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ObopomHas cmopoHa mumyibHO20 JUCMA

[Tporpamma cocraBneHa B coorBercTBuu ¢ Tpeboarusimu @I'OC BO HanpaBieHUs OATOTOBKU
(cnermmanbHOCTH) 19.03.01 BrorexHonorus

[TporpamMmmy cocTaBuIu:

JIOLICHT C y4CHOM CTENCHBIO JIKCubT COI'JTACOBAHO T.H. Kpuoporosa
KaHJH1aTa HayK
(TOKHOCTBD) (xacenpa) (1.0. damwuust)
JIOLICHT, KAaHIUAAT HAYK JIKCubT COTI'JTACOBAHO T.H. Kpusoporosa
(TOKHOCTBD) (xacenpa) (1.0. damwuust)

PACCMOTPEHA u O/IOBPEHA Ha 3acenanun kadeapsl, 32 KOTOPOH 3aKperuieHa TUCIHUILIMHA

Ka(be/:[pa JICCHBIX KYJIBTYP, CCJICKIHUU U OHMOTEXHOJIOTUH

(HammMeHoBaHUe Kadeaphl)
02.02.2026 npotokoin Ne 10

(mara)
3aBenyronmii kKageapoit COT'JTACOBAHO .. MyxopTroB

(1.0. ®amunus)

Pa6ouas mporpamma COI'JTACOBAHA ¢ ¢akynbTeToOM (MHCTUTYTOM), BBIITYCKAIOIIEH(MMU)
kadeapoi(amn).
COOTBETCTBYET peiictByromeit OI1.

3aBenyromuit kadenpoit COI'JTACOBAHO 1. MyxopTtoB
(1.0. ®amumnus)

[Ipencenarens MeTonuyecko KoMmHccHM —(akyiabTeTa (MHCTUTYTa), B KOTOPBIM BXOAMT
BBINTyCKaroIas kageapa

COT'JTACOBAHO J.W. MyxopToB

(M1.0. ®amunus)
Okcnept(sl): Yukunes B.A., [lupekrop OOO "Ka3zanckoe"

Pabouas mporpamma npoBepeHa u 3apeructpupoana B YMI] 19.01.2026 r.
Crnermmamuct yueono-meroandeckoro nearpa COI'JIACOBAHO /T.A. CmupHosa/



Pazpen 1. HEJIb OCBOEHUA AMCIHUITJIIMHBI

[leapt0o OCBOCHMSI AUCIUIUIMHBI SIBISETCS JOCTHXKCHHE IUIAHUPYEMBIX PE3yJbTaTOB OOYydYCHHS,
cooTBeTCcTBYIONIMX ycTaHOBICHHBIM B OIIOII nnaukaropam A0CTUKEHUSI KOMIIETSHITUI:

Konun Kon n HaumeHoBaHue Pe3ynbrarel 00yueHus
HAaVMEHOBAHME | MHAMKATOPA JOCTHKECHUS
KOMITETCHIIMH KOMIIETCHITUHT
1. [IK-5 [1K-5.1 3naer 3HAHMSA: 3HAHUS MOJIOKEHUM CUCTEMbl MEHEKMEHTA
Cnocoben MIOJIOKEHUS CUCTEMBI KauecTBa OpraHu3aluu
OCYILICCTBIIATD MCHEJP)KMCHTA KaueCcTBa |(YMEHUHA:
MEPOIPHUATHS 110 [OpraHU3au HABBIKU:
KOHTPOJIIO 32 I1K-5.2 3naer 3HAHHUA: 3HAHUS MTOKa3aTeNield KauyecTBa
KaueCTBOM MOKa3aTe)IM KayecTBa OMOTEXHOJIOTHYECKON MPOAYKIIMN U METOIUKHI
MaTepHuaioB, OMOTEXHOJIOTHYECKOI orpezieNieHus] KayecTBa OMOTEXHOIOTUYECKOM
CBIPbA, OpOAYKIMHM U METOJAUKM |IIPOAYKIIUHU
IIPOMEKYTOYHOM |ompeiesICHUsI KauecTBa  |YMEHHSsI:
Y TOTOBOM OMOTEXHOJIOTHYECKOM HABbIKH:
MPOTYKIIUH MIPOJIYKIIUH
ITIK-5.3 Ymeer 3HAHUSA:
aHaTTM3UPOBATH YMeHusA: YMECHUA aHAIU3UPOBATh IIPETCH3UU OT

HPETEH3HUHU OT MOTPeOuTE-
JIed TI0 Ka4eCTBY
HPOAYKIINH, BECTH yIET
neeKTHOH MPOYKIINH,

noTpeduTeneil o Ka4ecTBy NPOAYKIHUH, BECTH YUET
neeKTHOH MPOYKIINH, aHATU3UPOBATH IPUYNHBI
MOSIBICHUS Opaka

HABBIKH:
AHATM3UPOBATH MPUIHHBI
HOsIBJIEHUS Opaka
IIK-5.4 YMmeet 3HAHHA:

MMPONU3BOJUTH aHAJIN3
KadcCTBa BXOAHOT'O

YMEHUsA: YMmenus MPOU3BOAUTH AHAJIN3 KaUCCTBA
BXOIHOTO CBIPpbSA JJIA OMOTEXHOJIOTHUECKOTO

CBIPbA VLA MPOU3BOJICTBA, ONIPEHCIIATEL COJICPKAHUE U
OMOTEXHOJIOTHYECKOT0 AKTUBHOCTH OCHOBHOI'O BELIECTBA B TOTOBOM
[IPOU3BOJICTBA, rpenapare

ONpPCACIIATh COACPKAHNC |HaBBIKH:

A aKTUBHOCTHh OCHOBHOTO

BEIECTBA B TOTOBOM

rnpenapare

I1K-5.5 Bnaneer 3HAHMSA:

HaBBIKAMU TIPOBE/ICHAS  |ymeHust:

KOHTPOJIS ChIPBA,
MPOMEKYTOUHOU U
TOTOBOM IPOAYKIIMU

HaBbIKU: BiiageTs HaBbIKaMU POBEAEHUS KOHTPOJIA
CBIPbsl, IPOMEXYTOYHOU ¥ TOTOBOW MPOTYKIIHH




I1K-5.6 Bnaneet 3HAHUA:
HaBbBIKAMMU BBIABJICHHUS YMeHHUA:

(hakTOpOB, BIMSIOIMX HA |gaBbIKK: BIageTs HABBIKAMHU BHISBICHHS (QAKTOPOB,

KaqCCTBO IIPOAYKIINH, BJIMSIFOIIMX Ha KAaueCTBO MPOIYKIIMH, Pa3paboTKH
paspaboTku MEPOIPHUATHUN C LIEIIBIO CHYKCHUS WIH YCTPAHECHUS
MEPOIIPHUSITHIA C IIENIBIO PHUCKOB M TOBBIIIICHUS Ka4eCTBA U OE30MaCHOCTH
CHMIKCHUS MJIU OMOTEXHOJIOTMYECKOM MPOTYKIIH

yCTpaHEHUS PUCKOB U
MTOBBIIIIEHHS KaueCcTBa U
0e301macHOCTH
OMOTEXHOIOTHYECKOMN

OPOAYKIIMK

Paznen 2. MECTO JUCHUIIIMHBLI B CTPYKTVYPE OIIOII

JlucuunimHa OTHOCUTCA K AJIEKTUBHBIM AucuuminHam (Moayisim) OITOIN

JucuunnmHa aBisieTcs 3JIeKTUBHON

Jns  mpomomkenust  (GopMHpOBaHUS — 3asABJICHHBIX ~ KOMIIETEHIMI  HEOOXOIMMBI  3HAHUS
MPEIISCTBYIONUX JTUCIUTUTHH: AHAIUTHYCCKAsT XUMUS U (PU3UKO-XUMHUYCCKUE METOJIbI aHAIN3a
(TIK-5), UHcTpyMeHTa IbHBIE METO/ Il aHan3a B OnotexHosoruu (ITK-5)

