaIleBTUIECKUM (DaKTOpaM.

A) Xumnueckas Moau(uKanus JeKapCTBEHHBIX BEIIECTB, (PU3MUECKOE COCTOSIHUE
JIEKapCTBEHHBIX BEILECTB, TE€XHOJOTUYECKHIM npotiecc, MEXaHU3M
(hapMaKoJIOTHYECKOTO IEUCTBUS

b) Ilyte BBeneHMs JEKApCTBEHHOIO IIpenapara, COCTaB BCIOMOTATEIbHBIX
BEIIECTB, BUJ] JIEKAPCTBEHHON (POPMBI, TEXHOJOTUUYECKHM Tpoiiecc, hU3nIecKoe
COCTOSIHUE Y XUMHUYECKass MOAU(PUKAIINS JIEKAPCTBEHHON CyOCTaHITNH

B) Ilyte BBeneHus JIEKapCTBEHHOTO IIpemnapara, COCTaB BCIIOMOTaTEIbHBIX
BEILECTB, BUJ JIEKAPCTBEHHOU (POpMBI, (PU3UUECKOE COCTOSSHUE M XHUMHUYECKas
Mo U (dUKALINS JTIEKAPCTBEHHON CYyOCTaHIINU, TOOOYHOE ACHCTBHE JIEKAPCTBEHHBIX
npenaparoB



[') Ilyte BBeAeHUS JIEKapCTBEHHOI'O Ipernapara, COCTAB BCIOMOraTEIbHBIX
BEILIECTB, BHUJ  JIEKAPCTBEHHOM  (OpPMBI,  TEXHOJOTUYECKH  Mpoliecc,
dbusnonornyeckue OCOOCHHOCTM OpraHOB M TKaHEH, J103a JIEKAPCTBEHHOIO
npernapara

15. buonorudeckast JOCTYITHOCTB - 3TO:

A) KOJIMYECTBO BBEJICHHOTO B OpPTraHU3M JIEKAPCTBEHHOIO BEIIECTBA

b) nonga momaBmiero B CUCTEMHBIM KPOBOTOK JIEKAPCTBEHHOI'O BEIIECTBA OT
OOIIEro CO/EpXaHUsi €ro BO BBEJCHHOM JIeKapCTBEHHOW Qopme, CTeneHb U
CKOPOCTb BCACBIBAaHUS U 3JIUMUHALIUU

B) oTHomeHue KoJMYECTBa BBEJIEHHOIO JIGKAPCTBEHHOTO BEIIECTBA K
BBIBEJICHHOMY KOJIMYECTBY C OMOKHUIKOCTSIMH Tella

I') TepaneBTyeckuii 3(h(PEKT JeKapCTBEHHOTO Mpenapara

4.2. CuTyanmoHHbIe 3a1a4H
®opmupyembie komnerennun — OIK-8, I1K-4

3anauva 1.

Ha npennpusitum pa3paboTaH HOBBIM JIEKAPCTBEHHBIM Mpernapar B
nekapctBeHHOM (opme «Tabnetkw». Kakue wucciaegoBaHus HEOOXOAUMO
MPOBECTH TMpPU BHIOOpPE MEPBUYHONW M BTOpUYHOM ymakoBku? CocTaBbTe MIIaH
OTUX UCCIIEIOBaHUMN.
3agauya 2.

[lepen Bamu mocraBieHa 3agadya OpejIOKUTH CIIOCOO TPAaHYISILIMU TPU
IIPOU3BOJICTBE HOBOIO JIEKAPCTBEHHOTO Ipenapara. Kakue 3KCIepuMEHTHI
HEOOXOAMMO MPOBECTH, YTOOBI mMmoAoOpaTh crnocod rpanyisuuu? CoctaBbTe
rpadoJOrHYECKyI0 CTPYKTYPY IKCIIEPUMEHTA.
3anauva 3.

HUcnone3ys calt 1'OCynapCTBEHHOrO peecTpa JIEKAPCTBEHHBIX CPEACTB
IPOBEIUTE AHAIU3 BCIIOMOTaTEJIbHBIX BEUIECTB MPHU W3TOTOBJIEHWH HA3AJIbHBIX
Karenab ¢ HadazonuHa HUTpaToM. OOBACHUTE POJb KaXKIOrO0 HHIPEIMEHTa B
JEKapCTBEHHOM  MpernapaTte M NPEMIOKHTE  ONTHUMAJIbHBIA  COCTaB
BCIIOMOTATENbHBIX ~ BEHIECTB Uil  MPOW3BOACTBA  HA3aJIbHOTO  PACTBOPA
Hado30IMHa HUTpaTa Ha BaieM npeanpusaTuu.
3anauva 4.

CoctaBpTe 1UIaH  (papMalEeBTUYECKOW  pa3pabOTKU  JIEKapCTBEHHOTO
npemnapara — TabJETKH IpOTaBepUHA.



3amgaua 5.

