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1. Heau, 3212494 ¥ NJIAHMPYeMbIe pPe3yJabTAThI 00y4eHHUs M0 JUCHUILJINHE

Llenbto OCBOEHHUS IUCHUIUIMHBI SBIAETCS (OPMHUPOBAHHE y OOYyYArOIIMXCS 3HAHWUN
OCHOBHBIX  IOJIO’KEHUH CHUCTEMBbl  HaQJJeKalled  IPOM3BOJICTBEHHOM  IPAKTHUKH,
yCTaHaBJIMBaOUIe TpeOOBaHMsS K IPOU3BOACTBY M KOHTPOJIIO KadecTBa JIEKapCTBEHHBIX
CPeACTB, METOAMK TPOBEACHHUS pa3IMYHBIX BHUJOB KBATU(GHUKAMM W BaIMIALMHA UL
npuoOpeTeHuss CTyJAeHTaMu MNpOo(eCcCHOHANBHBIX KOMIIETCHIMH B 00JAacTH TNPOU3BOICTBA
OMOTEXHOJOIMYECKUX JIEKAPCTBEHHBIX CPEICTB, OMOJOIMYECKM AKTHBHBIX J00aBOK K MHIIE,
MEIUIUHCKUX IpenapaToB.

3ajayl JUCUUIUIMHBI BKJIIOYAIOT: M3YyYEHHE OCHOBHBIX IIOJIOKEHMM U TpeOoBaHM
NpaBUI HAJUIeKAIEH NPOM3BOACTBEHHONW M JIaOOpAaTOPHOW NPAaKTUKH, 3TANOB IPOBEACHUS
BAIMJAllMM TPOU3BOJCTBA JIEKAPCTBEHHBIX CpeAcTB Ha coorsercTBUe GMP; paccMmorpenue
BUJIOB Ha/UIeKAILUX MPaKTHK B Gapmanuy; (GOpMUPOBAHME YMEHUH B MPOBEJCHUU PA3JIMYHBIX
BapUaHTOB KBAIM(UKAIUN M BAIWJALMU, OpPTaHU3alMH pabOTHl MEpCoHaia, 000pyHIOBaHMA,
BBEJCHUS JIOKYMEHTALlUM; IPUOOPETEHUE HAaBBIKOB BIAJACHUS METOAMKAMH IPOBEIEHUS
BaIMJAlIMY, UHTEPIIPETALUHU PE3YIbTATOB.

OOyuenne no mucuuiuinHe «llpaBuiia Haanexamieid NPOU3BOJACTBEHHOW IPAaKTUKH B
cucreme GMP» HanpaBieHo Ha hopMUpOBaHHE y 00YyUAIONIMXCS CISIYIOINX KOMIETECHITHIA:

Kon u HammeHoBaHue NuaukaTopsl 10CTHKEHHA KOMIIETeHIMHU
KOMIIeTeH I

[TK-1. Cnocoben UIIK-1.1. 'oTOB K CONOCTaBUTEIILHOMY aHAJIU3Y MOJTYy4aeMbIX
IIPOBOJUTD [TaTEHTHbBIE MPOJIYKTOB, IPOAYLEHTOB U OOBEKTOB TEXHUKU C OXPaHIEMbIMU
UCCIIEIOBaHMS U 00BbEKTaMU IPOMBIIIJIEHHON COOCTBEHHOCTH; 3HAET METO/IbI
OIIpeNeNATh olpeziesIeHUs] NaTeHTHOM YUCTOThI 00bEKTa TEXHUKHU U
XapaKTePUCTUKH TEXHOJIOTUH; IPABOBbIE OCHOBBI OXPaHbl 00BEKTOB HCCIIEI0BAHUS
MPOIYKIINH C 9KOHOMHYECKOH OI[EHKOH JIJIsl HCIIOJIb30BAHUS 00BEKTOB

MIPOMBIIIITIEHHONW COOCTBEHHOCTH

HIIK-1.2. YMeeT 060CHOBBIBaTH MEPHI IO OOECIICYCHUTO
MaTEHTHON YMCTOTHl O0BEKTA TEXHUKU; 0OOCHOBBIBATH MEPHI 110
OeCTpesITCTBEHHOMY MPOU3BOJICTBY M pealin3aiiii 00 bEKTOB
TEXHHUKH B CTPaHE U 3a pyOeKOM; OIICHUBATh
MMaTEHTOCIIOCOOHOCTh BHOBB CO3JJaHHBLIX TEXHUYECKHUX U
XyJI0)KECTBEHHO-KOHCTPYKTOPCKUX perieHuit; Mcnonb3zoBaTh
METO/Ibl aHAJIN3a MPUMEHUMOCTH B 00OBEKTE UCCIICTOBAHUI
W3BECTHBIX 00BEKTOB IPOMBIIIUICHHON (MHTEIEKTYaIbHOM )
cobctBeHHOCTH; OTpeIesaTh MOKa3aTeNId TEXHUIECKOTO YPOBHS
00BbEeKTa TEXHUKHU

NIIK-1.3. Bnaneer HaBbIKaMH ONPEIEIEHUS 3a/1a4 MaTEHTHBIX
HccaeA0BaHui, BUIOB HCCIIEJOBAaHUN U METO/I0B UX MPOBEACHUS U
pa3paboTKy 3a7aHus HA TPOBEICHHE MMATCHTHBIX MCCIICIOBAHU;
MOKMCKa ¥ 0TOOpa MaTEHTHON U IPYrol JOKYMEHTAIUHU B
COOTBETCTBHUU C YTBEPKIACHHBIM PETJIAMEHTOM U 0(OPMIICHHE
OTYeTa O TIOUCKE; CUCTEMAaTH3aIUs U aHATTU3 OTOOPaHHOM
JTOKYMEHTAIIMW; 000CHOBAaHMSI PEIICHUH 3a/1a4 HA OCHOBE
MaTeHTHBIX UCCIIEIOBAaHUI; 000CHOBAHUSI PEIOKEHUH 10
JabHEUIIIeH IeATENbHOCTH X03HCTBYIOIIErO CyOBEeKTa,
OCYIIECTBJICHUS MTOATOTOBKH BBIBOJIOB M PEKOMEHIAIIHIA;
odopmIIeHUs pe3yabTaTOB UCCIIEIOBAHUI B BUIE OTUETA O
MMaTEHTHEIX UCCIIETOBAHMIX

ITIK-6. Ciocoben HIIK-6.1 3HaeT TeXHOJIOTUIO M KOHTPOJIb Tpon3BoicTBa bAB;
OCYHICCTBIIATL KOHTPOJIb IIOKa3aTeIu KayeCTBa 6HOTCXHOHOFH‘{€CKOI>'I MMPpOAYKIUU,

KauecTBa ChIpbs, CTaTHUCTUYECKUE METObI YIIPABICHUS KaueCTBOM MPOAYKLINU;
IIPOMEXKYTOUHBIX BUJIbI OpaKa M ero y4eT B IPOU3BOJCTBE OMOTEXHOIOIMYECKON




MIPOTYKTOB U TOTOBBIX MPOAYKIIMHI

BAB B cooTBeTcTBHU C HIIK-6.2. YMmeeT npou3BOAUTH aHAJIU3 KAYECTBA ChIPhS IS
periiaMeHToM OMOTEXHOJIOTMYECKOT0 MPOU3BOCTBA B COOTBETCTBUU C
pEriaMeHTOM; ONPEACIIATh COJAEPKaHNEe OCHOBHOTO BEIIIECTBA B
rotoBeix BAB; onpeaensaTh akTUBHOCTH AEHCTBYIOIIETO BEIIECTBA
B TOTOBOM OMOTEXHOJIOTUYECKOM Tperapare; OnpeIesiTh
coJiepKaHue KIETOK MTPOJYLIEHTa B IPOAYKTaX, OJYyYEHHBIX C
MOMOIIIbI0 MUKPOOPTaHU3MOB; AaHAJIU3UPOBATH MPETEH3UU OT
noTpeduTenel no Ka4ecTBy NPOAYKIIMH OMOTEXHOJIOTHYECKOTO
MIPOU3BOJICTBA; BECTH Y4eT NeEKTHOM MPOTYKIIUU
OMOTEXHOJIOTMYECKOT0 IPOU3BO/ICTBA; AHATTU3UPOBATH MIPUUKHBI
MOSIBJICHUS IE(DEKTHOM MPOTYKITUU OUOTEXHOJIOTUYECKOTO
MIPOU3BOJICTBA, MPOU3BOAUTDH PacueT BEPOSTHOCTU (HaKTOPOB
MOSIBJICHUSI U 3HAYEHU MOCIIECTBUI; pa3padaTbiBaTh
MIPEIOKEHUS IO CHUYKEHUIO (IIPEeIOTBPALEHHUIO) POU3BO/ICTBA
Ne(PEKTHBIX IPOAYKTOB

NIIK-6.3. Brageer MeTOqMKaMH OLIEHKH BXOJHOI'O KOHTPOJIS
KadecTBa ChIPhs, UCIOJIB3YEMOr0 B OMOTEXHOJIOTMUYECKOM
Mpoliecce; NPOBEIECHUS KOHTPOJISI KAYeCTBa IIPOMEKYTOUHON 1
rOTOBOM OMOTEXHOJIOTMYECKON MPOAYKIIMH; PACCMOTPEHHUS
pexiiamManuii no kauectsy bAB; BbIBIICHUS] KpUTHUECKUX
(omacHbIX) PAaKTOPOB HA OTACIBHBIX TEXHOJIOTHYECKUX OTEPaIIUIX
OMOTEXHOJIOTHYECKOT0 IPOU3BOJICTBA; pa3pabOTKU MEPOIIPUATHIA
C 1EJIbIO YCTPAHEHUSI PUCKOB WJIM CHUXKEHUS UX J0 JOIYCTUMOTO
YPOBHS 1 MOBBIIIEHUS O€30MaCHOCTH BBIITyCKaeMOU
OMOTEXHOJIOTMYECKOHN MPOTyKIIUU

2. MecTO TMCUMILTHHBI B CTPYKTYpe 00pa30BaTeIbHOM MPOrpaMMbl

JlMcUMIUIMHA OTHOCUTCS K  3JEKTHBHBIM  JIMCIMIIMHAM 4acTH, (opMmupyemoit
y4aCTHHKaMHU 00pa3oBaTeNbHBIX OTHOIIEHUH Osioka b1 Jlucrumnnunas! (Moxynn).

Jucuunnuna «IIpaBuina Hagyexaiieil Ipou3BOJACTBEHHON NpPakTHKU B cucreMe GMPy»
B3aMMOCBS3aHa JJOTUYECKHU U COAEPKATETbHO-METOIUYECKHU CO CIIEYIOMIMMH TUCIUIUIMHAMU:

- «brUOTEXHOJIOTHA B PEIlIEHUH TT100aIbHBIX TPOOIEM,

- «IHOCTpaHHBIH A3BIK AJI HAYYHOTO OOIIEHU»;

- «Metomonorus pa3pabOTKu OMOTEXHOJIOTHYECKUX O0BEKTOBY,

- «MeTo/1bl UCCNeIOBaHUM B OMOTEXHOJIOTHHY,

- «TexHonorust pepMEHTHBIX TPENAPaTOB;

- «Knerounast UHXKEHEPUA;

- «Hogeiimme MeTobl U3bICKAHUSI aHTHOUOTHKOBY;

- «IKcTpeModuIbHBIE POPMBI MUKPOOPTaHU3MOB B OMOTEXHOJIOTUYECKHX MPOLIECCaX »;

- «HuzkoremmeparypHble TEXHOJIOTMH B MPOU3BOACTBE M XPaHEHUM TE€PMOJIAOUIBHBIX
OGromaTepHaIoBy.