W3ywyaemass IUCHUIUIMHA SIBIISICTCS OCHOBOH IS MPOJOJDKCHHS (OPMUPOBAHUS YKa3aHHBIX
KOMIETeHIINH B cheayrommx npaktukax: [Ipemmunnomuas npaktuka (I1K-5); rocymapctBenHoit
uTOroBor arrecrauuu B ¢opme: [loaroroBka K mNporeAaype 3alldThl W 3allUTa BBITYCKHOU
kBanudukannonHoit padotsr (I1K-5)

Pazzen 3. OIIUCAHUE OBPA30BATEJIbHBIX TEXHOJIOT A

Jns dopmupoBaHus 3asBICHHBIX KOMIIETEHLIUH HMCIIOJIB3YIOTCS METOAOJIOIMYECKHE TEXHOJIOTHH,
peanusyromue AesATEIbHOCTHBIA, JIMYHOCTHO-OPUEHTUPOBAHHBIN, IPAKTHUKO-OPUEHTUPOBAHHBIN
MOAXO/BI.

OCHOBHBIMU CTPAaTETMYECKUMHU TEXHOJOTHSAMH SIBIIIOTCS: JIEKLIMOHHBIE 3aHITHS, NPAKTHYECKUE
3aHATHSL, TPOLIEYPBl CAMOOOYUEHUS

Ha nocTixkeHHMe KOHKPETHBIX ILieneil OoOydeHHus HalpaBieHbl IPUMEHsEMble TaKTUYECKHUE
TEXHOJIOTMM: 3aJJaHus, KIJACCUYECKas JIEKIIMS

Paznen 4. COAEPXXKAHUE JUCLHUITJINHBI

8 cemectp

. Konnuectso | Dopmupyemblie
Bunpl 1 TeMBbI 3aHATHIA

4acoB KOMIIETEHIINHU
Paszpen 1. 1. OPTAHU3ALIUA BUOTEXHOJIOI'MYECKOI'O 62 [IK-5
INPOU3BOJACTBA 110 ITPABHJIAM GMP
Jlexuus. OCHOBHBIE MOHATHSA MEKIyHAPOAHBIX cTaHAapTOB GMP 1 2
GLP.
Bormpocsr:

1. Onpenenenne GMP u GLP

2. [Tpuuunbl BBeneHus: MexxayHapoaHbix npasuia GMP u GLP B
(dbapManeBTUYECKOE MPOU3BOJICTBO

3. Ctpyktypa npasua GMP

Jlekuusa. Marepuainsl. 4




Bomnpocksr:

1. Buael MmaTepuainos

2. AktuBHbBIE hapMalleBTUYECKUE CYOCTaHIIUU

3. BcnomorarenbHbie BelecTBa

4. Be1O0Op MOCTaBIIUKOB

5. IlepBUuHBIE YITAKOBOYHBIE MAaTEPHUAIIBI

6. buoTexHoOrUs MNPy MPOU3BOACTBE OMOJOTUUECKH aKTUBHBIX
cyOCTaHIMiA

Jlexnus. IIpousBoacTBo.

. CxeMa 4ncToro npou3BOICTBA.

. O6pamienue ¢ MmaTepragamu JI0 epeayd B MPOU3BOICTBO.
. OTO0p 1 aHanu3 MPod MaTEPHUATIOB.

. OTUKETKH U MapKHUPOBKH.

. IIpon3BOCTBO MPOIYKIIHH.

. Cepust npoayKIUU.

. 3amuTa OT 3arps3HEHUM U IEPEKPECTHBIX 3arpsI3HEHUH.

. OTKIIOHEHHBbIE, TOBTOPHO KCIOJIb30BAHHBIE M BO3BPAIICHHbBIE
MaTepHuasbl U IPOTYKIIUS.

9. PaboTa o KOHTpaKTaM.

10. Beimyck mo mapaMmerpam.

0N DNk~ W~

Jlekuus. JlokymeHTanus.

. Haznauenue nokymeHTanuu

. TpeGoBaHus K JOKYMEHTAIIHH

. [Topsimox pa3paboTKK JOKYMEHTOB

. OcHOBHBIE BUbI JOKYMEHTOB

. Undopmanus o npeanpustun

. Cneunduxaryu

. [IpombIlITIEHHBIE PETTIaMEHTHI

. UHCTpYKIIMK U METOAMKHU

. Benenne nokyMeHTallMM U BHECEHHE M3MEHEHUM

O 00 1N DN K~ W —

Jlexuus. 3maHus ¥ TOMEIICHUS.

1. Pa3zpaboTka KOHIIENIUYU 3/TaHUN U TTOMEIICHUH.
2. TpeOoBaHMS TEXHOJIOTHUH.

3. TexHOIOTHYECKUI TIPOIIECC.

4. YncThle MOMEIICHHUS.

5. Kontposnbnsie nabopatopum.

6. CucreMa BEHTHJISALIUY U KOHJIUIIMOHUPOBAHHUSL.

Jlexmms. O6opynoBaHNE U CHCTEMBI.

. O6mue TpeOoBaHMS K TEXHOIOTHYECKOMY 000pYI0BAHUIO.
. Kontpons mapameTpoB 060pymoBaHwMs.

. KoHTpoipHO-U3MepHUTEnbHBIE TPHUOOPHI.

. TpeboBanus K BOJIE.

. TpeOoBaHMs K Ta3aM U C)KATOMY BO3IIYXY.

. TpeboBaHMs K yTHIM3AIIUN OTXOOB.

. O6opyaoBaHue JUIsl MPOM3BOICTBA TBEPABIX (hopM.

N QNN R W

IIpakTrueckoe 3ansaTue. [Ipon3BoACTBO CTEPUIIBHBIX
JIEKApCTBEHHBIX CPEJICTB.

Opranu3zanus MpOU3BOJCTBEHHBIX 30H MPH TPOU3BOICTBE
CTEPWIbHBIX

JICKaPCTBEHHBIX CPEJICTB.

IIpakTueckoe 3ansatue. IIpou3BoACTBO CTEPUIIBHBIX
JICKapCTBEHHBIX




CPENCTB:

[TpoaykThl, moanexamme GUHUIITHONW CTEPHIIN3AIIH.
AcenTtuueckoe npou3BoicTBo. [lepconan. [lomemenus.
O6opynoBanue. Ounctka u qe3uHdexnus. TeXHOIOrnIecKu
IpolLecc.

[Ipaktuueckoe 3anstue. [Ipou3BoACTBO CTEPUIIBHBIX 2
JIEKapCTBEHHBIX

CPEJICTB:

Crepunuzanus. Tepmuueckas crepuivzanus. BnaxxHoe Temio

(map). Cyxoe Terno (xap). Paguanuonnas crepuiidzanusi.

Crepunuzanusi OKCHA0M dTHiIeHa. uibTpanus JeKapCTBEHHBIX

CPEJIICTB, KOTOPHIE HE MOTYT OBITh CTEPHIIN30BAHBI B

OKOHYATEJIbHOM YITaKOBKE. 3aBEpUIAIOIIKE ONEePALUH 10

MIPUTOTOBJICHUIO CTEPHUIILHON MTPOTYKITHH.