Kakue wuccnegoBanusi HeOOXOAMMO TMPOBECTH TMpU BHIOOpE METOJA
CTEPUJIN3ALIMY TJIa3HBIX Kanenb «l [unokapnrHa rugpoxXaopuaa.
3anmaua 6.

PapMaLeBTUYECKOE NPEANPUATHE BBITYCKAET PACTBOP IIEPEKUCH BOJIOPOIA
3%. PykoBomuTtens mnpeanpuATHs MOCTaBWIO mepen Bamu 3agady 3amMeHUTH
MMEIOLIYIOCSA CTEKJSIHHYIO YIIAKOBKY Ha IUIACTHKOBYIO. Kakne uccnenoBanus s
3TOro HeoOxoauMo npoBecTu? HyXHO JIn U3MEHATH YCIOBUS XpaHEHUSI PacTBOPA
nepekucu Bogopoaa 3% B HOBOM yITaKOBKE?
3agaua 7.

Ha npenmpusitun pa3paboTaH HOBBIM JIEKAPCTBEHHBIM Mpenapar B
nekapctBeHHOM (opme «Masuy. Kakue ucciaenoBaHus HEOOXOAMMO MPOBECTH
Ipy BBIOOpE NEPBUYHOW U BTOpUYHOM ymakoBku? CocTaBbTe IUIAaH 3THUX
HCCJIEIOBAHU.
3anauva 8.

CocraBpre 1UIaH  (hapMaleBTUUECKOW  pa3pabOTKU  JIEKApPCTBEHHOTO
npenapara — refib JUKJIoQpeKHaKa HaTpusl.
3agaua 9.

HUcnonw3ysa calt 1'oCymapCTBEHHOrO peecTpa JIEKAPCTBEHHBIX CPEICTB
IPOBEIUTE AaHAJIU3 BCIOMOTATENbHBIX BEUIECTB MPH H3FOTOBJIECHUU TaOJIETOK
Juknopenaka. OOBACHUTE POJIb KaXIOIO0 HHIPEIUEHTa B JIEKAPCTBEHHOM
npenapare 1 MpeyioKUTE ONTUMAIIBHBIA COCTAaB BCIIOMOTaTEIbHBIX BEIIECTB IS
poOU3BOJICTBA TabJIEeTOK Ha BaieM npeanpusatuu.
3anaua 10.

Ha mnpenmpusitun pa3paboTaH HOBBIM JIEKAPCTBEHHBIA Mpemapar B
JexkapcTBeHHOM (Qopme «PacTBop miis HapyKHOTO mNpuUMeHeHus». Kakue
UCCJIEIOBAHNUST HEOOXOJMMO MPOBECTU MPHU BBHIOOPE MEPBUYHON W BTOPUYHOM
ynakoBKu? COCTAaBbTE IJIAH ATUX UCCIICTOBAHUM.

4.3. CobGecenoBaHue 1Mo TeOpeTUYECKUM BOINIPOCAM
®opmupyembie komnerennun — OIIK-8, ITK-4

1. OnummTe HSTanel  (apMaleBTUYECKOW  pa3pabOTKH  JICKAPCTBEHHOTO
npenapara B coorBetcTBue ¢ ICH Q8.

2. CoctraBpTe TrpadoOJIOTUYECKYIO CTPYKTYpy IIpoliecca  perucTpariu
JIEKapCTBEHHOT O npemnapara B PO.

3. IlpuBenure HOPMATHMBHBIE JHOKYMEHTBI, PETrIAMEHTUPYIOIINE MPOIIECC
roCyJJapCTBEHHOU perucTpaluy JIEKapCTBEHHBIX CPEACTB.



4. Kakoii JOKYMEHT BBLAAET YIOJIHOMOYEHHBIN opraH P® mocie npuHATHS
peuieHuss O TOCYJApCTBEHHOM PEruCTPaldy JIEKAPCTBEHHOIO CPEICTBA.
KaxoB cpok ero nencrBus.

5. IlpuBenurte npUUUHBI IEPEPETUCTPALIMU JIEKAPCTBEHHOI'O CPECTBA.

o

Omnwumurte cnocoObl CTepMIn3auy B (hapMarieBTHUeCKON TEXHOIOTHH.

7. IlpuBenure TeopeTHUecKOoe OOOCHOBaHME CTAOMIM3ALUU HHBEKIMOHHOIO
pacTBOpa BEILIECTBA COJIM CJIA0OT0 OCHOBAHUS M CUJIBHOM KUCIIOTHI.

8. IlpuBenute TeopeTnyeckoe OOOCHOBAHUE CTAOWUIM3AIMU HWHBEKIIMOHHOTO
pacTBOpa BEIIECTBA COJU CHIIBHOIO OCHOBAHUS U C1a00N KUCIOTHI.

9. IlpuBenure BO3MOKHOE BIUSHUE MaTepuaia YMaKOBKHU JIEKAPCTBEHHOTO
CpeJICTBa Ha €ro KauecTRo.

10.OnummTe npenmymiecTBa U Hegoctatku «BFSy ymakoBku.