3. CTpyKTypa M cofep:KaHue IUCIUTIIHHbI
OO01mast Tpy10€MKOCTh TUCHUTUTHHBI COCTaBIsIeT 3 3a4eTHhIe enuHuIlbl (108 yaco).

3.1. Buabl yueOHoii padoThl H TPY/I0EMKOCTh

Ne KoauuecTBo CemecTpbl

u/n Bun yuyeOHo# padoThI 4ACOB 3 -

1 | AyauTtopHble 3aHATHUS 54 54 -

B ToMm uucie:




1.1 | Jlexuun 18 18
1.2 | CemuHapcKue/mpaKTHUECKUE 3aHITUS 18 18
1.3 | JlabGopaTtopHbIe 3aHATHS 18 18
2 | CamocTosiTe1bHas1 paboTa 18 18
3 | Ipome:xkyTouHasi aTTecTalus
3a4eT
HTroro 72 72

3.2. Temaruyeckuii IVIaH W3y4YeHUs] JUCHUTITHHBI
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1. | Pa3pen 1. Uctopus passutus GMP. 6 2 2 - - 2
GMP B Poccun. OcHOBHOM 3aKOH
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.
[Tpunnmmne! pabotel o GMP
2. Paznen 2. Marepuansl 1 mpoOU3BOJICTBO 10 2 2 4 - 2
3. | Paznmen 3. JlokymeHTanus 6 2 2 - - 2
(hapMaIeBTHUECKOr0 MPEeAIPUITHS
4, Pazgen 4. TloaroroBka npou3BO/ICTBA. 10 2 2 4 - 2
3nanus u noMerieHusi. O6opyaoBaHue
U CHCTEMBI
5. Pasnen 5. McnpITaHus B aTTeCTAIU. 10 2 2 4 - 2
ATTecTanus MporeccoB OYNCTKU
o0opynoBaHus. AHATUTUYECKHE
METO/IbI
6. | Pa3nmen 6. Ilepconan. O6yuenue 8 2 2 - - 4
nepcoHaa. YTOJTHOMOYCHHBIC JTUTIA.
YnpasiieHrne Npou3BOJCTBOM
7. | Pazgen 7. O0ecnieyenue KauecTna. 12 2 2 6 - 2
AHanu3 puckoB
8. Pasgen 8. KoHnenuusa Hamexanmx 10 4 4 - - 2
npakTuk B phapmanmu -GxP. GLP - GCP
- GMP
Hroro 72 18 18 18 - 18

3.3. Conep:xaHue AUCUMIIHHBI

Ay;lPITOpHBIC 3aHATUSA TPOBOAATCA B BHUAC JICKOUOHHBIX U IPAKTHYCCKUX 3aHATUH

OOydaromMMucs, KOTOpBIE 3apaHee MpeIBapUTEIHEHO

naboparopuu

3aHATUU

HCIIOJIb30BAHUEM COOTBETCTBYIOLIENH METOANYECKOMN JIUTEPATYPOH.

Pasnen 1. Hcropuss passutuas GMP. GMP B Poccum.

3HAKOMATCA

C

CTYIEHTBI

NPOU3BOJCTBA JIeKAPCTBeHHBbIX cpeAcTB. IIpnHnune! paéorsl no GMP

MaTepuaIoM
UCIIOJIb30BAaHUEM pPEKOMEHJyeMoi JnuTepaTypoil. JlabopaTtopHble 3aHATHS IPOBOAATCS
ouorexnonoruu. Ilpu mpoBeneHUN

TOTOBATCA

C
C
B
C

OcCHOBHOM 3aKOH




Uctopus paszsurus GMP. GMP B Poccun. Ponb MeXIyHapoIHBIX CTaHIApTOB IS
(apMalieBTUYECKON NPOMBINUIEHHOCTH. TpeboBaHus K (apMaleBTUYECKOMY MPOMU3BOJCTBY.
GMP u cucrema nuueHsupoBanus mnpousBojacTBa JIC. MexayHapogHas opraHu3anus IO
cepTUGUKAIMU U YIOCTOBEPEHHIO KadecTBa JjekapcTB. Dapmanebtudeckas paspadborka (ICH
Q8): menb QapmaneBTHYECKON pa3pabOTKH, BHIOOp JIEKAPCTBEHHOW (HOPMBI, JIEKapCTBEHHBIE
CyOCTaHIIMM,  BCIIOMOIATEelbHbIE  BELIECTBA,  JIEKAPCTBEHHBI  MPOJIYKT,  pa3paboTka
IIPOU3BOJICTBEHHOIO ITPOLIECCA, YIIAKOBOYHO-YKYIIOPOUHAsl CUCTEMA.

Pa3znes 2. MaTepuaJibl 4 NIPOU3BOJACTBO

Opranuzainus NpPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUM C IIpaBUIIAMU
GMP. O6mue TpeboBaHus K pa3inuHbIM (hapMmipon3BoacTBaM. O01ue TpeOOBaHUS K 3IaHHUIO U
IIOMEILEHUSAM, HCIIOJIb3YEMBbIM IIPH IPOU3BOJCTBE JIEKAPCTBEHHBIX IPENapaToB: OCHOBHbBIE
PYKOBOJSIIME JOKYMEHTHI JJsi CTPOUTENIbCTBA, TPEOOBaHMS K MECTONOJIOKEHUIO 3JaHMs
npeanpusaTus. Tunosasi CTpyKTypa MpeANpUsSTUS.

OcHOBHbIE IOTOKH JIBUKEHUSI MaTepHalioB, 000pyaoBaHUs U nepcoHana. CrenuaabHble
TpeOOBaHUS K IPOU3BOJCTBEHHBIM U JIPYTMM ITOMEIICHUSIM.

Marepuans! 1 npoyktel. Ux cnenmdukanus. Cxnanckoe nomemenue. Muacnexkuus OKK.

MapkupoBKa HCXOJHOTO ChIpbs, BCIIOMOTaTEIbHbIX M YINAKOBOYHBIX MAaTEpUAJIOB.
MapxkupoBka nonynpoaykros. I[Ipasuna or6opa npo6.

MexonepanoHHbI KOHTPOJIb, KOHTPOJb IPOMEXYTOYHOro Ipoaykra. I[lpuem wu
XpaHEHUE NPOAYKLIUU Ha CKIaJe.

Paznea 3. lokymenTanusi ¢papmManeBTHYECKOr0 MpeInpUsTUs

JlokymeHTanust  (hapMaleBTUUECKOro HpeAnpusTus. JlOKyMeHTbI, peryaupyroiue
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB. [JOKyMEHTHI IEPBOro, BTOPOTO, TPETHETO U YETBEPTOIO
ypoBHA. Merponoruyeckass 3KCHEPTU3a HOPMAaTUBHOM  JOKyMEHTauuu. TexHudeckue
pernamenTsl. [lonoxxenus 00 opranu3anuy NoApa3ieaeHU Ha IpeanpusITHy. JJokyMeHTaluu Ha
NEepCOHAN: JIOJUKHOCTHbIE MHCTpyKuMU. Crnenudukanus Ha CbIpbe, YHAKOBOYHBIM MaTepua,
TOTOBBIN MTPOJYKT.

Pa3znean 4. IloaroroBka mpomsBoacTBa. 3naHus U noMeumeHus. O0opyroBaHue M
CHCTEeMBbI

TexHonOrnuecKnil paszien — OCHOBA NPOeKTa. ATTecTalus U 3KCrepTusa npoekra. Llena
IIPOEKTa U IleHa 00beKkTa TUNu4HbIe OMMOKY MPU MPOEKTUPOBAHUU.

TexHonornueckuii mnpouecc. UYucreie nomemeHuss. CHUCTEMBl BEHTWISLUM U
KOHAUIMOHUpoBaHus. O0opynoBaHUE U CUCTEMBI. TexHonornueckoe obopynoanue. KoHTpoib
napameTpoB. [loka3areny Ha3HAUEHUS U UCHIBITAHUA (aTTECTaLus).

O6opynoBanue njsi TPOU3BOACTBA TBEPABIX (PopM. OcoOeHHOCTH 000pYIOBaHUS IS
IIPOU3BOJICTBA CTEPUIIBHON NPOAYKLIHH.

TpeboBanust k Boae. ['a3bl U cxKaTbIN BO3AYX.

YTunuszanus oOTXoa0B.

Tunuuneie HecooTBeTcTBUS TpeboBauusiMm GMP.

Pasnen 5. MHcnbiTaHusa W arrecTanms. ATTeCTAIUA TMPOLECCOB OYUCTKH
000py10BaHUA. AHAJIUTHYECKHE METOAbI

Hopmartuabie TpeGoBanus: npaBwia GMP npuMmeHuTeNnbHO K OMOTEXHOJIOTHUYECKOMY
npou3BoAcTBY; ICH Q10. OcnoBubie snementet GMP u ICH QI10. Tpe6oanuss GMP.
Hononuurensusie TpeboBanus IOH Q10. Tpeboanus k nonutuke B obmactu kaudectBa (ICH
Q10). TIIpomeccel ympaBieHuss KadecTBOM. Buasl koHTpons. [lpoBenenue Bamumanuu
npoussojcTBa JIC Ha coorBercTBUe GMP. OCHOBHBIE TEPMUHBI U MTOJI0KEHUA. CyIIECTBYOIINE
PYKOBOJICTBAa 1O BaJIWJAIMM, PEryiIsTOpHble TpeOoBaHUSA. OOBEKTHl Bamuaaluuu. J|OKYMEHTHI.
Buner Banmunanuu. Beibop Buna Banmunanuu. ['pynnel Banuganuu. Bunsl kBanudukanuu. [Lnan
Banmuaanuu. CTpyKTypa BaJIMIAIIMOHHOTO TpOTOKoja. TpebGoBaHus k mepcoHanmy. Crparerus
Banuganuu. Mertoponorusi mpoBeaeHus Banmugauuu. OpraHuszanus paboT U oQopmieHHE
JOKyMeHTauuu. Pexnamanus n or3siB npoaykuuu. I[Iperensun n pexnamannu. Tun pexkinamManum.



Paznen 6. Ilepconan. O0ydyeHnne nepcoHana. YNoJIHOMOYEHHbIE JUIA. YTIPaBJieHHe
NMPOU3BOICTBOM

[Ton6op nepconana. OtHomeHue Kk padore. [loBenenue nmepconana. Yucrora U TUTHEHA.
Texnonoruueckass onexnaa. CoctosiHue 370pOBbs. TeXHHKA BBICTYIJICHUS M KYJIbTypa PEuu.
Crpykrypa 3aasatuii. CpeactBa o0ydeHusl. Y IpaBlieHUE IPOU3BOACTBOM: TEOPHS U MPAKTUKA.

Pa3znen 7. Ob0ecnieueHne kayecTBa. AHAJIN3 PUCKOB

GMP, cucremsl kauectBa u cranaaptsl MCO 9000. IIpuHuunsl odbecriedeHnsl KauecTBa.
[TpyunHBI HU3KOTO Ka4yecTBa.

BuyTtpennss wuHcneknus (camouHcrnieknus). OCHOBHbIE (DaKTOpBI, BIHUSIONINE HA
MpOBeJICHNE BHYTPEHHUX ayAUTOB. [lopsaok mpoBeaeHus ayIuToB.

Ananu3 puckoB no 'OCT P 52249-2009. Ilpasuna GMP EC u pykosonctso ICH Q9.
OcHOBHBIE METO/IbI aHAJIN3a PUCKOB.

Pa3znen 8. Konuenuusi Hajjie:kamux npaktuk B papmanuu -GxP. GLP - GCP —
GMP

Konnenmuss  Hauiexkammx npaktuk B (apmamuu - GxP. Bugel  Hamamexamux
dapmalleBTUUECKUX TMPAaKTHK: Haajexamas jgaboparopHas mnpaktuka - GLP, Hamnexamas
KkiuHu4eckas npaktuka - GCP, Hagnexamias npaktuka xpanenus - GSP, Hajuiexaias npakTuka
muctpubyuun - GDP, Haiexamas anteunas npaktuka - GPP, maanexamas mpaktuka i
KOHTpOJISI JIeKapcTBeHHBIX cpecTB - GPCL, mamnexamas gpapmakoneiinas npaktuka (GPhP).

3.4. Temaruka ceMUHAPCKHX/MPAKTHYECKUX U J1a00PATOPHBIX 3aHITHIA

3.4.1. CeMuHapcKue/MPakTUIECKUE 3aHATHS

Pazgen 1. Ucropus pazsutuss GMP. GMP B Poccun. OCHOBHO# 3aKOH MPOU3BOJICTBA
JeKapcTBEHHbIX cpeacTB. [Ipunuunsr padorel no GMP

Paznen 2. Marepuainsl 1 IpOU3BOICTBO

Paznen 3. JlokymeHnranus papmMaeBTHUECKOr0 MPeTpUsITHS

Paznen 4. IloaroroBka npou3BoJCTBa. 31aHKs U ToMeleHus. O60pyA0BaHUE U CHCTEMBI

Paznen 5. VicnibiTanus u arrectanus. ATTeCTalys MPOLECcCOB OUYUCTKU 000pYy10BaHUS.
AHaJINTUYECKUE METOIbI

Pazgen 6. Ilepconan. OOyueHue nepcoHana. Y moJIHOMOUYCHHBIE JINIA. Y IpaBiIeHNe
IIPOU3BOJICTBOM

Pazgen 7. Obecnieuenue kauecTBa. AHAJIU3 PUCKOB

Paznen 8. Konuenmus Haanexxamux npaktuk B papmanuu -GxP. GLP - GCP — GMP

3.4.2. JlaGopaTopHbIe 3aHATUS
JlabopaTopHbie paboThl Y4€OHBIM TUTAHOM HE MTPEAYCMOTPEHBI.

4. Y4ueOHO-MeTOAUYECKOe U HHPOPMAIIMOHHOE O0ecneyeHne

4.2.  OcHoBHas JIMTEpaTypa

1. TOCT P 52249-2009. IIpaBuia npou3BOJACTBA U KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX
cpeacts. Good manufacrnring practice for medicinal products (GMP). [Dnekrponnsiii pecypc]. —
Pexxum noctyma: http://docs.cntd.ru/document/1200071754