[TpakTrueckoe 3ansaTue. [Ipon3BoACTBO OMOIOTHYECKUX 2
JIGKaPCTBEHHBIX CPEJICTB

[IpakTuueckoe 3anstue. [Ipon3BoACTBO JIEKApPCTBEHHBIX CPENICTB 2
JUIS J)KUBOTHBIX

[IpakTuueckoe 3anstue. [[pon3BoACTBO NMMYHHBIX JIEKAPCTBEHHBIX 2
CPEJCTB JUIS JKHBOTHBIX

[IpakTuueckoe 3anstue. [Ipon3BoaCTBO METUIIMHCKUX Fa30B 2
[IpakTuueckoe 3ansTue. [Ipon3BoACTBO JIEKAPCTBEHHBIX CPEACTB U3 2
KPOBH WJIM IJIa3Mbl YEJIOBEKa

3aaHus 111 CaMOCTOSITEIbHOM padOThI, B TOM YHCJIE BBIMIOJHEHUE

KP

[ToaroToBka K MpakTHYECKOM padoOTE;

npopaboTKa KOHCTIEKTa JEKIUM;

popabOTKa OCHOBHOM JIUTEPATYPhI;

N3zyuuts 'OCT P 52249-2009.

noArotroBka kK Tecty Ne 1 mo remam: «OCHOBHBIE TOHATHS

MexayHapoansix ctanaaproB GLP, GCP, GMP», «Marepuansi»,
«I[IponsBoacTBO».

IToaroroBka k Tecty Ne2 no temam: «JlokyMeHTanus», «31aHus U
noMmemmeHus», «O00pYA0BAHUE U CHCTEMBDY. 26
Paznen 2. ATTECTAIIIUA BUOTEXHOJOI'MYECKOI'O 46 IIK-5
IMPOU3BO/ICTBA

Jlexknua. McnpITanue U aTTecTalsl. 4
1. Bugsr aTTecTaimm.

2. Kputnueckoe 000py10oBaHUE U MPOIIECCHI.

3. Ilopsinok ucnbITaHusI 000PYIOBAHHUS.

4. Ilporpamma arrecTaiu.

5. ATTecTanms CHCTEM MOJATOTOBKH BOIBI.

6. ATTecranus Mpou3BOJICTBA OMOIOTHYECKU aKTUBHBIX

cyOcTaHImil.

Jlexmsi. ATTectanus mpoIeccoB OYUCTKH 000PYIOBAHUS. 4

1. OOuiue cBeeHust 00 OUUCTKU 000PYAOBAHMSL.
2. MHCTpYyKIHMS IO OUYUCTKH.

3. MeTobl OLIEHKH YUCTOTHI IOBEPXHOCTEM.

4. Ananu3 mipo0.

5. ConeprkaHue Npoueaypbl aTTeCTalUHU.




6. Kputepuu 4nucToThI.

[TpakTrueckoe 3aHsATHE. ATTECTAIUs POLIECCOB U 000PY10BaHUS 2
[Tpaktuyeckoe 3ansTue. OTOOP MPOO UCXOAHBIX M YITAKOBOUYHBIX 2
MaTEpUajIOB

IIpakTHueckoe 3ansaTue. Mcnoib3oBaHne HOHU3UPYIOLIETO 2
U3JIYYEHUs B IPOU3BOJICTBE JEKAPCTBECHHBIX CPEACTB

ITpakTrueckoe 3ansaTue. [[pon3BoACTBO JI€KapCTBEHHBIX CPEICTB 2
JUIsl KIIMHUYECKUX UCCIIEeI0BAaHUI

IIpakTnueckoe 3ansatue. [lonreepxacHue yIoTHOMOYEHHBIM 1
JMIIOM COOTBETCTBUS CEPUU NPOAYKIIHH C IIEJIBIO €€ BBIITYCKa
IIpakTrueckoe 3aHsaTHE. BBIMyCcK 110 MapaMeTpam. 1
[TpakTuyeckoe 3anstue. KoHTposibHBIE M apXUBHBIE 00PaA3LIbI. 2

3ajaHus 171 CaMOCTOATENILHOM paboThl, B TOM YHCIIE BHIIOIHEHHE
KP, pedepara

IToaroToBKa K IPakTHYECKOH paboTe;

MpopabOTKa KOHCIIEKTA JICKIIH;

IpopabOTKa OCHOBHOM JINTEPATYPHI;

N3zyuauts 'OCT P 52249-2009.

noaroToBka K Tecty Ne 3 1o Temam: «MCIbITaHKS M aTTECTALIUSY,
«ATTecTarus IPOIECCOB OUUCTKHA U 000PYIOBAHUS. 26

Wuas koHTakTHasi paboTa: 3a4eT, BhINOJIHEHHE pedepara 0

Pasgen 5. METOJUYECKUE YKA3AHUS JUISI OBYYAIOLUXCS IO OCBOEHUIO
JIACLIUTUIMHBI

Wzyuenne aucruruinabl "MexayHapoansle ctrapaaptel GMP B GuoTexHOnOrm4eckux"
PEKOMEHIyeTCsl HauaTh ¢ 0O3HAKOMJICHHUS ¢ paboueil mporpaMMoi, ee CTPYKTYPOH U CoAepKaHUEM
pasnenoB. Y4eOHBIM MaTepuan CTPYKTYPHUPOBAH, W3YYCHHE TUCITUIUIMHBI OCYIIECTBISETCS B
TEMaTUIEeCKOU MOCJIEI0BATEIBLHOCTH.
3aHATHSA JIEKIIMOHHOTO THIA JalOT CHUCTEMAaTH3UPOBAaHHBIE 3HAHHWS 1O JAUCIUILIIUHE
"MexnyHaponnbsie ctanaapTsl GMP B OuorexHojormveckux'", KOHIIEHTPUPYIOT BHHMaHUE Ha
HamOoJIee CIIOKHBIX U BAXKHBIX BOIpocax. Bo Bpems JIEKIIMOHHBIX 3aHITHIA PEKOMEHIYETCS BECTH
KOHCIIEKTUPOBaHUE yuyeOHOro mMarepuala; oopaiiarb BHUMaHHEe Ha (OPMYIMPOBKU U KaTETrOpUH,
packpbIBalOlle CYTh MPOOJIEMBbI, SBIEHUS WIM IIpoliecca; 3a(UKCHpPOBaTh BBIBOABI U
MPAKTHYECKHE PEKOMEH/IALINH.
[TonroroBka K 3aHAAITHSIM CEMHHAPCKOr0 THIA BKIIOYAET O3HAKOMJIEHME C IUIAHOM
MPAKTUYECKOTO 3aHATHS, PabOTy ¢ KOHCIEKTOM JICKIIMH, BBITIOJHEHHE JOMAIHETO 3aJaHus,
paboty ¢ yueOHOM U y4eOHO-METOJUYECKON JUTEepaTypol, HAyYHBIMU U3JIAHUSIMH U
AIIEKTPOHHBIMU  00pa30BaTEIbHBIMU PECYpPCAMH, PEKOMEHJIOBAaHHBIMU pabodell mporpaMMoit
JUCITUTLIAHBI "Mex1yHapOIHbIE CTaHapTHI GMP B OMOTEXHOIOTHYECKUX "
CogepxaHue caMOCTOSTENbHOI PadoThl omnpenensercs padbodeil mporpamMmon TUCIUIUIMHBI
"MexayHapoasbie craHnaptel GMP B OnoTexHOIOrH4ecKux", OIEHOYHBIMH M METOJIHYSCKUMU
MaTepuaiamMH, 3aJaHUsIMH U YKa3aHHSAMH mpernojaBaTens. CamocrosiTenbHas paboTa MOXKET
OCYIIECTBIISITECS B ayAUTOPHOH H BHeayauTopHOW ¢dopmax. DPPEeKTUBHBIM CPEICTBOM
OCYIIECTBIICHUS  CAMOCTOSITENIbHOH  pabOThl  SABISETCS  AJIEKTPOHHas  WHGOPMAIMOHHO-
oOpasoBarenbHasl cpela YHHMBEPCHTETa, KOTOpas oOecleuymBaeT JOCTYN K OOpa30oBaTeIbHOM
nporpamMmme, pabouedl mporpamMme JTUCHUIUIMHBL "MexayHapoanble craHmaptel GMP B
OMOTEXHOJIOTHYECKUX", K AJEKTPOHHBIM OUOIMOTEUHBIM CUCTeMaM, MpOoQeCcCHOHATbHBIM 0azam
TAHHBIX u nH(OPMAIMOHHBIM CIIPaBOYHBIM CUCTEMaM.
N3yuenne nucuumimbbl "MexayHnapoanbie cranaapTel GMP B GnoTexHOnMOrndeckux' BKIIOYAET
BBIMOJTHEHHE KOHTPOJIBHBIX pabOT U MOATOTOBKY pedepara.