11.0T7 kakux (akTopoB 3aBUCUT BBIOOP JIEKAPCTBEHHOW (OpMBI MpU
dhapMaiieBTHUECKOM pa3paboTKe.

12.0nmummure 3tam  (apManeBTHUeCKo — paspabotkum  «Pa3pabotka
IIPOU3BOJICTBEHHOT'O MPOLECCA»

13.0Onummte  3tan  dapmaneBTuueckod  paszpabotku  «KonteitHep-
YKYIIOPOYHOE CPEACTBO»

14.OnummTe, Kak JTOHKEH OBITh MPEACTABJICH OTYET MO (apMaleBTUYECKON
pa3paboTke B PeructpaiiioHHOM J0CheE.

15.0nummTe crnocoObl YCTAHOBJEHUSI CpPOKAa TOJHOCTU JIEKapCTBEHHOTO
CpelcTBa.

16.Kakue myTu nomcka HOBBIX JIGKAPCTBEHHBIX MpernapaToB Bel 3Haere?

17.KakuMy TpPUHIIMIIAMH PYKOBOJICTBYIOTCS TPH BBIOOpE JIEKAPCTBEHHOM
(dbopMBI 1J11 HOBOTO JIEKaPCTBEHHOTO Ipernapara’?

18.HazoBure 1ienb BBeneHus nokymenTa «DapmarieBTruueckas pa3padoTKay.

19.00bsicHUTE, KaKOW CMBICT BKIAABIBACTCS B TMOHSATHE «KAueCTBO
JIEKapCTBEHHOI'O Tpernapara JOJKHO OBbITh 3aJI0KEHO €lIe Ha JTare
(dhapMaileBTHYECKOU pa3paboTKm.

20.Kax nHa srTame QapmareBTHYECKON pa3pabOTKH OCYIIECTBISETCS BHIOOD
JeKapCcTBEHHON (POpMBI?

21.]lafiTe KpaTKyr XapaKTepUCTUKY 3TaroB mporiecca «DapmarieBTuueckas
pa3paboTKay.

22.0numuTe 3Tansl papMarieBTUUeCKoi pa3paboTKu JIeKapCTBEHHOU (OPMBI
«pactBop». Kakue »stambl pa3paboOTKM B CpaBHEHMHM C pa3pabOTKOU
TBEPIBIX ()OPM MOTYT OTCYTCTBOBATh?

23.0numure Mporeaypy BBIOOpAa CHCTEMBI «KOHTEHHEpP — YKYIMOPOYHOE

CPEIICTBOY.



24.Onumute 3Tansl GpapMaleBTUYECKO pa3pabOTKH JIEKapCTBEHHON (OPMBI
«TabneTkn».

25.0numurre nporeaypy BbIOOpa CHCTEMBl «KOHTEHHEpP — YKYINOPOYHOE
CPEIICTBO» TPH pa3pabOTKe JIEKapCTBEHHOTO IMpemnapara B JEKapCTBEHHON
dbopme «TabmeTkm.

26.0nummre 3Tamnsl (hapMaleBTHIECKON pa3pabOoTKU JEeKapCTBEHHON (HOpMBbI
«Masb».

27.0nummre TpoUeaypy BHIOOpa CHCTEMBI «KOHTEHHEp — YKYNMOPOYHOE
CPEIICTBO» MpH pa3paboTKe JEKapCTBEHHOTO Ipernapara B JIEKapCTBEHHOU
bopme «Ma3zby.

28.0numure OCOOGHHOCTH M dTanbl  (apMaleBTUUECKOW pa3paboTKu
JekapcTBeHHOU (HopMbI «PacTBOp AJIsI UHBEKIIHI.

29.0nummre TpoLEeAypy BHIOOpa CHCTEMBI «KOHTEHHEp — YKYNOPOYHOE
CPEICTBO» TPH pa3pabOTKe JIEKApCTBEHHOTO MperapaTa B JEKapCTBEHHON
dbopme «PacTBop 1151 UHBEKITUNY.

30.Kakoii Meton cTepuiaM3alUd JEKapCTBEHHOTO IIpernapaTa B aMilysax
ClIelyeT UCIIOJIb30BaTh KaK CaMblil HaJIe)KHbIM?

31.Maiite  ompeneneHUEe  MOHATUIO  «TOCYJApCTBEHHAs  perucTpanus
JIEKapCTBEHHOTO CPEICTBAY.

32.Kakue menu mpecienyeT rocyJapCTBEHHAsh PEruCTpamus JIEKapCTBEHHBIX
CpeacTB?

33.Kakme opraHbl TOCYJapCTBEHHOH BJAacTH YYacTBYIOT B Ipoliecce
rOCy/1apCTBEHHON PErUCTPALIUU JIEKAPCTBEHHBIX CPEICTB?

34.Kakue  JneKkapCTBEHHbIE  NpemapaTbl  HOJJIEKaT  T'OCYJapCTBEHHOMN
perucTpaunuu, a Kakue HeT?

35.KakoBa mpoueaypa TOCyIapCTBEHHOW pErucTpaluuu JEKapCTBEHHOTO
cpencrna?