2. OCT 42-510-98. IlpaBuna opraHuM3aldd MpPOU3BOJACTBA M KOHTPOJS KadyecTBa
nekapcTBeHHbIX  cpeactB  (GMP).  [Onektponnbiii  pecypc].—  Pexum  gocryma:
http://docs.cntd.ru/document/901755081

3. TOCT P MCO 9001-2008. Cucrembl MeHeKMeHTa KadecTBa. Tpebosanus. Quality
management systems. Requirements. [Dnekrponnslii pecypc]. — Pexum gocryna:
http://docs.cntd.ru/document/1200068732



4. ITpuka3z Munnpomropra Poccun ot 14.06.2013 Ne 916 «O6 yrBepxaenuu IIpaBun
HaJJIexKauen MPOU3BOJACTBEHHOW MPaKTUKW». [DIEeKTpoHHBIM pecypc]. — Pexum pocrymna:
http://pharmacta.ru/docs/intemal/Order_Minprom_916.pdf

5. JupextuBa 2003/94/EC ot 08.10.2003 «OO0 ycTaHOBIEHWHW OCHOBHBIX IPUHITUIIOB U
MpaBUJI Ha/JIeXkKaIIel MPOU3BOJACTBEHHOM MPAKTUKHU JIEKAPCTBEHHBIX MPENapaToB I YeJIOBEKa
Y UCCJIEAYEMBbIX JIEKAPCTBEHHBIX MPENapaToB JJIsl YEJIOBEKa». [ DNEKTPOHHBIN pecypc|. — Pexxum
J0CTyma:
https://ec.europa.eu/health/sites/health/files/files/eudralex/voll/dir_2003_94/dir_2003 94 en.pdf

6. ICH QI10, «®apmanebruueckas paspaborka» (ICH Q10-Pharmaceutical
Development). [DnextponHslii pecype]. — Pesxum mocryma: https://bok.xyz/dl/2525830/dffbb6

7. ICH QIO «®apmareBTrueckas cucrema kauectsay (FOH Q10-Pharmaceutical Quality
System). [DneKTpOHHbIN pecypc]. - Pexxum JIoCTyma:
https://www.ich.Org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q10/Step4/
Q10_Guideline.pdf

8. O®C.1.1.0012.15. Banunanusi aHATUTAYECKUX METOAMK. [DJIEKTPOHHBIA pecypc]. —
Pesxxum noctyna: http://pharmacopoeia.ru/ofs-1-1-0012-15-validatsiyaanaliticheskih-metodik/

9. ICH Q2 (RI). PykoBoacTBO MmO Bamugalliy aHAIUTUYECKHMX METOAHMK IPOBEICHHS
ucnblTaHuid  JekapctBeHHbk cpenctB  (Validation of analytical procedures: Text and
Methodology). [OnexTpoHHEIH pecypc]. — Pexxum gocryma:

https://wwwich.org/fileadmin/Public_ Web_SiteSICH_Products/Guidelines/Quality/Q2_R
1/Step4/Q2_RI_Guideline.pdf

10. Mmenko B.U. IIpoMebInieHHass TEXHOJIOTHS JIEKapCTBEHHBIX cpencts/ B.M. Mimenko.
YO «BureOckuii rocy1apcTBEHHbI MEIMLMHCKUNA yHHUBeEpcUTeT», Butebck, 2012. — 508 c.
https://core.ac.uk/download/80150462.pdf

4.3. JlomosHuMTebHAs JIUTEPATypa
1. [Taturopckas H.B., Beperossix B.B., MemkoBckuit A.Il., Ilsturopckuit A.M., Brikos
A.B. Opranusanus Npou3BOACTBAa U KOHTPOJI KaueCcTBa JIEKapCTBEHHbIX cpeAcTs [Tekcr]. — M.:
M3narensctBo PAMH, 2013. — 648 c. https://www.studmed.ru/ged-sh-k-i-dr-proizvodstvo-
lekarstvennyh-sredstv-kontrol-kachestva-i-regulirovanie_08a7fefcd96.html

2. I'>n, HIK. ITpom3BoacTBO JneKapCTBEHHBIX cpeacTtB. KoHTpois kadecTBa H
perynupoBanue [Tekcr]: mpakt. pykoBoactBo / LK. I'>n (pea.); mep. ¢ aHmI. u3. mon pei.
beperoseix B.B. Caukr-ITerepOypr : [Ipodeccus, 2013, - 959 c.

3. Konbun, A.C., 3aropomgnukoBa, K.A. be3omacHOoCTh OHOJIOTHYECKHX
JIEKapCTBEHHBIX MpenapaTtoB [OnekTpoHHbIH pecypc] // KauecTBeHHas nexkapcTBEHHas
npaktuka.— 2013.— Ne3. — C.47-52. — Pexum pocryma: https://cyberleninka.ru/article/n/
bezopasnost-biologicheskih-lekarstvennyh-preparatov/viewer

4. Kontpons kauecTBa JsekapcTBeHHBIX cpenactB [Tekcr]: yuebnux / T. B.
[Tnerenéra, E. B. Ycnenckas, JI. 1. Mypanosa / nmox pen. T. B. Ilnerenéroii. - M.: I'DOTAP-
Menua, 2015. - 560 c. - ISBN 978-5-9704-3277-8

4.4. JluueH3uoHHOe W CBOOOJHO pacHpocTpaHsieMoe TNPOrpamMMHOe
o0ecreyeHue
1. [Iporpammer maketa Microsoft Office (Word, Excel, PowerPoint).

45. CoBpeMeHHble MpodeccHOHAIbHBIE 0a3bl JaHHBIX U MHGOPMALMOHHBIE
CIPABOYHbIE CHCTEMbI

1. www.elibrary.ru — nayusast seKTpoHHast OnOIHOTEKA
2. http://www1.fips.ru/wps/wcm/connect/content_ru/ru - POCTTATEHT


https://ec.europa.eu/health/sites/health/files/files/eudralex/voll/dir_2003_94/dir_2003_94_en.pdf
https://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q10/Step4/Q10_Guideline.pdf
https://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Quality/Q10/Step4/Q10_Guideline.pdf
http://pharmacopoeia.ru/ofs-l-l-0012-15-validatsiyaanaliticheskih-metodik/
https://wwwich.org/fileadmin/Public_Web_SiteЯCH_Products/Guidelines/Quality/Q2_R1/Step4/Q2_Rl_Guideline.pdf
https://wwwich.org/fileadmin/Public_Web_SiteЯCH_Products/Guidelines/Quality/Q2_R1/Step4/Q2_Rl_Guideline.pdf
https://core.ac.uk/download/80150462.pdf
https://www.studmed.ru/ged-sh-k-i-dr-proizvodstvo-lekarstvennyh-sredstv-kontrol-kachestva-i-regulirovanie_08a7fefcd96.html
https://www.studmed.ru/ged-sh-k-i-dr-proizvodstvo-lekarstvennyh-sredstv-kontrol-kachestva-i-regulirovanie_08a7fefcd96.html

3. www.molbiol.ru - YueOnuku, Haydnbsle MoHOTpaduu, 0030pHI, JaOOpaTOPHBIC
IPaKTUKYMBI B CBOOOTHOM JIOCTYIIE Ha CATE NPAKTUIECKON MOJICKYISIPHOH OUOJIOTHH.

4. WwWw.scopus.com (Scopus) — eauHast pedepaTHBHAs ¥ HayKOMeTpudeckas 0asa
JAHHBIX (MHIEKC [IUTHPOBAHUS)
5. www.scincedirect.com/ (ApXHBHbIE KOJUIEKUMH O KYpPHAJIOB H3AaTEIbCTBA

Elsevier) — apxuBHBIE KOJUICKIMHM Pa3IMYHBIX TEMAaTHK, B TOM 4mcie Biochemistry,
Engineering and Technology.

6. http://cyberleninka.ru/article/c/biotehnologiya -  Hayunas DIIEKTPOHHAS
ouomoreka «KMBEPJIEHMHKA »

7. http://www.springerprotocols.com/ - mocrym k 6a3e manHbIX SpringerLink

8. http://grebennikon.ru/ - snextponnas oubnunorexka Grebennicon

5. MarepuajbHO-TeXHUYeCKOe o0ecreyeHne

JlexuuonHas ayaurtopust kadenpsl «Xumbuorex» AB5504. (115280, r. Mocksa, yiu.
ABTo3aBojckas, 1. 16 ctp. 1 (xopmyc 5)), o0opymoBaHHasi: CTOJbl y4eOHBIE CO CKAMbSIMH,
ayUTOpHAsl J0CKa, MYJbTUMEIUIHBIA KOMIUIEKC (IIEPEHOCHOW IMPOEKTOp, HOYyTOYK). Pabouee
MECTO IIpernoaaBaressi: CTo, CTYIL.

Aynuropus UIsi CEMHHApCKUX M MPAKTHUECKUX 3aHATUH Kadenpsl «Xumbuorex»
AB5404a (115280, r. MockBa, yin. ABro3aBojickas, A. 16 ctp. 1), obopyaoBaHHasi: CTOJbI
yueOHBIE CO CKAaMbsIMHM, AayIUTOpPHas JOCKa, MYJIbTUMEIUIHBIA KOMIUIEKC (TIepeHOCHOMN
pOeKTOp, HOyTOYK). Pabouee MecTo mpernoiaBaTens: CToJ, CTYIL.

Jlaboparopus kadeapsl «Xumbuorex» AB54056 (115280, r. MockBa, yiI.
ABTo3aBojckas, a. 16 ctp. 1 (kopmyc 5)), obopynoBanHasi: JIabopaTOpHBIE CTOJIBI, BBITSKHOM
mkad, Becel mnpenusuonHble KERN, Becbl ananuTudeckue Vibra, MarHUTHBIC MEIIAIKH,
crektpodorometp [1B3-5300, pH-MeTp DKOHUKC, XUMHUYECKasi MOWKA, XUMUUYECKHE PEAKTHUBHI,
XUMHUYECKasl MOCy/a.

Jlabopatopus kadeaper «Xumbuorex» ABS5406a (115280, 1. MockBa, yiI.
ABTo3aBojckas, 1. 16 ctp. 1 (5 kopmyc)), o0opynoBaHHas: 1abopaTOpPHBIE CTONBI, OMOPEAKTOD,
yCTaHOBKa OapomMeMOpaHHON (HIIbTpAIK, BaKyyMHbBIN CYIIUJIBHBIN IIKa], MEeHKep-nHKYOaTop
MUKpPOOHOIOTHYECKUH, POTOOMOPEAKTOP, YCTAHOBKA TSl KyJITUBUPOBaHUSA (HOTOTPO(DOB.

Peanuzanus oOpa3oBaTesnbHON NIporpaMMbl  OO€cCleYuBaeTCsl JOCTYIOM  KaKJIO0ro
CTyJIeHTa K WH(OPMAIMOHHBIM pecypcaM — OubnuoredHomy (GOHIY U CETEBBIM pecypcam
Nurtepner.

6. MeToanyeckue peKoOMeHIAIUH

6.1. MeTtoanueckue peKOMeHJAAUMHU JJIsl NpenojaBaTe/iss MO OPraHU3aAUUHU
00y4eHust

Meronuka npenogaBaHus IucHUIIMHBL «[IpaBuna Hamiexamen MTPOU3BOICTBEHHOMN
npaktuku B cucreMe GMP» u peanusaiusi KOMIOETEHTHOCTHOTO MOAXOJA B H3JIOKEHUU H
BOCIIPUSITUM MaTepuajja MpeayCMaTPUBACT WCIIOIB30BaHUE CIEAYIONUX (HOpM TMPOBEACHUS
TPYNIOBBIX, HHIUBUIYaTbHBIX, ayJUTOPHBIX 3aHATUN B COUETAHWU C BHEAYIUTOPHOU paboTOH
1eNIbl0 (POPMUPOBAHUS U Pa3BUTHSI MPOPECCHOHATBHBIX HAaBBIKOB O0yYaIOITNXCS:

— caMOCTOsITeIbHast paboTa CTYACHTOB O MPOTrpaMMe JUCIHUILTHHBI,

— mpopaboTka marepuana nporpammsi ¢ CJ1O;

— KOHTPOIIb IpoIiecca 00y4eHUs MTyTeM MPOMeXyTouHoro TectupoBanus ¢ CJ1O;

— OpraHu3aIys ¥ MPOBEJCHNE TEKYIIETO KOHTPOJIS 3HAHUH CTY/IEHTOB;

[Ipegycmotpena BO3MOXHOCTh WCTIOJIb30BAHUS AJIIEKTPOHHOIO oOyueHwus,
JTUCTAaHIIMOHHBIX 00pa3oBaTeNbHBIX TexHONOrHi. Bce wmarepuansl pasmemarorcss B CJ1O
Mockogckoro [Tomurexa (https://Ims.mospolytech.ru/).