Oo6urue TpedoBanus K 0popMIICHHIO pedepaToB.



Texct pedepara nomken ObiTh opopmiieH B cooTBeTcTBUM ¢ TpeOoBanusmMu ['OCT, OCHOBHBIC TOJOXKEHHS KOTOPOTO 31eCh W
Boctipou3BosaTcs. OOmuit 006EM paboThl - 25 - 30 cTpaHWIl MEYaTHOTO TEKCTa (C y4eTOM THUTYIBHOTO JIUCTA, COICPKAHUS H
COHCKa JUTEpaTypbl) Ha Oymare ¢opmata A4, Ha OJHOH cTOpoHEe JHUCTa. B TekcTe MOMKHBI KOMIIO3UIIMOHHO BBIICIATHCA
CTPYKTYpPHBIE YacTH PabOTHI, OTPAXKAIOIINE CYyTh UCCIICTOBAHMS: BBEJICHHE, OCHOBHASI YacTh M 3aKJIIOYEHHE, A TAK)KE 3ar0JOBKH H
non3aronoBku. lLlenpio pedepaTuBHOM pPabOTHI ABISETCS NPUOOPETEHHE HABBIKOB pPA0OTHl C JUTEpPaTypod, 0000IIeHHs
JUTEPaTypPHBIX NCTOYHUKOB M IMPAKTHYECKOTO MaTepHajia 10 TeMe, CIIOCOOHOCTH IPaMOTHO H3JIaraTh BOIPOCH TEMEI, JETaTh
BBIBOJIBI.

Temsl pedepaToB:

1. KonTpous u obecnieueHne kadecTBa Ha CTaINH MPON3BOICTBA OMOTEXHOIOTHIECKON IPOAYKIUH.

2. [IpuroroBneHre OCHOBHBIX JICKAPCTBCHHBIX ()OPM M3 PACTHTEIBLHOTO CHIpHS, mpasmia GMP npu paboTe ¢ HUMH

3. IlpaBuiia GMP nipu pabote ¢ peKOMOMHAHTHBIMH [ITAMMaMH-TIPOIYLICHTAMH.

4. VCTOYHMKM ONACHOCTH Ha OHOTEXHONOrMYECKMX mnpomsBozacTBax. JlaGopatopHas joKyMeHTAIMS —IIO
OpraHru3ani KOHTPOJIA OHMOTEXHOJIOTHYECKUX IIPOU3BOJCTB.

5. KoHTpo:b KauecTBa yIakOBKH M MAPKHUPOBKH OHOTEXHOJIOTHYECKOH MPOTYKIIUH.

6. IlpaBuma odQopmIeHHS HOPMAaTHBHO-TEXHWYCCKOH IOKYMEHTAIlMH Ha OwWompemapatbl gTeyeCTBEHHOTO U

HMIIOPTHOI'O IIPOU3BOJACTBA.

[TepuonuuHoCTh NMpoBeAeHUS, (POPMBI TEKYIIEr0 KOHTPOJIS YCIIEBAEMOCTH, CUCTEMA OLICHUBAHUS
xoJa OCBOEHUS JUCLUILINH IIPEJICTaBICHbI B paboueii IIporpaMmMe.
DopMoil MPOMEKYTOUHOM aTTecTalu 1o AucHuIuinHe "MexayHapoansie crannaptei GMP B
OMOTEXHOJIOTMYECKUX" SBISETCS 3a4ET.

Paznen 6. MATEPUAJIBHO-TEXHUYECKOE n YYEBHO-METOINMYECKOE
OBECIIEYEHUME AMCHUITJIMHBI

6.1. qu6Ho-MeToL[qucxoe obecrneueHue

KonunuectBo
9K3EMILISIPOB MEYATHBIX
NoNe . W3IaHUH, UMCIOIINXCS B

CIrcoK UCTIONB3yeMOH JIHTepaTyphl
n/n OnoONIMoTeKe, Uin
ANIEKTPOHHBIN apec U3JaHUs
(pecypca) B cetu MuTepHer

YYEBHBIE, YYEBHO-METOAMYECKHWE U HAVYHBIE NU3JTAHUA

1. |Tymxanosa, Onbra BukropoBHa. buorexHomorusi: moHsTHS, 5
TepMuHBl U onpeaeneHus [Tekcr] : yueOHoe mocoOue JuIst
CTyIeHTOB (apmaneBTuyeckoro ¢akynpreta / O. B.
TymxkanoBa, B. A. Kapramos. Maiikon: KauecrBo, 2012. -
129 ¢. ISBN 978-5-9703-0350-4. Dx3eMIUISIpEL: Bcero 5.

2. |Knynoma, Cernana MuxaiinoBna. buorexnonorus [Tekcr] : 14
[yaeOHWK I CTYJEHTOB BY30B IO  CICIUATBHOCTH
"buonorusa"] / C. M. KuynoBa, T. A. Eropoma, E. A.
Kupyxuna. Mocksa: Axamemus, 2010. - 255, [1] c. ISBN
978-5-7695-6697-4. Dx3emmuasapsl: Bcero 14.

3. |buorexHonorust pacrenmii [Tekcr] : yd4eOHHK M MPAKTHKYM 30
s 6akanaBpuaTa U Maructpatypsl / JI. B. Hazapenko, FO. U.
Honrux, H. B. 3arockuna, I'. H. Pannyruna. 2-e usn., ucnp. u
nor. Mocksa: FOpaiir, 2019. - 160, [1] c. c. ISBN 978-5-534-




05619-8. Dx3emmsipsr: Bcero 30.

buorexnonorus [Tekcr] Y4eOHUK ¢ TMPAKTHUKYM IS
aKaJeMUYecKoro OakajgaBpuaTa : JUIsl CTYICHTOB BBICIINX
y4eOHBIX 3aBEJICHU, o0ydJarommxcs o
€CTECTBCHHOHAYYHBIM HAIPABJICHUSM, I10 CIEIHUATbHOCTH
"buonorus" : B 2 u. / E. A. J)KuByxuna, H. B. 3arockuna, E.
A. Kanmamnukosa, JI. B. Hazapenko ; non penakuueit H. B.
3arockunoit, JI. B. Hazapenko. Y. 2, 2019. - 218, [1] ¢. ISBN
978-5-534-07409-3. Dx3eMiuisipel: Bcero 35.