Vcnonp3oBaHue CIEAYIOIMX AaKTUBHBIX W MHTEPAKTUBHBIX (OpPM  MPOBEACHUS
IPYNIOBBIX, MHIUBUYaJIbHbIX, Ay JUTOPHBIX 3aHATUN B COUETAHUU C BHEAYIUTOPHON paboTOM ¢
HEeNbI0  (OPMUPOBAHUS U PA3BUTHS MPOPECCHOHATBHBIX HABBIKOB OOYYAIOIIUXCS TaKKe
BKJIIOYAET:

— MOATOTOBKY, IPEACTaBICHNE U 00CYKACHNE TOKIAI0B U MPE3eHTAUi Ha CEMHUHAPCKUX
3aHATHUAX.

B xome nexumii ¢ HCHIOJNB30BAaHUEM MYJIBTHUMEIMWHBIX TEXHOJOTHH IIPENOfaBaTeib
u3jaraeT ¥ pa3bACHSAET OCHOBHbIC, HAHMOOJIEE CIIOKHBIE MOHATHUS TEMBbI, a TaK)XXe CBSI3aHHbBIC C
HEl TeopeTHYecKHue M MPaKTUYECKHUEe MpPOOJIEeMbl, TaeT PEeKOMEHJAIMM Ha MPAKTUYECKOe WU
71a00paTOpPHOE 3aHATHE U YKa3aHHsI HA CAMOCTOSITEIIbHYIO PadoTy.

CryneHTaMm, NpONYCTUBIIMM 3aHATUSA (HE3aBUCUMO OT IIPUYMH), HE HMEIOLIUM
IIMCbMEHHOTO PEIIEHUs 3a/1a4 UM HE MOATOTOBUBIIMMCS K JAHHOMY IIPAKTUYECKOMY 3aHATHUIO,
PEKOMEHIIYETCSl HE II03)K€, YeM B 2-HEJCJbHBIA CpPOK SIBUThCSI HA KOHCYJBTALMIO K
IIPENOAABATEII0 U OTYUTATHCS 110 TEME, U3yd4aeMol Ha 3aHsATHUH. CTyNEHTbl, HE OTYMTABILHECS
[0 KaX/10M He MpopaboTaHHONW MMHU Ha 3aHATHSIX TeME K Hadajy 3a4€THOH CeCCHM, YIyCKaroT
BO3MOKHOCTb IOJIYYUTb [10JIO’KEHHBIE OalliIbl 32 pabOTy B COOTBETCTBYIOLIEM CEMECTPE.

Metoauka mnpenojaBaHus JIUCUUIUIMHBI IPEIyCMaTpUBAeT IPOBEIEHUE TIPYNIOBBIX
ayJIUTOPHBIX U MPAKTUYECKUX 3aHATHH.

Texkymuil KOHTPOJIb YCIEBAEMOCTM M IIPOMEKYTOYHOM aTTECTALMU IIPOBOMASTCS
CJIEIYIOILIMMHU CPEICTBAMU:

- JOKJax ¥ 00CYKIeHHE Ha MPAKTHYECKUX 3aHATHAX;

- TECTUPOBAHUE;

- CAMOKOHTpOJIb.

dopma UTOTOBOH aTTecTaluy — 3a4eT.

CamocrosTenbHas paboTa CTyeHTa Npenoaraet npopadboTKy 1 yriiybjeHue OCHOBHBIX
pa3fesioB TEOPUU M MPAKTUKH C HUCIIOJIB30BAHUEM JIOTIOJHUTEIBHOW JUTeparypsl n MHTEpHET-
pecypcoB. Ilpu camMocTOSTENbHOM BBINOJHEHUM DPA3JIMYHBIX BHUJIOB 3a/laHUN CTYIEHT YUYUTCS
OpUHUMATh pelleHus, pa3dupaTb W HU3ydyaTb HOBBIH MaTepual, paboTaTb C HCTOYHMKAMU
Hay4yHO! MH(pOpMaLIUK.

6.5. MeToauyeckue yKa3aHUs sl 00yYAKIIUXCS M0 0CBOEHUIO JUCIIHIIINHBI

Jucuunnuna «[IpaBuiia Haanmexaiield NpoU3BOJACTBEHHON NpPakTUKU B cucremMe GMP»
npeaycMaTpuBaeT JEKIUH U NTpakTUYecKre/Tab0opaTOpHbIE 3aHATHS KaXIAyI0 Heaemro. M3ydyenue
JUCIUIUIMHBI 3aBEPIIAETCS 3K3aMEHOM. Y CIIENTHOE U3yUeHUE JUCIUILINHBI TpeOyeT MocelieHus
JeKIMH, aKTUBHON pabOThl HA MPAKTUYECKUX U TAOOPATOPHBIX 3aHATHUSX, BBIOJIHEHHS YU€OHbBIX
3a/IaHUI MperoaBaTessl, O3HaAKOMIIEHUs ¢ OCHOBHOW M JTOTIOJHUTEIBHOM JINTEPaTypOil.

ITpu mOATOTOBKE K JEKIIMOHHBIM 3aHATUSAM CTYJIEHTaM HE00XO0AUMO:

nepes; O4eperHOW JeKIued HeoOXOAMMO IPOCMOTPETh IO KOHCHEKTY MaTepuall
npeapaymei aexuuu. [Ipu 3aTpyAHEeHUsX B BOCHPHUSATHM MaTepuana cleayeT OOpaTHThCS K
OCHOBHBIM JIUTEPAaTypHBIM MCTOYHUKaM. Ecnu pa3oOparbes B MaTepuane OmnsTh HE yIalioch, TO
oOpartutech K JIEKTOpy (MO TpauKy ero KOHCYJIbTAallMH) WM K TMPernojaBaTesio Ha
NPaKTUIECKUX 3aHITHSX.

[IpakTuyeckue/mabopaTOpHbIe 3aHATHS 3aBEPIIAIOT HM3y4YeHHE Haubojiee BAXKHBIX TeM
yueOHOM nucuuruinHbl. OHU CciayXaT A 3aKperieHHsl MU3y4eHHOro Marepualia, pa3BUTHUS
YMEHUH U HaBBIKOB IIOJATOTOBKH JOKJIAJO0B, COOOILEHUH, NPHOOpETeHHs OIbITa YCTHBIX
NyOJIMYHBIX BBICTYIUICHWH, BEACHUS IUCKYCCHH, ApTYMEHTAllMd W 3allUThl BBIJIBUTAEMBIX
MOJIOKEHUH, HAaBBIKOB MPAKTUYECKOH paboThl B JabOpaTOpuH OMOTEXHOJOTMH, a TaKXKe JUIs
KOHTPOJISI ITPENoJaBaTesIeM CTENeHH MOATOTOBICHHOCTH CTYAEHTOB IO 3y4aeMOU TUCUUIIINHE.

[Ipy mOArOTOBKE K MNPAKTHUYECKOMY/TAaOOPATOPHOMY 3aHATHUIO CTYICHTHI HMEIOT
BO3MOXHOCTb BOCIOJIb30BATHCS KOHCYJIbTALUAMU NPENoJaBaTes.

[Tpu moArOTOBKE K MPAKTUYECKUM/Ta00pAaTOPHBIM 3aHATUSAM CTYJIEHTaM HEO0XO0AUMO:
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MPUHOCUTH C COOOI pPEeKOMEHJJOBAHHYIO IPEINOAaBaTeNIeM JINTEPaTypy K KOHKPETHOMY
3aHATHUIO;

70 OYepelHOro MPAaKTUYECKOT0/J1adopaTOpHOro 3aHATHS 1O PEKOMEHJOBAHHBIM
JUTEpaTypHbIM HCTOYHHKAM MPOopaboTaTh TEOPETHUECKUN MaTepuall, COOTBETCTBYIOIICH TeMbl
3aHATUS; TOBTOPUTH MPOBEIEHHBIC HHCTPYKTAKHU 10 TEXHUKE 0€301acHOCTH;

B Hayaje 3aHATHI 3aJaTh NPENoAaBaTeN0 BOMPOCH MO MaTepuany, BbI3BaBLIEMY
3aTpyJHEHUS B €ro IOHMMAHMHM W OCBOCHMM IIpU pEIIEHWH 3ajad, 3aJaHHBIX JUIs
CaMOCTOSITENIbHOTO PEICHHUS;

B XO/I€ CEMHMHAapa /1aBaTh KOHKPETHBIE, UETKHUE OTBETHI 110 CYLIECTBY BOIIPOCOB;

Ha 3aHATHH JOBOJIUTH KaXIYIO 3a/1ady A0 OKOHYATENIbHOTO PEIICHUs, IeMOHCTPUPOBATH
MOHMMAaHHE MMPOBEICHHBIX PACUeTOB (aHATU30B, CUTYyallUi), B CIydae 3aTpyJHEHUN oOpammarscs
K [IPEernojaBaTelto.

Metoauyeckue pexkoMeHAalMH M Tpe0OBaHHA K OG(OpPMJICHHI0O O0OTYEeTOB 110
NMPAKTHYECKUM 3aHATHAM

[IpakTueckoe 3aHATHE MOAPA3yMEBACT CAMOCTOSITEIILHOE BBIIIOJHEHUE CTYJIEHTOM
(rpynmoif CTyJeHTOB) MPAaKTHUECKUX JEHCTBUH MO ompeneinéHHoi Teme. Llenb BBIMOTHEHUS U
HallMCaHWsl oOT4YeTa IO IPAKTUYECKOMY 3aHSATUI0 — T[PUBUTUE CTYJEHTY HAaBBIKOB
JOKYMEHTUPOBAHUSA JEUCTBUA M TPEJCTABICHUS COOpaHHBIX MaTepHalioB U (aKTOB B
COOTBETCTBUU C TPEOOBAHUSAMU, NIPEABSBIIEMbIMU K OTYETAM.

B oTuere 10KHBI OBITH MTPEICTABICHDI:

- Ha3BaHUE NPAKTUYECKOTO 3aHSTHS;

- TeMa;

- LIeJIb;

- ICTOYHUKH UH(OPMALINK;

- CYIIHOCTb METO/IOB;

- OTpaxeHbl JEWUCTBHUA MO JOCTHKEHHIO TIOCTABJICHHBIX 3a7ad, 3a(UKCHPOBAHBI
Pe3yNIbTaThl, BHIIOJHEHBI HEOOXOJUMbIE PACUETHI IPU HEOOXOTUMOCTH;

- 3aKJII0YeHHE (KpaTKUE BHIBOJIBI);

- CIHCOK HCMOJB3yeMON JHUTEepaTyphl (CIHCOK O(QOpPMIISETCS CIEAYIOIUM 00pa3oM:
@.1.0. aBTopa; Ha3BaHUE pabOTHI; MECTO U TOJ U3JJaHUS).

[Mpudt: Time, 14 nrt. Mexcrpounsiii uHTepBan: 1,5. A6zam: 1.25 (wm 1,27).
BeipaBHUBaHMe TekcTa: 1o mupHuHe. [lepeHoc: aBToMaTuyecKuid.

Kpurepun onenku:

O1eHKON «3auyTeHo» OIIeHMBAETCsl MpakTHdeckas paboTa, B KOTOPOH COOJIIOJEHBI
clenyrolre TpeOoBaHus:

00OCHOBaHa  aKTyaJbHOCTb  W30paHHONW  TEMBI;  CaMOCTOSATENBHO  BBINOJHEHA
MPaKTHUYECKas 4acTh, 3a)MKCUPOBAHbI PE3YJIbTAThl, PABUIBLHO IMPOBEIAECHBI PACUEThl U CIEIaHbI
BBIBOJIbI, COOJIIOJICHA JIOTHUECKasi CTPOMHOCTh paboThI; COOIMIOeHbI TpeOOBaHUS K 0(hOPMIICHHUIO
oTyeTa.

O1eHKa «HE 3a4TE€HO0» BBICTABISAETCS MIPU YCIOBUU:

1) MUHHUMaJIBHOTO Yy4acTUsl B MPAKTUYECKOW YacTU JUOO MOJHOTO OTCYTCTBUS TaKOIO
y4acTHs, pe3yibTaThl He 3aUKCUPOBAHBI, UMEIOTCA OIIMOKM B pacueTax M CYILECTBEHHbIE
HEJ0CTaTKU B 0(pOPMIIEHUH,

2) paboTa He BBINOJIHEHA, OTYET HE CJJaH WJIM COCTaBJIEH HE CAMOCTOSATENBHO (CIHCaH).

7. DoHJ OLIEHOYHBIX CPEICTB

7.1. MeToabl KOHTPOJISI U OLIECHUBAHUS Pe3yJIbTATOB 00y4YeHUsI

CdopMUpOBaHHOCTh KOMIIETEHIMH MpPH HW3yYEHUU JUCIHUIUIMHBI  OINpeaesseTcs
MOCPEACTBOM OIICHKHM COOTBETCTBHSI OTBETOB W/WIJIM BBITIONHEHUS 3aJaHUi 3asBICHHBIM
UWHAMKATOpaM B paMKax MEpONpPUATHUN TEKYIIEro KOHTPOJS W IMPOMEXKYTOYHOH aTTecTaluu
(3x3ameHa).
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7.5. Ilkaja u KpUTepuH OLIECHUBAHNUS Pe3yJIbTATOB 00y4YeHHUA

Dopma npomercymouHol ammecmayuu: 3a4er.

[IpomexxyTounasi arrectauusi oOy4alomuxcs B Qopme 3a4éra MPOBOJAUTCA IO
pe3yJibTaTaM BBIIOJIHEHUS BCEX BUIOB y4eOHOM pabOThl, MPEIyCMOTPEHHBIX YY€OHBIM IJIAHOM
0 JaHHOW JWMCUUIUIMHE, NPU 3TOM YUMUTHIBAIOTCA PE3YyJbTaThl TEKYLIETO KOHTPOJIS
yCcIeBaeMOCTH B TeueHue cemecTpa. OLEHKa CTENeHW JOCTHXKEHUS O00y4aroluMHUCs
IUTAHUPYEMBIX PE3yJIbTaTOB 0O0YyUEHHS MO JAUCHUILIMHE MPOBOAMTCS MPEToiaBaTesieM, BeAYIIUM
3aHATUA TO JAUCLUIUIMHE METOJOM OJKCHepTHON oneHku. [lo wurToram mnpoMeKyTOYHOM
aTTeCTalllU 10 JUCLIUILINHE BBICTABIISETCS OLEHKA «3a4TEHO» UJIM «HE 3a4TEHO».

Mlxana
OlleHUBaHUA

Onucanune

BoinonHeHnsl Bce BuAbl y4yeOHOM pabOThI, NPENyCMOTPEHHbIE YYEOHBIM
m1aHoM. CTyIEHT JEMOHCTPUPYET COOTBETCTBUE 3HAHWN, YMEHHIl, HaBBIKOB
NPUBEJCHHBIM B TaONUIaxX IOKa3aTeNei, Oomepupyer NPpHOOPETCHHBIMH
3auTeHO 3HAHWUSAMH, YMEHUSAMH, HaBbIKAMH, IPUMEHSIET UX B CUTYalUAX IOBBILICHHON
cinoxHocTd. [Ipu 3TOM MOryT OBITH JONYIIEHBl HE3HAYMTENbHBIE OLIMOKH,
HETOYHOCTH, 3aTPYAHEHUS IPU aHAINTHYECKUX ONepalusX, HepeHoce 3HaHUM
U YMEHUI Ha HOBbIE, HECTAHAAPTHBIE CUTYALUU.

He BbimonneH oxuH miu Oosiee BUAOB y4eOHOH palOThI, MpeayCMOTPEHHBIX
y4eOHbIM M1aHOM. CTYJEHT I€MOHCTPUPYET HEMOJIHOE COOTBETCTBUE 3HAHU,
YMEHUH, HaBBIKOB IPHUBEJCHHBIM B TaOMUIaX MOKa3aTelel, IOMMycKaroTCs
3HAYUTENIbHbIE OMIMOKH, IPOSABISAETCS OTCYTCTBUE 3HAHUM, YMEHH, HaBBIKOB
10 psAAy MOKa3aTeaeH, CTyIeHT UCIIBITBIBAECT 3HAYUTENbHBIE 3aTPYIHEHUS IIPH
ONEPUPOBAHUU 3HAHUAMU U YMEHUAMU IIPU UX [IEPEHOCE HA HOBBIC CUTYALIUH.

He 3aureno

7.6. OueHOYHBbIE CPEACTBA

3aganus B oTKpbITOM dopme

1. Yro Takoe cucrema GMP?

2. Kakwue paznenst cogepxut 'OCT P 52249-2009?

3. Kakmne oOmme TpeboBaHUS MPEABSBIAIOTCS K PA3IMYHBIM (PapMIIPOU3BOJICTBAM
cornacHo TpeboBanusiM GMP?

4, Kakue TOKyMEeHTBI peryTHpYIOT POU3BOJICTBO JICKAPCTBEHHBIX CPEICTB?

5. Kakue TpeOOBaHUS MPEABSBISIOTCS K 3MaHUSM M TIOMEHICHHUSM TIPH IPOHW3BOJICTBE

JIEKApCTBEHHBIX CPEICTB?

6. Kakue TpeGoBaHHS TPEIBABIAIOTCS K OOOpPYJOBAaHHWIO TIPH TIPOM3BOJICTBE
JIEKapCTBEHHBIX CPEACTB?

7. Kakue TtpeOoBaHMA NPENBABISAIOTCA K MEPCOHATY IPH MPOU3BOJCTBE JIEKAPCTBEHHBIX
cpenct?

8. Kakue TpeboBaHMs HpPEIBABISIOTCS K MPOIECCY MPOM3BOJACTBA JICKAPCTBEHHBIX CPEACTB
cornacHo GMP?
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9. Uro Takoe KpUTHYECKUE TOUKU KOHTPOJIS KayecTBa Ha MIPOU3BOJICTBE?

10. B uem 3akir04aeTcsi MOHUTOPUHT KPUTHYECKUX TOYEK KOHTPOJISA?

11. Yro Takoe Bamumanus u BepeuKaius’?

12. Kak npoBOIUTCs IUTAHUPOBAHKE U TPOBEICHUE BATUAINN?

13. Kaxkue mokyMeHTBI HEOOXOMMO OQOPMIISITH TP BATUAAIIAH?

14. Kaxkwue pa3nensl JOHKEH CoJlep:KaTh TPOTOKOJ BaIHUIAluU?

15. Yro Takoe peBanuanus?

16. Kakwue Buas! kBanudukamuu corimacHo GMP Bam uzBecTHbI?

17. Kaxue Buabl Haanexamux GpapManeBTUYECKUX MPAKTUK U3BECTHHI?

18. IIpaBuna GMP npuMeHHTETHHO K OMOTEXHOJIOTUIECKOMY IPOU3BOJICTBY.

19. IIpuroroBiieHNE OCHOBHBIX JICKAPCTBEHHBIX (POPM U3 PACTUTEIHLHOTO ChIphs, npaBuwia GMP
npu paboTe ¢ HUMH.

20. IIpaBuna GMP npu paboTe ¢ peKOMOWHAHTHBIMH [ITAMMaMH-TTPOAYIICHTAMHU.

21. VcTOuHMKM OMacHOCTM Ha OWOTEXHOJIOTMYECKHX mpous3BojacTBax. JlaboparopHas
JOKYMEHTAIUs IO OpraHU3allui KOHTPOJIsE OMOTEXHOJIOTMUECKUX MPOU3BOJICTB.

22. KoHTpoib KayecTBa YIaKOBKUA U MapKUPOBKU OMOTEXHOJIOTHYECKON MPOAYKIIUH.

23. IlpaBuna odopmieHUsT HOPMATHUBHO-TEXHMUYECKON JOKYMEHTAllUM Ha Ouompenapars
OTEUYECTBEHHOT'O0 U UMIIOPTHOTO ITPOU3BOJICTBA.

24. Awnamus u tunsl puckoB corsacHo 'OCT P 52249-20009.

25. Hamnexanias maboparopHas npaktuka — GLP.

26. Hamnexamas kinmaMYeckas npaktuka — GCP.

27. Hannexamas npaktuka xpanenus — GSP.

28. Hannexamias npaktuka quctpudynuu — GDP.

29. Hannesxamias mpakTuka Jisi KOHTPOJS JiekapcTBEeHHBIX cpenacTtB — GPCL.

30. Hagnexamas dapmakoneitnas npakruka (GPhP).

TecToBbIE BOIIPOCHI MO TUCHMILIMHE

Bonpoc 1. loctuskenne TpedboBaHuii K Ka4ecTBY, 3a/10:keHHbIX B PykoBoacree GMP
EC naxonurcs B cepe orBercrBeHHocTH (1 0TBET)

A) TOII-mMeHemxMeHTa KOMIIaHUK- AeprkaTenis JIMeH3uu Ha mporu3BOJICTBO

b) Ilepconana koMnaHuu - AepskaTesiss PerucTpaimoHHOro y10CTOBEPEHUS

B) ITocTaBuinkoB kKoMnaHuu - aepratenis JInieH3uu Ha mporu3BoCTBO

Bonpoc 2. B kakoii yactu PykoBoactBa GMP EC npuBogutrca IBH Q10? (1
NpaBHIbHBIN OTBET)

A) Yacrs |

b) Yacrs I

B) Yacts 111

Bomnpoc 3. Kakoe yrBepikiaeHue 0 BeleHMH Pacc/iel0OBAHUA 10 NPUYMHE OTKJIOHEHH I
BepHO? (3 NpaBHJIbHBIX 0TBETA)

A) B cinydasx, Koraa HCTUHHAS TIEPBONPUYNHA OTKJIOHCHUSI HE MOXET OBITh

orpejeNieHa, aHaIN3 IEPBOMPUUNHBI TOIKEH OBITh 3aKPHIT

b) B cnyqasix, korga nCTHHHAS IEPBOTPUYNHA OTKIOHEHHS HE MOKET OBIThH

orpezeNieHa, MOXXHO CUUTATh, YTO MPUIMHON OTKIIOHSHHSI CTaJ YeIOBEUECKUI (haKkTop

B) HeoOxomumo ompenenutb MU MNPEeANpHHATh HAJJIEKaAIIHME KOPPEKTHPYIOIIUE U

npeaynpexaatoniue aeuctsust (CAPAS) TOJIbKO MPU KPUTHUYECKUX OTKIOHEHHSIX
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I') TlepBonpuYHMHBI OTKJIOHEHUH MOTYT OBITH OIpenesieHbl ¢ MomoIbio [IpuHIHIOB
VYnpasnenus Puckamu 1o kauecTBy

J1) B cnyuasix, Korja UCTUHHAs TIEPBONPUYMHA OTKJIOHEHHS HE MOXKET OBITh OIpeieeHa
HE00X0IMMO ONPENEIUTh Haubosee BEPOSITHBIE EPBONPUYNHBI U PACCMOTPETH HX

E) Heobxomumo omnpenenuTs W OPENNPUHITh HAJUIEKALIUME KOPPEKTUPYIOIIME U
npeaynpexaaroniue aecteus (CAPAS) mpu JIF0OBIX OTKJIOHEHUSX

Bomnpoc 4. Uto Heo0X0AMMO YYUTHIBATH B OTHOLIEHUH IJIAHUPYEMOIr0 M3MeHeHus ?
(3 npaBWIBLHBIX 0TBETA)

A) Heo6xoauMo IpOBECTH OLIEHKY NMEPCIEKTUBHOTO BIUSHUS U3MEHEHHUS

b) JlocTaTo4HO IPOBECTH PETPOCIEKTUBHYIO OLIEHKY U3MEHEHUS

B) Ilocne BHeapeHus H3MEHEHHUS HEOOXOAMMO TPOBECTH €IIe OJHY OLEHKY MJis
MOJATBEPKJICHUS JOCTH)KEHNUS LIEJIEeH 110 KaueCTBY

I') Bnusinue Ha KauecTBO MPOIYKTa HEOOXOAMMO YUYUTHIBATH TOJIBKO MOCTE

KPUTUYECKUX U3MEHEHUN

1) HeoOxomumo yuuThiBaTh HEe TOJbKO acnekTsl GMP, HO W mpouue peryisTopHbie

aCIEKThl, KaK-TO TPEOOBAHUS YBEIOMIICHUS

Bonpoc 5. Kakoe yrBep:xxnenue o GMP BepHo? (2 npaBHJIbHBIX 0TBETA)

A) IlpaBuna GMP kacaroTcst TOJIBKO MIPOU3BOJICTBA

b) IlpaBuna GMP rapaHTupyroT, 4yTO HPOAYKLHS IOCIEIOBATEIbHO IPOU3BEACHA U
MIPOBEpPEHa B COOTBETCTBUU C PerucTpallMOHHBIM YJOCTOBEPEHUEM, pa3pelIeHUEM
KIIMHAYECKUX UCCIIEIOBAHUN MM CTIeHU(UKAIIEN Ha TPOIYKIIUIO

B) IIpaBuna GMP kacatorcst mpou3BOJCTBA U KOHTPOJISI Ka4ecTBa

I') IlpaBuna GMP rapanTupyroT, 4yTO HPOAYKLHS IIOCIEIO0BATEIbHO IPOU3BENEHA U
IIPOBEpPEHA B COOTBETCTBUH ¢ JIMIIeH3HeN Ha IPOU3BOACTBO

1) IIpaBmia GMP He siBisitoTcst yacThio YnpasneHusi Kauectsa

Bonpoc 6. OcnoBubie npaBuiia GMP riaacar, uro (3 npaBuJILHBIX 0TBETA)