35

CepreeB, P. B. buorexnonoruss pacrennit [Tekcr]
71ab0paTOpHBIN MPAKTHKYM [UIsl HampaBiICHUH MOArOTOBKU
19.03.01 "buorexnomorus", 35.03.10 "JlanmmadTtHas
apxuTekTypa", n3ydaromux Kypc "buorexnonorus pacteHuit"
/ P. B. Ceprees, JI. H. 3outuxos, O. M. Kontoxosa. Horkap-
Omna: III'TY, 2023. - 62 ¢. ISBN 978-5-8158-2359-4.

https://portal.volgatech.net/b
ooks/Biotekhnologiya_rasten

iy_2023.pdf

upokos, FO. A. IlpousBoacTBEHHas caHUTapusi U TUTHUEHA
Tpyna [DIEKTpOHHBIN pecypc] y4eOHHK [ BY30B /
[upoxoB FO. A. Cankr-IlerepOypr: Jlanb, 2020. - 564 c.
ISBN 978-5-8114-5172-2.

https://e.lanbook.com/book/1

47315

[[Iupokos, 0. A. VYmpaBneHue NpOMBIIIICHHOM
6e3omacHOCThIO [DnekTpoHHBIN pecypc] / lupokos 0. A. 2-
e u3a., crep. Cankr-IlerepOypr: Jlans, 2021. - 360 c. ISBN
978-5-8114-8797-4.

https://e.lanbook.com/book/1

80872

upokos, 0. A. Dxomormdueckass 0e30MacHOCTh Ha
npennpustun [Tekcr]| : yuebHoe nocobue / [llupokos 1O. A.
3-e m3n., crep. Cankr-IlerepOypr: Jlans, 2022. - 360 c¢. ISBN
978-5-8114-9051-6.

https://e.lanbook.com/book/1

83796

lupokos, 1O. A. IloxxapHas 6€30MacHOCTh Ha MPEANPUATHH
[OnexTponHsbIii pecypc] / Hlupokxor FO. A. 3-e uzn., crep.

https://e.lanbook.com/book/1

Cankr-IlerepOypr: Jlans, 2022. - 364 c. ISBN 978-5-8114- 83790
9050-9.
6.2. MaTtepuanbHO-TeXHUYECKas 6a3a v MPOorpaMMHOE 00ecTieueHne
NoNe | Ayautopuu juis ipose- | [lepedueHb 0CHOBHOTO 000PYIOBaHHS [IporpammHuoe
/1 |AeHUs y4eOHBIX 3aHATUH, o0ecrnieueHue
CaMOCTOSITENbHOI pado-
THI ¥ TIPOBEJICHUS TOCY-
JTAPCTBEHHON UTOTOBOM
aTTeCTaIuu
1. 344 (1) Crenapl-TuTaHIieT Ha miact u3 3-x 4|Microsoft Windows
(1), Tenesuzop usetHoii|Enterprise, CrpaBouHas
PANASONIC (1), Kommnekt|mpaBoBast cucrema
yaeonon mebemnu (1) "KoncymnpTant [Tmroc”,
Microsoft Office

Standard, Arent Dr.Web,
Kommiekr T'APAHT-
Macrep, Microsoft
Access, Microsoft Visio
Professional,  Microsoft
Project Professional,
Microsoft Visual Studio
Enterprise, Kommuiekt 110




IJIs1 pCHICHUSA OCHOBHBIX
I1O0JIB30BATCIIBCKHUX 3aJa4

Pasgen 7. ®OPMbl KOHTPOJISI OCBOEHMS AUCLUMIUIMHBY ®OHJ] OLIEHOYHBIX
CPEJICTB

Kputepuu onieHrBaHUs HHANKATOPOB TOCTHXKEHUSI KOMIIETEHIIUN HANPaBJIEeHbI HA!

- YCBOCHHE TEOPETHYECKOT0 MaTepuasia (00beM 3HAHUH, IITyOMHA YCBOEHHUS), MIPEAYCMOTPEHHOTO
paboueii mporpamMmmoi;

- YMEHHE Wu3JlaraThb MaTepuan (YeTKOCTb, IPaMOTHOCTb M3JI0KEHUSI MaTepuaja, TOUYHOCTh U
MOJIHOTA BOCIIPOU3BEICHUS y4eOHOTO MaTepuana);

- YMEHHUE MIPUMEHATh TEOPETUUECKUE 3HAHUS MPU PEIICHUH MPAKTUYECKUX 3aJaHuM.

[Ikana olleHUBaHUS IPEJICTABICHA HUXKE.

YpoBeHb
c(OpMUPOBAHHOCTH [Ixana
Kpurepun onienuBanus
JJIEMEHTOB OLICHUBAHHUS
KOMIIETEHIIUH
IToporossrii OOyuaromuiics MMeeT 3HAaHUA OCHOBHOIO MarepHala,|3auTeHo
YpOBEHb NpOSABIAET YMEHHE JIOTMYHO €ro Hu3jiaraTb, HO MOXET
JONYyCKaTh ~ HETOYHOCTM B  H3JIOKCHMHM  MarTepuala,
HEJO0CTAaTOYHO IpaBWIbHbIE (POPMYIUPOBKH, HCIIBITHIBAET
3aTPYJHEHUS B BBIIOJIHEHUH NPAKTUYECKUX 3aJaHUM

7.1. Texymuii KOHTPOJIb yCIIEBAEMOCTH

Texylmuii KOHTpOJIb yCHEBAaeMOCTH oOOecreuynBaeT OICHHMBAHHE XO0/la OCBOEHHUS JUCIUILIMHBI
(MOzy1sl) M IPOU3BOAMUTCS C IPUMEHEHUEM TEXHOJIOIMU PEHTUHIOBOTO KOHTPOJISI B COOTBETCTBUU
C TEXHOJIOTMYECKOW KapTOW AMCHUIUIMHBL. [lOpSAOK COCTaBIEHUS TEXHOJIOTMYECKOW KapThl U
QITOPUTM  TPOBEJIEHHUS MIpPOLENyphl OLEHHBAHHUA BUAOB JIEATENBHOCTH  OOydarommxcs,
HAIpaBJIEHHBIX Ha OCBOCHHE 3HAHUN, YMEHHH, HaBBIKOB W/ WM ONbITA JESATENBHOCTH, IO
HaKOIUTEJIbHOW cucTeMe B Oamiax ycTaHaBiMBaeTcsl nojoxenueM o cucreme PUTM B ®I'BOY
BO {II'TY»

7.2. IlpomexyTouyHast aTTecTalus 00y4arouuxcs
[TpomexyTouHast arTecTalysi o0y4yaroUIMXcs HallpaBJIeHa Ha OICHUBAHHUE Pe3ysbTaTOB OOy4eHHUS
10 JUCUUIUIMHE (MOIYJII0) U IPOBOJUTCS C MCIIOJIB30BaHUEM (DOH/IOB OLIEHOYHBIX CPEJICTB.

[IpuMepbl THUMOBBIX KOHTPOJBHBIX 3aaHWi W3 0a3bl (OHAA OIEHOYHBIX CPEACTB IO
o0pa3oBaTesIbHOI MporpamMmme.