A) Bce npon3BOICTBEHHBIE MTPOLIECCHI OMPEAETSIOTCS, CUCTEMAaTHUECKU
MepecMaTpUBAIOTCS U MOATBEPKAAIOT CIIOCOOHOCTD IMOCTOSIHHO MPOU3BOINUTH
JIeKapCTBEHHbIE CPEICTBA TPeOyeMOoro KayecTna

b) Baxxnble aTansl nporieccoB MpOM3BOICTBA BAIUIUPOBAHBI

B) 3anucu genaroTcst TOJIBKO ¢ HOMOIIBIO 3aIIMCHIBAIOIIUX TPHUOOPOB

I') Cucrema mMokeT 0T03BaTh BEIOpaHHbBIE CEPUU MPOAYKTA U3 MPOJAKH WU
IIOCTAaBOK

J1) CucteMa MOKET 0TO3BaTh JIFOOYIO CEPUIO MPOAYKTA U3 IPOAAKU WIIM TOCTAaBOK

Bomnpoc 7. KonTpoas kadyecTBa (2 npaBUJIbHBIX 0TBETA)

A) 910 yacte GMP

b) Kacaercs TobpK0 B34THS TPOO U MPOBEIEHUS UCTIBITAHUI

B) Kacaercs B3aTust npo0, MpoBeieHNs UCTIBITAHUH, CIIeIU(pHUKAIINH,
OpraHMU3alMOHHBIX IPOLEAYP, IPOLEAYDP BeIeHUs JOKYMEHTAIMH U MTPOLEAYp BBIITyCKa
I') Kacaercs BbIlTycka MpOAYKIUH, @ HE MATEpHAIOB, HA MPOJAXKY UM HA TIOCTABKY

Bonpoc 8. OcHoBHBIe TPeOOBaHUSI KOHTPOJISI KA4eCTBA IJ1ACAT, YTO (3 MpaBUJIBHBIX
0TBETAa)

A) 3HaunTENbHbIE H3MEHEHHUS B ITPOLIECCE MPOU3BOICTBA BaJIUANPOBAaHbI

b) MeTtozas! mpoBeeHNs UCTIBITAHUH BaJIUIUPOBaHBI

B) Cepus mpoaykTa He BBITYCKAETCS B POy WU HA ITOCTaBKY 0e3

MpeABAPUTEIIBHON cepTUUKAIIMN Y TIOJTHOMOYECHHBIM JIHIIOM

I') locTaToyHOE KOJTMYECTBO KOHTPOJIBHBIX/apXUBHBIX 00Pa3I[0B HCXOIHBIX

14



MaTepHuasoB U IPOAYKTOB XPaHATCA B OKOHYATEIIbHOU YIIaKOBKE
J1) 3anucu nenaroTcs TOJIBKO BPYUHYIO

Bomnpoc 9. O630pbl KauecTBa NMPOAYKTA AO0/LKHBI NMPOBOAMTHCH (2 NMPaBUJIbHBIX
0TBETA)

A) Tonbko oauH pa3

b) Exeroano

B) [IBa pa3a B roa

I') Ans nykeHEepUKOBBK JIEKAPCTBEHHBIX IIPENapaToB

J1) 511 Bcex 3aperucTpUpPOBAHHBIX JIEKAPCTBEHHBIX MIPEMapaToB

Bonpoc 10. B pamkax O030poB kadyecTBa NMPOAYKTA KaK MHHMMYM He00X0AHMMO
NMPOBOAUTH (4 NPaBUJIbHBIX 0TBETA)

A) O630p UCXOIHBIX TAaHHBIX U PE3yIbTATOB MPOTrPAMMbl MOHUTOPHHTA

CTaOUIILHOCTH U JIIOOBIX HEXENaTeNbHbIX TeHACHIUN

b) OG30p pe3ynbTaToB MporpaMMbl MOHUTOPUHTA CTAOUIIBHOCTH U JIFOOBIX

HeXKeNaTeNbHBIX TeHICHIINM

B) O0630p caMbIX Ba)KHBIX CBSI3aHHBIX C Ka4€CTBOM BO3BPAaTOB, OT3BIBOB MPOIYKLIUHU U

MpETEeH3UI

I') OG30p Bcex CBSI3aHHBIX C KaYECTBOM BO3BPATOB, OT3BIBOB MPOJIYKLUH, IPETEH3UN U

paccieoBaHUid, TPOBOJAUMBIX B 3TO BpEMS

J1) O630p mociIeperucTpalMOHHbIX 0053aTeIbCTB HA HOBBIE PETUCTPAIMOHHBIC

yIIOCTOBEPEHUS U U3MEHEHUSI PETUCTPALIMOHHBIX YAOCTOBEPEHUN

E) O630p ncxoaHbIX MaTepUaIOB, BKIIIOYAs YIIAKOBOYHBIC MaTepUAIIbI,

UCIOJIb3YEMBIE B ITPOJYKTE, B OCOOEHHOCTH MaTepUAIOB U3 CTAPbIX HCTOUHUKOB

K) O630p Bcex 3HAUMMBIX OTKJIOHEHUH MJIM HECOOTBETCTBUH, BKIIIOUAS

paccieoBaHus, Beayuuecs no HuM u 3¢ pextuBHoctH CAPA

Bonpoc 11. Kakoe yrBepaxkaenue kacareabHo O030poB KadyecTBa NPOAYKTAa BepHO?
(3 npaBHJIbHBIX 0TBETA)

A) O630pbI KauecTBa MOTYT ObITh CTPYHIIMPOBAHBI IO TUITY MPOJYKTA, €CIM 3TO HAYYHO

00OCHOBAHO

b) Tonpko nepxarenb PerncrpalliOHHOrO yJO0CTOBEPEHMS JOJDKEH MPOBOJIUTH OLICHKY

pe3yiabTaToB 0030pa

B) IIpousBoaurens, U, €CIM 3TO HE OJHO U TO K€ JIHIIO, JIepKaTeidb PEerucTpaliOHHOIO

YIOCTOBEPEHUS JOKHBI IPOBOJIUTH OLIEHKY pe3ybTaToB 0030pa

I') Db pextuBHocTs CAPA nomkHa ObITH TPOBEPEHA BO BpeMsl IPOBEIECHUS

CaMOWHCIEKIIUU

1) Db dpextuBHocts CAPA nomkHa ObITH IpOBepeHa BO BpeMs MPOBEACHHS WHCIEKIIMU

COOTBETCTBYIOIIUM OPraHOM

Bonpoc 12. YnpapjieHue pHCKaMHM 10 Ka4eCTBY SBJIAETCH CHCTEeMATHYECKHM
npoueccom s (1 npaBUIbHBIN 0TBET)

A) PeTpocnieKTUBHOM OIIEHKH M 0030pa Ka4ecTBa UCXOIHBIX MaTepUaoB

b) IlpoakTHBHON M PETPOCIEKTUBHOW OIICHKH, KOHTPOJIs, KOMMYHHMKAallUd U 0030pa

PHCKOB 10 Ka4€CTBY JIEKAPCTBEHHOTI'O ITpenapara

B) PerpocneKTHBHOMN OLIEHKH M KOHTPOJIS Ka4eCTBA UCXOAHBIX JAHHBIX

Bonpoc 13. KakoBbl npuHmunsl Ynpasjenus Puckamm no kadecrBy? (2
MPaBHJIBHBIX 0TBETA)

A) OueHka pHUCKOB IO KayeCTBY OCHOBBIBAETCS HAa HAay4YHOM 3HAHWHM U OIBITE B
OTHOLICHHUH ITPOU3BOJICTBEHHOTO ITpoLecca

b) Onenka pucka 1o Ka4ecTBy OCHOBBIBAETCS HA IIPEANIOI0KEHUAX
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B) Ouenka pricka 1o Ka4ecTBy, MPEXxe BCEro, CBsi3aHa ¢ 3alUTOMN NalueHTa

Bonpoc 14. Kto nosken 0biTh ocBegomiien o npunuunax GMP? (1 npaBu/ibHbIH
O0TBeET)

A) Tonbko KJIIOYEBOI MepCcoHaN

b) Tonbko TOII-meHeKMEHT

B) Bech nepconan

Bonpoc 15. Urto BaxkHo 1A J10/1eil, 3aHUMAKIIUX OTBETCTBEHHbIE JOJKHOCTH? (2
NMPaBUJIbLHBIX OTBETA)

A) Y HHX OJDKHBI OBITH CIICIIUAIBHBIE 00S13aHHOCTH, 3a)UKCUPOBAHHBIC B MMMCHMEHHBIX

JOJKHOCTHBIX MHCTPYKIUAX

b) Onu HuKoOTr1a HE AOHKHBI JIEIETUPOBATH CBOM 00S3aHHOCTH

B) Hx o06s3aHHOCTH MOTYT OBITh [EJIETUPOBAHbI HA3HAYCHHBIM 3aMECTHUTEISIM C

JOCTaTOYHBIM YPOBHEM KBaTU(UKAIINN

I') Heob6xoanmo, 9ToOBI OBLIO JOCTATOYHOE AYOJIMPOBAHHME OOS3aHHOCTEH Yy MPOUYEro

KJIFOYEBOTO TMIEpCOHaa, U HET HEOOXOAUMOCTH B €r0 O0BICHEHUH

Bonpoc 16. Kakoe yrBep:kaenne o PykoBoauTessix NPOM3BOACTBA M O0TAeNa
KOHTPOJIS1 Ka4ecTBa BePHO? (2 NpaBUWJIbHBIX 0TBETA)

A) PykoBomuTenb MNPOM3BOJCTBA TAaKKE MOXKET SBIATbCS PykoBoauTenem otrena

Kontposs kauectBa

b) PykoBomutenu IlpouwsBoactBa u Otnena KouTponsi kadecTBa JODKHBI  OBITh

HE3aBUCHUMBIMU JPYT OT Apyra

B) PykoBonutenu [IpousBoacrsa nu Otaena KOHTPOJI KauyecTBa, Kak MPaBUIIO, JTOJIKHBI

OBITh 3aHATHI HA TIOMHBIA PabOUnil JCHD

I') O6s3annoCcTH PykoBonuteneit [TpousBoacTBa u OTaena KOHTPOJIA KauecTBa HUKOTA

HE MOTYT OBITh JAETETUPOBAHbI

Bonpoc 17. KakoBbl  00513aHHOCTM  PYKOBOAHWTE]As  NPOM3BOJCTBCHHOIO
AenapramenTa? (3 mpaBMJIbHBIX OTBETA)

A) YTBepx1aTh MHCTPYKIIUH, CBS3aHHBIE C IPOMU3BOICTBEHHBIM IIPOLIECCOM

b) [IpoBoAUTH OIIEHKY ITPOTOKOJIOB CEPUU

B) Y1Bepxkaars cnenndukanuy 1 MHCTPYKLIUU 110 B3ATHIO P00

I') TapanTupoBaTh MNPOM3BOACTBO W XPAaHEHHWE MPOAYKIMHM B COOTBETCTBUU C

JOKYMEHTalUen

1) KonTponupoBaTh NMOABEIOMCTBEHHOE MOJpa3felieHue, COAEpKaHUE MOMEIIEHUN U

obopynoBaHus

Bonpoc 18. PykoBoauress OTae1a KOHTPOJIsi Ka4eCcTBA HeCceT OTBETCTBEHHOCTH 3a
(3 npaBUJIBHBIX 0TBETA)

A) OueHKy IpOTOKOJIOB CEpUU

b) N'apanTtuio Toro, 4To NpoBeeHbI BATUAAIIMH aHATUTUYECKUX METO/I0B

B) OGparenne ¢ npoMeXyTOYHBIMH U OAJK-TIPOIYKTaMU U UX XpaHEHHUE

I') YTBepxnenue Bcex mpoueayp KOHTPOJIs KadecTBa

J1) T'apanTuio TOro, 4To NPOBOJUTCA HEOOXOMMOE IEPBUYHOE U AajibHellee 00ydeHne

COTPYJIHHUKOB BCEX JIeapTaMEHTOB

Bonpoc 19. O0b14HO Yy pyKoBOAUTEJIeH MPOU3BOACTBA U OT/Ie/Ia KOHTPOJIAA KayecTBa
eCTh HEKOTOpble 00IIHMe WM COBMECTHO HCIOJIHAeMble 00SI3aHHOCTH, OTHOCHAIIHECS K
ka4decTBy. Cpeau HUX MOTYT ObITh (2 MIPABWIbHBIX 0TBETA)

A) Ilpon3BoACcTBEHHAsI TUTHEHA
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b) Onenka npoTokosioB cepuu

B) T'apantust Toro, 4To OlLIEHKa JOKYMEHTOB IO MPOUM3BOJACTBY U MOJIMUCH CTABUTCA
YIIOJTHOMOYEHHBIM JIMLIOM

I') Xpanenue 10KyMeHTOB

Bonpoc 20. YTto He0o0X0AUMO YUYHTHIBATH NMPOU3BOAUTEII0 KAcCATeJIbHO 00yYeHHsi?
(2 npaBWJIBLHBIX 0TBETA)

A) Bech nepcoHan I0JDKEH MPOUTH 00ydeHHE TOJIBKO 10 TeopHH U npakTruke GMP

b) Corpynnuku, pabortaromme B 30HAX, TJ€ 3arpsA3HEHUE NPEACTaBISIET OMACHOCTb,

JOJDKHBI TIPOMTH CHelMaabHOe 00yUYEeHHE B JIOMOJIHEHHE K 001ieMy o0yuenuro mo GMP

B) Bce corpyaHuku, 3aHAThIE B NPOU3BOJACTBEHHBIX 30HAX W B JA0OpaTOpUsSX IO

KOHTPOJIIO KauecTBa, BKJIIOYAsl TEXHUUYECKUN, O0OCITY>KUBAIOIIMN MEPCOHAN U MEPCOHA,

OCYIIECTBISIONINN YOOPKY, TOJKEH MPOUTH 00ydIeHUE

I') Ilporpammbl oOyueHHUs AOJDKHBI OBITH YTBEpKIeHBbI [ eHepanmbHbM JlupekTopom

KOMITAaHUH

Bonpoc 21. KakoBbl Baiu 1eiicTBUsi B OTHOIIEHUN HEOOYYEHHBIX COTPYAHHUKOB M
MmoceTuTesIeil B 30HAX MPOM3BOJACTBA U KOHTPOJIs KadecTBa? (2 MpaBUJILHBIX OTBETA)

A) IpeanoytuTenbHO, YTOOBI OHU HE JOMYCKAJINUCh B 3TH 30HBI

b) Ilocne Toro, Kkak UM MPEIOCTABIIIA COOTBETCTBYIOIIYIO HH(GOPMAILIUIO O TUTHEHE

COTPY/JHHKOB, U UM ObLJIa BbIJIaHA 3aI[UTHAS OJI€K/1a, OHM MOTYT BXOAUTH B 3TH 30HBI 0€3

KaKoro-11u00 KOHTPOJIS CO CTOPOHBI

B) Ilocne Toro, kak UM MPEAOCTABUIM COOTBETCTBYIONIYIO MH()OPMAIMIO O THTHUCHE

COTPYIHHUKOB, U UM ObUIa BbIJaHA 3alIUTHAsl OJI€XkJA, OHU MOTYT BXOJUTh B 3TH 30HBI

TOJIBKO TIOJT THIATEIBHBIM KOHTPOJIEM

I') x HuKorAa He clieyeT AOMYCKaTh B 3TU 30HBI

Bonpoc 22. Kakoe yTBepakaeHHe KacaTeJlbHO HHCTPYKLIMI IO IMTHeHe BepHO? (2
NPaBUIBHBIX 0TBETA)

A) 1511 Bcero npennpusaTus 10JKHa ObITh YCTaHOBJIEHA 001asi HHCTPYKIMS IO TUTHEHE

b) Ha npeanpusitun A0KHBI OBITH pa3pabOTaHbl M BHEAPEHBI HHCTPYKIIMH 10 TUTHEHE C

Y4ETOM 0COOEHHOCTEH KOHKPETHOTO IPOM3BOJICTBA

B) B uHCTpyKIMU 10 TMTHEHE HE BXOJAT MPOLEAYpHl MO MpaBUiIaM HOIICHUS OJEXK]IbI

Ul TIEpCOHaa

I') UHCcTpyKIIMK 11O TUTHEHE I0JIKHBI TPOJIBUTaThCsl PYKOBOJCTBOM

Bonpoc 23. K10 10/1:4€H NPOXOAUTHh MeAUIMHCKUI ocMOTp? (1 mpaBWIbHBINA 0TBET)
A) Bce coTpynHuku, mpuHUMaeMble Ha pabOTy M IpU HEOOXOJUMOCTH B HMHTepecax
paboThl U JMYHOTO 3J0POBbSI COTPYAHUKOB, pabOTAalOMIMX B 30HAX, I/l MPUMEHSIOTCS
TUTMEHUYECKUE TTPAKTUKU

b) Bce corpynnuku, mpuHrUMaeMble Ha paboTy

B) Bce coTpyaHHMKH BO BCexX JenapTaMeHTax

Bonpoc 24. Ilpuem nuiu, nurThe, ’KeBaHWE Pe3HHKH MJIH KypeHHe J0JKHO ObITh
3anpemeHo (1 npaBWJIbHBIN 0TBET)

A) B npon3BoACTBEHHBIX 30HaX, HO MOXET OBITh pa3pelIeHo B 30HaX XpaHEHHUs

b) B npou3BoCTBEHHBIX 30HAX M 30HAX XPaHEHUS

B) Beszne na npeanpustun

Bonpoc 25. Kak Heo0XoamMoO OCyWIeCTBJISTH NPOU3BOACTBO HEKOTOPBIX

JAOMOJHUTEIbHBIX MNPOAYKTOB, TaKMX KaK BbICOKOI((eKTHBHBIC Mpenaparbl WJIH
HeJIeKapCTBeHHbIe npenaparbi? (2 NpaBUWIBHBIX 0TBETA)
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A) Obparenue ¢ 3TUMH TPOIYKTAMU HUKOTJa HE TOJKHO MPOXOAUTH B OTHUX M TEX XK€
MOMEIIECHUX

b) B uCKIIOYMTENBHBIX ClydasX IPOU3BOJICTBO MOXKET OCYIIECTBIATHCA B OJHHUX
MIOMELICHUAX TP IPOBEAECHUH ONPEIEICHHOIO KOMIUIEKCa MEPONPUATHH

B) IlpousBoacTBo Bceraa MOXKET OCYIIECTBIATHCSA IPU IIPOBEIEHUM OIPEAEIEHHOTO
KOMILIEKCA MEPOIIPUATUI

I') Heobxoaumo npoBOAUTh BaJIMJALMI0 OYMCTKH IEpE] NMPOBEAECHUEM OIPENEIECHHOIO
KOMILIEKCA MEPOIIPUSTUI

1) Heob6xoaumo mpoBOAUTH BATUAALMIO OYHUCTKH IOCIE IPOBEAECHUS ONPEIEIIEHHOrO
KOMILIEKCA MEPOIIPUATUI

Bomnpoc 26. KakoBa npeano4rurebHas IJIAHUPOBKA NoMeneHni? (2 mpaBHJIbLHBIX
0TBETA)

A) IlnanupoBKa JI0JKHA MO3BOJISATH MPOU3BOACTBY MPOXOAUTH B U30JIHPOBAHHBIX 30HAX

b) [TnanupoBka 101KHA IO3BOJIATH IPOU3BOJCTBY IPOXOIUThH B COEAMHEHHBIX

30HaX B COOTBETCTBUU C MOCIEI0BATEIILHOCTHIO IPOU3BOACTBEHHBIX ONEpaIluii

B) IlnanupoBka oyKHA JO3BOJIATH IEPEKpELIMBaHUE MOTOKOB MaTepuana Ajis TOro,

YTOOBI CAKOHOMHUTH IPOCTPAHCTBO

I') IlnanupoBka nomkHa OBbITH OpraHM3oBaHa TakUM 00pa3oM, uTOObl H30eXaThb
NepeKpenIBaHus TOTOKA MAaTEPUAIOB

Bonpoc 27. I'le o0ObIYHO [J0/KHO TIPOBOAMTHLCS B3BEIIMBAHUE TEPBUYHbBIX
MaTtepuanos? (1 npaBWIbHBIN 0TBET)

A) Bceerna npsiMo Ha TOUKE MCIIOJIb30BAHUS

b) B otnenbHOM OMEIIEHUH, CIICITUATBHO 000PYI0BAHHOM JISI 3TOTO

B) B 30He KOHTpOJIs KauecTBa

Bonpoc 28. Ilomenmienust 17151 yHaKOBKH JICKAPCTBEHHBIX NIPENApaToB J0KHbI ObITH
crennaabHO 000py10BaHbI, YTO0bI (2 NPaBUJILHBIX 0TBETA)

A) COKOHOMHUTH MECTO

b) BemmonHATs nporeaypsl 1o KOHTPOJIIO KauecTBa

B) 1306exarh cMeneHus Wik NepeKpecTHOM KOHTaMUHAIUK

I') [IpoBoauTh Onepalyy Mo yaKoBKE B JIOTHYECKOM MOPSIIKE

Bonpoc 29. MoryTt 14 ucxoaHble, IPOMEKYTOUYHbIE MAaTepHAJIbI, 0AJK-TIPOAYKTHI
WIN TepBHYHbIC YNAKOBOYHBbIC MAaTEpPHAJbl NMOJABEPraTbCsi BO3ACHCTBHIO OKPYsKaouiei
cpenbl? (2 NpaBUJIBLHBIX 0TBETA)

A) Her

b) Jla, mpu ycioBuu, 4T0 BHYTPEHHUE MOBEPXHOCTH MOMEIICHUH TTIaJKUE, HE MTOPUCTHIE

1 00ecreynBaloT BO3MOXKHOCTh OeCIpensITCTBEHHON 1 3((HEeKTUBHON YOOPKHU

B) Her, eciiit oHM BBIIEISIOT YaCTHIIBI

I') Her, uckitoyast mepBUYHbIE YIIAKOBOUYHbIE MaTepHAIIBI

Bonpoc 30. I'me nmo/pkHa pacnoJsiaratbesi 30Ha o0T0Opa mpod ISl HCXOJHBIX
matepuayoB? (1 mpaBUJIBLHBIN 0TBET)

A) B ornenbHON 30HE WIM B 30HE XpaHEHMs], NIPU YCJIOBUHU, YTO MPEJOTBPAIIAETCS

nepeKpecTHas KOHTaMHHALINS

b) Bcerna B oTenbHOM 30He

B) B 30He koHTpOIIS KauecTBa

Bomnpoc 31. JlabopaTopuu 1o KOHTPOJII0 Ka4eCTBA T0JKHbI (2 MPaBUJIbHBIX 0TBETA)
A) Pacnionararbcsi B IpOU3BOACTBEHHBIX 30HAX
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b) BbITh M301MpOBaHbI OT MPOU3BOACTBEHHBIX 30H

B) Pacnionararscst B 01HOM 30HE ¢ 1a00paTOPUSAMH KOHTPOJISI OMOJIOTHYECKHUX,
MUKPOOHOJIOTHYECKHX MPENapaToB M paiiOU30TONOB

I') BeITh M30IMPOBAHBI OT JIA0OPATOPUI KOHTPOJISE OMOJIOTMUECKHUX,
MHUKPOOHOIOTHYECKHUX MPENapaToB M paiiOU30TONOB

Bonpoc 32. KomHaTh! 0T/bIXa, IPHEMA UM U TyaseThl (2 NPaBHJIBLHBIX 0TBETA)
A) J1omxHBI ObITH U30JMPOBAHBI OT APYTUX 30H

b) H/I nomxHbI OBITH OTJENEHBI OT IPYTHX 30H, a JJOJKHBI OBITH COSTMHEHBI C

30HaMHM IIPOM3BOJICTBA U XPAHEHUs JJIsl TOTO, YTOObI OB YA0OHBIN JOCTYIT

B) JlomxHBI OBITH KaK MOYKHO MEHBILIE

I') JloyKHBI COOTBETCTBOBATh YUCIEHHOCTH IIEPCOHAA

33. I'ne 10J2KHBI PACHOJIATaThCS PeMOHTHbBIE YYacTKH? (1 mpaBUIIbHBIH OTBET)
A) Kak MOkHO OJMKe K MPOU3BOICTBEHHBIM 30HAM, HO OTJICJICHBI OT HUX

b) Kak MoxHO ganblie OT IpOU3BOACTBEHHBIX 30H, H OTAEIEHBI OT HUX

B) Bcerna B oTiebHBIX 37aHUSAX

34. KakoB mopsiiok o0palleHHsi ¢ BeCAaMH M HM3MEpPHUTEJbHbIM 000py/l1oBaHHeM (2
NMPaBUJILHBIX OTBETA)

A) OHO JOKHO OBITH IOCTYITHO TOJIBKO JIJISl OTIEpAIIHid IO KOHTPOJIIO KayeCcTBa

b) HeoGxoaumo mpoBoauTh UX KaTuOPOBKY JBa pas3a B roJl

B) OHO 10/mKHO OBITH AOCTYITHO JJIS1 ONEPAIHii IO TPOU3BOICTBY U MPOBEICHHIO

KOHTPOJIS

I') Ux noBTOopHas kKaauOpoBKa JA0KHA IPOBOAUTHCS C ONPEAEICHHBIMU

MHTEpBAIIAMHU

35. KakoB nopsok o0pamieHusi ¢ HEHCIPABHbIM 000pyAoBaHHeM? (2 MpaBHIbHBIX
0TBETAa)

A) Ecnu BO3MOXXHO, HEOOXOTUMO YAAJIUTh HEHCIpaBHOE OOOpYyIOBaHHME W3 30HBI
IMPON3BOJACTBA U KOHTPOJIA Ka4€CTBa

b) Eciu B0o3MOXHO, HeHUCHpaBHOE OOOpYyJIOBaHHE JOJDKHO OCTaBaTbCs B 30HE

IMPOU3BOJACTBA U KOHTPOJIA Ka4€CTBa

B) HewucnpaBHoe  o0opynoBaHHE€  JODKHO  OBITh  YE€TKO  IPOMAapKUPOBAHO

COOTBETCTBYIOIIEH ATUKETKOMN

I') He ny>HO oOpariaTh BHUMaHHs Ha HEUCIIPAaBHOE 000PY0BaHUE

36. Uto Heo0X0AMMO YYMTHIBATH NPH PEeMOHTE M 00CayKUBAaHMHU 00opynoBanus? (1
NPaBUJIBHBIN OTBET)

A) PaboTbl MO pPEeMOHTY M TEXHHYECKOMY OOCIY)KMBAaHUIO HE JOJDKHBI OKa3bIBaTh

OTPHIIATEIIEHOTO BIIMSIHUS Ha KAYECTBO MPOTYKIIHA

b) PemonTHBIE paboTHl U pabOTHI 1O OOCITYKUBAHUIO JTOJKHBI BBITOJIHATHCS KaK MOXKHO

OBIcTpee, HE3aBUCHMO OT TOTO, MPOIIIET JI IIEPCOHAT HEOOX0IUMOe O0yUeHHUE UITH HET

B) PemonT u oOciyxuBaHHE MJOJDKHBI TPOBOAUTHCS TOJBKO TIOCIE OCTaHOBKU

IIPOM3BOJICTBA HA COOTBETCTBYIOIICH 30HE

37. Kakas 1miIaHupoBKa Heo0XoauMMa /JJsi TPYOONpoBOAa, OCBETHTEJIbHBIX
NpuOOPOB, YYACTKOB BEHTHJISINUU U NPOYUX Npudopos? (1 npaBUJILHBINA 0TBET)