Tect o TeMaM: «OCHOBHBIE OHATUAMEXKTyHapoAHbIX cTanaapToB GLP,GCP, GMP»,
«Marepuansb», «[IponzBoacTBo»

1. Hanumure coOTBETCTBUE ONPEEICHUI:

a) Ilpasuna GLP (Good Laboratory Practice)

6) Ilpasuna GCP (Good Clinical Practice)

8) Ilpasura GMP —Good Manufacturing Practice

1. -[IpaBUJIbHAaAg WJIM HAJIC)KAIIAasd OpraHnu3annsd KIMHUYICCKUX HUCIBITAaHUN HOBOT'OJICKApCTBCHHOI'O



npemnapara,
2. -XOpo1Io (MpaBUIbHO) OPraHU30BaHHOE NMPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

3 - MpaBUIBLHOWIM HaJJIeXKAIIUM OO0pa30M OpraHW30BaHHbIE JIa0OpaTOpHBIE (IJOKIMHUYECKHUE)
UCIIBITaHUSI.

2. Hanummure cOOTBETCTBUE ONPEACTICHUN:

a) Ucxoonwiti mamepuan ADC

0) Ilepsuunbiii ynakosouHslii Mamepuan

8) Akmusnas ¢papmayesmuuecxas cyocmanyusi(ADC)
2) Becnomozamenvhuie sewecmea

0) Ucxoonwiii mamepuan

1 — s10 BemiecTBa, He oTHOCsIUEcs K ADC, HOBXOJAIINE B COCTAaB JIGKAPCTBEHHBIX CPEICTB U
OIICHEHHBIE COOTBETCTBYIOIIUM 00pa3oM HaOE30MacCHOCTb;

2 - moboe BCIIECTBO, UCIIOJIB3YEMOC JJIsI MPOU3BOACTBAJICKAPCTBCHHBIX CPEACTB,

3 —ChIpbE€ MM MPOMEXKYTOUHBIH HPOAYKT, KOTOpBIE HCIOJB3YIOTCA NpH mpousBoiacrse ADC
UBHEAPAIOTCS B cTPYKTYpY ADC B KayecTBe CYIIECTBEHHOTO 3JIEMEHTA;

4 — mpeaMeT, KOTOPbI COAEPKUT MPOAYKT WINIIPEIHA3HAUEH JJIsl HETO M KOTOPBIN HAXOAUTCS WIH
MOXKET HaXOAUTHCS BHEIIOCPEACTBEHHOM KOHTAKTE C IIPOLYKTOM;

5- moboe BCIICCTBO UJIM CMEChb BCHICCTB,IIPCAHA3ZHAYCHHAA AJISI MTPOU3BOJACTBA JICKAPCTBCHHBIX
CpeACTB, KOTOPBIC B MNPOHCCCCIPOU3ZBOACTBA CTAHOBATCA AKTHUBHBIM HWHIPCAUCHTOM 3TOI'O
JICKAPCTBCHHOT'O CPCACTBA.

3. BueM cocToNT 0COOCHHOCTh MPOM3BOJICTBA aKTHBHOM(papMaieBTHyeckoi cyocranimu (ADC)?

4. JInakakux BUJIOB MPOU3BOJCcTBa TpeOoBaHus GMPHauMHAIOT MPUMEHATHCS CO cTaauu — BBon
ucxoanoro Marepuana ADC B nponecc?

5 .I[aﬁTe Ha3BaHUC JAOKYMCHTY, 1o KOTOpOMY MO>KHO IMPOBCPHUTH Ka4€CTBO
paSpa6OTKI/IKOHKpCTHOP0 Marcpuraja.

6.Kaxue TpeboBaHus MPeIbABISIOTCS K IEPBUYHOMY YITAKOBOYHOMY MaTepuay?

7 Kaxkoe rJIaBHOE OTJINYHE OHMOTEXHOJIOTHH oT XUMHYECKOTO cUHTE3a npu
MIPOU3BOJICTBEOMOJIOTMYECKH aKTUBHBIX CyOCTaHIINNA?



8.JlomucaTh HEIOCTAIOIINE ATAIBI IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB.
OCHOBHBIMUATANIaMHU MTPOU3BOICTBA SBIISIOTCS:

1)ripyem MarepuanoB OT IOCTABIIUKOB;

3)BbIIaya MaTEpUAJIOB HA CEPUIO NPOAYKIIMH U IPUEM UX NIPOU3BOICTBEHHBIMIIOAPA3/IECICHUEM;
4)BBIIIOJIHEHUE TEXHOJIOTUYECKUX ONEpalluii U MPOBEIEHNE BHYTPUIIPO-U3BOACTBEHHOIOKOHTPOJIS;
5) e U IIOJIyYE€HHUE pa3pelleHUs Ha Peaan3aluio IPOLyKINH;

6)repegayda MpoAyKIIMHM Ha CKJIaJl TOTOBOM MPOJIYKIIUH.

9. Kakasmadopmarusi 1omKkHA OBITh Ha STHUKETKE (MApKUPOBKE) MAaTEpHUaoB, MOCTYIHBIINX
HanpeanpusTue?

10. YUemoTnn4aeTcss HAAMUCh HA UACHTU(UKALIMOHHON STHKETKE OT CTATyCHOI?

11.Y1o noHumarot noj cepuen npoayKuun?

12. HanmummTecoOTBETCTBUE ONPEICTICHHI:

a) Ilapannenvhvie 6emsu eHympu npoyecca
0)Ilocredosamenvroe npou38o00cmeo

6 ) Ilpouzeoocmeoc pazeemenenuem Ha 3asepuiaroweli cmaouu

1 — T[pouW3BOJCTBO,IJIE Ha OKOHYATEILHOM JTane 3aJeWCTBOBAHO HECKOJIBKO — EIUHHUIL
OJIHOTUITHOT0000pyIOBaHUS;

2 —HIpoHecc, B KOTOPOM BCC CTAANU CHAYAJIA UAYT IMOCICA0OBATCIIBHO, 3aTCMPA3BCTBIIAOTCA Ha 2-3
JIJMHHH, ITOCJIC YETOCHOBA O6’B€)II/IH$[IOTC$I B OJIHY JIMHUIO,

3 — nmpomecc HE WMEET pPa3BETBICHUH ©  BCAMPOAYKIHUS TPOXOIUT CTPOTO  OJAHY
II0CJIEI0BATENIBHOCTD YEPE3 OIHO U TO KE0OOpyAOBaHHUE.

13. HazoBHTE NpUYMHBI IEPEKPECTHOTO 3arps3HEHUS

TecTnl

1. Joctmwxkenne TpeOOBaHUIK KadecTBY, 3amokeHHBIX B PykoBoactee GP EC naxomutcs B chepe
OTBETCTBEHHOCTH.

a) TOIl-meHemxMeHTaKOMIIAHUU- AepKarens JIMeH3un Ha Mpou3BOACTBO;
b) [lepconana koManuu -nepsxarens PeructpalinoHHOTo y10CTOBEPEHMUS;

c¢) IlocTaBmuKoB KOMIaHUU -Aepkarens JInnen3uu Ha npou3BOICTBO.



2. B kakoii vactuPykoBoncrea GMP EC npuBoautcsa ICH Q10?

a) Yacrs [;

b) Yacts II;

¢) Yacts II1.

3. Kakoe yTBepk/ieHHE OBEJIEHUU PACCIIeI0OBaHUs 10 IPUUUHE OTKJIOHEHUN BEPHO?

a) B clIydasx, KOrJauCTHHHas IICPBOIIPUYMHA OTKIOHCHUA HE MOXET OBITE OIIpEaciiCHa,
AHATIU3IICPBOIIPUYNHBI JOJIPKCH OBITh 3aKPbIT;

b) B ciyuasx, KOrgjaucCTUHHAs NEPBONPUYMHA OTKIOHEHHS HE MOXKET OBITh ONpEIeNeHa,
MOYKHOCUYMUTATh, YTO IPUUMHON OTKJIOHEHUS CTaJl 4eJIoBeYeCKU (hakTop;

c) Heob6xoaumo OIpEeIIUTHH PEIIPUHATD Ha/iIexalue KOPPEKTHPYIOLIHE
u npenynpexaatonue neictBusi(CAPAs) TonbKko Ipu KpUTUYECKUX OTKIOHEHUSX;

d) IlepBONPUUNHBIOTKIOHEHUH MOTYT OBITH OIpENeNIeHbl ¢ ToMOIIbI0 [IpuHIMIOB YipaBieHus
Prckamu nokauectny;

e) B cayuasx, KormauctuHHas ~— NEpBONPHYMHA  OTKJIOHEHMS  HE  MOXeT  ObITh
ornpezesieHa He00X0AUMO ONpeAeTUTEHAN00Ie€ BEPOATHBIE IEPBONPUUNHBI U PACCMOTPETH UX;

f) Heob6xoaumo ONpeeTUThI MPEANPUHSITH HaJIeKaIne KOPPEKTUPYIOIINE
u npenynpexaaronue nerctBusi(CAPAs) npu 1o0bIX OTKIOHEHHSIX.

4. Yto HeoOX0AMMOYUHUTHIBATh B OTHOUIEHNUH INITAHUPYEMOTO U3MEHEHUA?
a) Heo0xo011Mo mpoBECTHOLIEHKY EPCHEKTUBHOTO BIMSIHUS U3MEHEHMUS,
b) ZlocTaTouHO MPOBECTUPETPOCTIEKTUBHYIO OLIEHKY U3MEHEHUS;

C) ITocne BHCAPCHUAN3IMCHCHUS HeO6XO,Z[I/IMO MMPpOBECTHU C€HUIC OJHY OLCHKY JIA MOATBCPKACHUA
I[OCTI/I)KGHI/ISIHGHGI\/'I 110 KQ4YE€CTBY,

d) BimsHume Ha KayecTBONMPOJIYKTAa HEOOXOAMMO YYHUTHIBATH TOJBKO IOCJIE KPUTHUECKUX
W3MEHEHMI;

e) HeoOxonnMo yunteiBaThHE TONBbKO acniekTbl GMP, HO u mpoune peryiasTopHble acleKThl, Kak-
TOTpeOOBAHUS YBEIOMIICHHUS,

5. Kakoe yrBepxnenne oGMP BepHO?
a) [IpaBuna GMP kacaroTCATOIBKO IPOU3BOICTBA;

b) [IpaBuina GMPrapanTupyroT, 4TO NPOAYKIHS MOCIEAOBATEIHHO MPOU3BEEHA U MPOBEpEHa B
COOTBETCTBUHUC Perucrpanmonssim YAOCTOBEPEHUEM, pa3peleHueM KIMHUYECKUX
WCCJICIOBAHUMIIIH CTICIM(UKAIINEH Ha MPOAYKITHIO;

C) HpaBI/IJ'Ia GMP KaCarOTCAIIPONU3BOACTBA U KOHTPOJIAA Ka4CCTBA,

d) IlpaBuna GMPrapantupyoT, 4T0 MPOAYKIIMS MOCIEIOBATEIILHO MPOU3BEACHA U MPOBEpPEHA B
COOTBETCTBUUC JIMIIeH3HEN HAa TPOU3BOICTBO;

e) [IpaBuna GMP nHesBnsroTcs yacThio YmpasieHus: Kauecrsa.

6. OcHosuble npaBuna GMPraacsr, 4ro ....... ?



a) Bce MPOU3BOACTBCHHBICIPOUCCCHI  OMPCACIIAOTCA, CHUCTCMATHYCCKU MCPCCMATPUBAIOTCA
HIIOATBCPKAAOT CIIOCOOHOCTH ITOCTOSIHHO IMPOU3BOAUTH JICKAPCTBCHHBIC CpCHCTB&TpCGyeMOI‘O
KadyecCTBa,

b) BaxkHbie sTamnbl MpoOLECCOBIPOU3BOACTBA BATUAUPOBAHBL;

C) 3arnucH J1eNalTes TOIBKOC ITOMOIIBIO 3aMCHIBAIONIINX TPUOOPOB;

d) Cucrema MOXKeT 0TO3BaTbBBIOPAHHBIE CEPUU MTPOYKTA U3 MPOJIAXKH WU MOCTABOK;
e) Cucrema MOKET OTO3BATHIIIOOYIO CEPUIO MTPOIYKTA U3 MPOJIAXKH HITU TIOCTABOK.

7. KoHTpoOJIb KauecTBa ...... ?

a) 9to yacte GMP;

b) Kacaercst ToibpKO0 B3STHATIPOO 1 TPOBEICHUS UCTIBITAHHIA;

c) Kacaercs B3aTHA TpoO,TPOBENEHUST  HCIBITAHWHA, Crenu(pHUKAIi, OpraHu3aluOHHBIX
MIPOLEAYP,IIPOLENYDP BEACHUS JOKYMEHTALIMU U IPOLIEAYP BBIITYCKA;

d) Kacaercs BBIITycKanpoyKIny, a He MaTepUAIIOB, HA TIPOJIAXKY MIIM Ha TIOCTABKY.
8. OCHOBHBIE TPEOOBAHUSKOHTPOJIS KAYECTBA TIIACAT, UTO ....eeevveenereenne. ?

a) 3HaYMTeIbHbIC U3MEHEHHSB MPOLIECCE TPON3BOICTBA BAJIMIUPOBAHbI;

b) MeToabl MpOBEACHUANCIIBITAHUNA BAIAIMPOBAHBI,

c) Cepus MPOAYKTA HEBBITYCKAaEeTCA B NpOAAXKy 158107 Ha MMOCTaBKYy
0e3 mpeaBapuTenbHOMCepTUPUKAIIMN Y TOTHOMOUEHHBIM JIuiom;

d) [ocraToyHoe KOJMYECTBOKOHTPOJIBHBIX/apXUBHBIX OOpPa3LOB HMCXOJHBIX MATEPUATIOB U
IIPOTYKTOBXPAHATCS B OKOHYATEIBHON YIIaKOBKE;

€) 3anucH J1e1arTcs TONbKOBPYUHYIO.

9. O030pbI KaueCTBANPOYKTA JOJKHBI IPOBOJUTHCS.

a) Tonpko oauH pas;

b) ExxeronHo;

c¢) /IBa pa3a B roz;

d) [lns ;xeHeprKOoB JIEKapCTBEHHBIX MPENapaToB;

e) s Bcex3aperucTpupoOBaHHbIX JIEKAPCTBEHHBIX MPENapaToB.

10. B pamkax OG30poB KayeCTBANPOAYKTa KAK MUHIMYM HEOOXOIUMO TTPOBOIUTH.

a) OO030p HCXOOHBIX JaHHBIXM PE3YJIbTATOB MPOTrpaMMbl MOHUTOPHHIA CTAOMJIBHOCTH H
JTFOOBIXHEKETaTeIbHbIX TCHICHIINH;

b) O0630p pe3yabTATOBIPOrpaMMbl MOHHTOPHHTA CTAaOMJIBHOCTH W JIIOOBIX HEXKENaTeIbHBIX
TEHICHIIU;

¢) OG30p caMbIX BaKHBIXCBS3aHHBIX C KaYECTBOM BO3BPATOB, OT3BIBOB MPOIYKIIMH U MPETEH3UH;

d) OO030p Bcex CBS3aHHBIX CKA4eCTBOM BO3BPATOB, OT3BIBOB MPOJYKIIMU, TPETCH3UH U
pacciie10BaHUM, IPOBOAUMBIX B 3TO BPEMS;



e) O630procie perucTpaioHHBIX 0053aTEILCTB HA HOBBIE PETUMCTPALMOHHBIC YJOCTOBEPEHUS U
U3MEHEHHSPETUCTPALMOHHBIX YI0CTOBEPEHUIA;

f) OO630p UCXOIHBIXMATEPUATOB, BKJIOYAs YIIAKOBOYHBIE MAaTEpHasbl, HCIIOJIb3YeMbIE B
IPOAYKTE,B 0COOEHHOCTH MAaTE€PUAIOB U3 CTApPbIX HCTOYHUKOB;

g) OO030p BCceX 3HAYMMBIX OTKIOHEHHH WIM HECOOTBETCTBHI, BKIIOYAs pacCieIOBaHMUS,
Beaymuecsano HuM u spdextuBHoct CAPA.

[IepeueHb BOPOCOB JJIsl HPOBEACHUS IPOMEKYTOUYHOM aTTECTALlMU
1. Yrto takoe GMP?

2. HaszoBuTte ocHoBHbIe uenm GMP.
3. Koraa v rge nosasuancb nepsble npasmaa GMP?

4. Y10 TaKoe ckpbITbie AedeKTblI?
5. B Kakom rogy npasuna GMP B KauecTBe HalMOHaNbHOrO cTaHAapTabblAn NPUHATLI B Poccumn?

6. Yrto Takoe GLP?
7. Yrto Takoe GCP?
8. Yo Ttakoe GDP?
9. Yo Takoe GPP?
10. Yo Takoe GTP?
11. Yrotakoe GSP?

12. YTtoTaKoe cuctema obecrneyeHms KavecTsa’?

13. MNepeyncanTeuTo HYKHO 44 BbliMyCKa NPOAYKUUM Tpebyemoro KayecTsa.

14. MepeyncanTeyTo BKAOYaET B ceba paboTa c maTepmanamum.

15. YtonoHMmatoT NoZ NoAroToBKOW NPOU3BOACTBA B cMCTeMe obecneyeHms KavecTsa’?

16. YTOO3HaYaeT NPOC/NEKMBAEMOCTb CUCTEMbI OKYMEHTALUN?

17. Kaknecnaratowpe npom3BoACTBA NOA/EKAT KOHTPOO?

18. fABnaetcanu naeHtTUUHbIM FOCT P 52249-2009 naeHTUYHbIM Npasuiam GMP EBponenckoro cotosa?
19. YTo TaKoe TeEXHMYECKOE peryampoBaHme?

20. Y10 TaKoe TEXHUYECKUNI pernameHT?

21. faiiTe onpegeneHne NOHATUIO NEKAPCTBEHHbIECPEACTBA.

22. [avitTe onpeaeneHne NOHATUIO KAYeCTBO JIEKAapPCTBEHHbIXCPEeACTB.

23. [aviTe onpeaeneHne NOHATUIO 6€@30NaCHOCTbIEKAPCTBEHHbIX CPEACTB.

24. NaiiTe onpegeneHne NoHATUIO 3GGEKTUBHOCTb/IEKAPCTBEHHbIX CPEACTB.

25. Y10 Takoe papmaKonenHas cTaTba.

26. Yto Takoe rocyaapcTBeHHan dapmaKkones.

27. Y70 TaKkoe cepTndMKaT KauecTBa eKapcTBeHHorocpeacTsa? KTo ero BblaaerT.

28. lMepeyncainTe OCHOBHbIE HOPMATUBHbIE AOKYMEHTbI BChepe 06palleHms NeKapCTBEHHbIX CPeacCTs.



29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

40.

41.

42.

43.

44,

45.

46.

47.

48.

49.

50.

51.

52.

B KaKMx cyyanx 3anpeLleHo 3aHMMaTbCANPON3BOACTBOM JIeKapCTBEHHbIX CPeACTB.
YT0 Takoe Ka4yectso?
Yrto TaKkoe cucTtema KavecTtsa?

Mepeuncnnte ocHoBHble cTaHAapTbl M3 cepum WUCO 90008 ob6nactm QapmaueBTUYECKUX W
6MoTeXHONOrMYECKMX NPON3BOACTB, AelcTByoWme BPoccuu.

YT1o onpeaenseT nporpamma KayecTsa?

MepeuncanTte rpynnbl NOKasatenen Kayectsa?
Mepeuncante metoapl onpeaeneHna nokasaTenenkavyecTsa.
Mepeuncnnte metToabl KOHTPONS KayecTsa.
MepeyncanTeBmabl KOHTPONS.

Onuwute cuctemy pokymeHtoB no GMP B CLUA, Bkntouas obaAsaTesibHble MPEKOMEHAyemble
OOKYMEHTBI.

Onuwute cuctemy pokymeHtoB no GMP B EBponelickom cotose, BK/toYasiobAsaTenbHble U
pekoMeHayemble JOKYMEHTbI.

OnuwuTte cuctemy aokymeHtoB no GMP B Poccuiickoir Pepepaumn, BKAoYasobasaTenbHble U
pekomeHayemble JOKYMEHTbI.

OnuwuTe obuLyto cxemy obecneyeHma KadecTsa.
OnuwuTe Kakne nsmeHeHus bbiin BHeceHbl B GMP EBponeiickoro cotosa 82010-2011 r.?
OnuwuTe npoueaypy nonyvyeHus ceptudurKaTa KadecTBaeKapCcTBEHHOro cpeacTsa.

OnuwKnTe KakMM NyTAMWU OCYLLECTBAAETCArOCYAapCTBEHHOE PEery/MpoBaHMe OTHOLWEHWH B cdepe
NPOW3BOACTBA IEKAPCTBEHHbIXCPEACTB.

OxapaKTepusyiTe rpynnbl NoKasaTtenein KayecTea.

OxapaKTepusyinTe opraHoNENOTUYECKMIA METOA0NPEAENEHMA NOKa3aTeNel KayecTs.
OxapaKTepusyinTe COLMONOTMYECKMIA MeToZoNpeAeNeHUA NOKa3aTeNnen KayecTs.
OxapaKTepusyiTe sKCnepTHbIN MeToZ onpeaeneHMANoKasaTeIei KavecTs.
OxapaKTepusyinTe TEXHUYECKUIA MEeToA, OnpeaeneHnAnoKasaTeien Kauecrs.

OnuwunTe CTPYKTYpy M pPOAb CUCTEMbI KOHTPOAA KauyecTBa,apdeKTMBHOCTM M HesonacHocTu
NeKapcTBEHHbIX cpeacTs?

OnuwuTe Npoueaypy MMUEH3UPOBAHUA TEKAPCTBEHHbIX CPEACTB.

OnuwuTe Npoueaypy perucTpaummn NekapcTBEHHbIX CPEACTB.