A) Ilo mepe BO3MOXHOCTH, IJisi OOJIETYEHHUS OOCITY)XWBaHHS, HEOOXOJAMMO, UYTOOBI

JOCTYI K HUM OBITh C BHYTPEHHEH CTOPOHBI MPOU3BOACTBEHHBIX 30H

b) ITo Mepe BO3MOXKHOCTH, J1s1 00JIeTYeHHST 00CTy)KUBaHUsI, HEOOXOAMMO, YTOOBI JOCTYI

K HUM OBLJI C BHEIIIHEH CTOPOHBI MPOU3BOACTBEHHBIX 30H
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38. Uto Takoe [docbe mpeanpusiTusi/mpou3BOACTBeHHOro y4dacrka (Sitl MAst/r
Eill)? (1 npaBuIbHBIH 0TBET)

A) Sit]l MAst/lr Eil/l sBasercs ITOKYMEHTOM, OIMCHIBAIOIIUM BCE TEXHHYECKHE

COTJIAIIICHUS MEXAY 3aKa3UMKaMH M UCTIONHUTEIISIMU JIJIsi OCYIIECTBIICHUS ICATEILHOCTH

CTOPOHHUMU OpTaHHU3aIUSIMU

b) Sitll. MAst[r Eilll sBnseTrcs JOKYMEHTOM, OIMCHIBAIOIINM JESTCILHOCTD

MPOU3BOAUTENS, UMEIOLYI0 OTHOIIeHHe kK GMP

B) Sit/l MAst/Ir Eil/l sBisieTcss JOKyMEHTOM, ONMUCHIBAIOIIUM YTh CHHTE3a MPOIYKTOB,

MIPOU3BOJIMMBIX Ha TAHHOM IJIOLIAJKE

39. Kakas undopmauuss npusoaurcsa B Ceprudukare anaausa? (2 npaBHWIbHBIX
0TBETA)

A) B HeM mpuBoautTcs 0030p pe3yabTaTOB MCIBITAHHM Ha 0Opa3lax MPOAYKIHH WA

MaTEepHaJIOB, a TAK)KE OIEHKA COOTBETCTBUS YCTAHOBICHHOH ClieI(HKAIINN

b) B Hem nmpuBOAMTCS TOJHBII KOMIUIEKT MEPBOHAYAIBHBIX JaHHBIX O MPOBEACHUU

HCHOBITAaHUNA Ha OpoaAyKIHMKM HJIM Marepuajlax, a TaKKC OICHKa COOTBCTCTBHUA

YCTaHOBJICHHOMW CHeIM(PUKAIIUN

B) B Hem Takke MOXET MPUBOJUTHCS OTYET [0 BAIMJIALUM HCIOJIb3yEeMbIX

AHAJTMTUYECKUX METOJIOB

I') B Hem Taxke MOXET HMPUBOIAUTHCS MOATBEPKICHUE COOTBETCTBUSI C YCTAHOBJIEHHOM

cnenuduKanyeil Ha OCHOBAaHUU OLICHKH JAaHHBIX, TOCTYHAIOIINX B pealbHOM BPEMEHH U3

IIPOLIECCHO-aHATUTUYECKON TEXHOJIOTUHU, IPUMEHAEMOM K TaPTUHU

40. KaxoBbl KJIIOYeBble ACHEKTHI VIl CO3JIAHMS M KOHTPOJA AoKkyMeHTaumu? (3
NPaBHIBHBIX 0TBETA)

A) MHCTpyKIMU W/WIM 3alIMCU JOJIKHBI CYILIECTBOBATh B OJHOPOJHBIX CHCTEMAaX, JTUOO B

OyMaXHOH, TNOO B IEKTPOHHOMU (hopme

b) UncTpykuuu u/uinm 3amucu MOTYT CYILIECTBOBaTh M B OyMa)XHOW M B 3JIEKTPOHHOU

dbopme

B) UncTpyKIny He TOJIKHBI OBITh HAIIMCAHBI OT PYKU

I') MucTpyKumu MOTyT OBITH HAITUCAHBI OT PYKU

J1) 3anucu, cnenaHHble OT PYKH, JOJKHBI OBITh OPTaHM30BaHbI TAaKUM 00pa3oM, YTOOBI

UX MOKHO OBUIO JIETKO YIAJUTh B CIIydae OMIMOKU

E) 3anucu, caenanHble OT pyKH, JOJKHBI ObITH HECTUPAEMBIMU

41. Kak [10/KHBI BOCHPOM3BOANTBLCS padoyue JOKYMEHTbI MCXOAsl U3 OCHOBHBIX
AOKyMeHTOB? (1 NnpaBUJILHBINA OTBET)

A) HeoOxonumo, 4ToObI Obl1a BO3MOKHOCTh BOCIIPOM3BEIEHUS pab0unUX JOKYMEHTOB U3

OCHOBHBIX JOKYMEHTOB 0€3 OCYIIECTBICHUS KOHTPOJIS HaJ MPOLECCOM BOCCTAHOBIICHUS

JUIS TOTO, YTOOBI CAKOHOMHUTB BPEMSI

b) Heo6xonumMo oCyIiecTBIsTh KOHTPOJIb IPU BOCIIPOU3BEICHUH pabouuX TOKYMEHTOB

13 OCHOBHBIX

B) [omxHo OBITH pa3pelieHrue Ha BOCIPOU3BEICHHE pabouux JOKYMEHTOB U3

YTBEP’KIACHHBIX U HEYTBEPKJACHHBIX OCHOBHBIX JOKYMEHTOB

42. Kak 10/IKHBI BOCHPOM3BOANTBLCS padouyue JOKYMEHTbI MCXOAsl U3 OCHOBHBIX
n0KyMeHTOB? (1 mpaBUIbHBINA OTBET)

A) Heo6xomumo, 4yTOOBI ObLIa BO3MOKHOCTh BOCIIPOM3BEIECHUS PA00OYMX JOKYMEHTOB U3

OCHOBHBIX JOKYMEHTOB 0€3 OCYIIECTBIEHUS KOHTPOJIS HaJ MPOLIECCOM BOCCTAHOBIIEHUS

IUIsL TOTO, YTOOBI CAKOHOMUTH BpEMsI

b) HeoOxomumo ocymiecTBIsTE KOHTPOJIb TIPH BOCIPOU3BEACHUE PA0OUNX JOKYMEHTOB

13 OCHOBHBIX
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B) [HomxHo OBITH pa3pelieHHe Ha BOCIPOU3BEICHHE pabounx JOKYMEHTOB U3
YTBEP)KJIEHHBIX U HEYTBEPKJICHHBIX OCHOBHBIX JOKYMEHTOB

43. KakoB nopsiiok odpamenusi ¢ 3anucsiMu? (2 npaBUJIbLHBIX 0TBETA)

A) 3anmcu TOJDKHBI OBITh COCTABJICHBI WIH 3AIIOJHEHBI IO TOTO, KaK OYAET MPeAIpUHSTO
KaXXJ0€ NeHCTBUE

b) 3anucu npomkHBl OBITH COCTaBJICHBI WM 3alOJHEHBI BO BpeMsi TOro, Korja
MpeaNpUHUMAaETCs JecTBHE

B) 3anucu nomKkHbBI OBITH COCTaBJIEHBI WM 3aII0JIHEHBI TOJIBKO IOCIIE 3aBEPLIEHUS BCETO
mpoiecca

I') 3amucu m0KHBI OBITH COCTABIICHBI WJIM 3allOJHEHBI TaKMM 00pa3oM, 4ToObI Oblia
BO3MOYXHOCTb IPOCJIETUTH BCIO AEATEIbHOCTD

1) 3anucu MOJDKHBI OBITH COCTABJICHBI WJIM 3aIOJTHEHBI TaKUM 00pa3oM, 4ToObl Oblia
BO3MOYXHOCTh OTCJICKUBAHUS TOJIBKO KPUTHYECKUX OIEpaIlHii

44. Kakum o0pa3oM Heo0X0AMMO BBOAMTH M3MEHEHHMsl B JlaHHbIe JOKyMeHTa? (3
NMPaBWJIbLHBIX 0TBETA)

A) JIro0oe n3MeHeHHe, BHECEHHOE B JAaHHbBIE JTOKYMEHTa, JOJKHO OBITh MOAMHCAHO U

JOJDKHO UMETH JaTy

b) Tonbko u3MeHeHus: B JaHHBIX TOKYMEHTA, CBA3aHHBIX C KPUTUYECKUMU ONEPALIUSIMU,

JIOJKHBI OBITH TIOJIMCAHBI M IOJDKHBI UMETh JIaTy

B) Ilocne BHeCeHMST M3MEHEHUS, OPUTHHAIbHASA HH(GOPMAIIHS JOJKHA CTaTh HEUNTAEMOM

JUTSl TOTO, YTOOBI N30€XKaTh MyTaHUIIbI

I') Ilocie BHeceHHMs] W3MEHEHUs OpUTHHAIbHASA HMHQPOPMAIMS JOJDKHA OCTaBaThC

YUTaeMOH

) T'ne cnengyet, Heo6X0oAMMO, 4TOOBI ObllIa TpUBEIEHA MPUYMHA BHECEHUS U3MEHEHUS

E) Her neoOxoaumocTu B TONNUCAHUM W3MEHEHUW B JIaHHBIX, OTHOCAIIUXCS K

HEKPUTHUYECKHUM OIEepalusiM

45. Heo0xogumo oCymecTBJIAATh, XPAaHEHHE JOKYMEHTAIMM IO cepuu (roToBOM
JiekapcTBeHHO# (popmbl) B TeueHue (1 npaBu/IbLHBIN 0TBET)

A) Kak MHUHUMYM B Te€4YeHHE OJJHOTO rojia Mocie MpOoBeIeHHs cepTU(UKALUN MapTUU

YIIOJITHOMOYEHHBIM JIMIIOM

b) Kak muaumym B Teuenue 10 set nmocne BellTycka MapTuu

B) B teuenue ogHOro rosa nocie UCTEUEHUs: CPOKa FOJHOCTH MAPTHUH WM KaK MUHUMYM

B TE€UYEHHUE 5 JIET Mocie NPoBeIeHHs CepTUPHUKAILMU MTapTUN YIIOJTHOMOYEHHBIM JIUIIOM, B

3aBUCUMOCTH OT TOTO, YTO JUIUTCS JIOJIbIIIE

46. Cpoxk roaHocTu cepuu (roroBoil JiekapcrBeHHOl ¢opmbl) - 3 roga. Ha
NPOTSKEHUH KaKOro BpeMeHsi He0OXOAMMO COXPAHATH NOKyMeHTanmuio Ha cepuio? (1
NPaBUJILHBIN OTBET)

A) 5 ner

b) 3 rona

B) 8 net

47. IOKyMeHTalMI0 HA CepHI0 IKCIHEPHMEHTAJIBHOIO JIEKAPCTBEHHOI'0 INpenapara
Heo0Xx0AuMO XpaHUTh (1 MpaBUJILHBIN OTBET)

A) Kak MHHMMYM B TeueHHE TpeX JIeT IIocie TMPOBEIACHUS CepTHPHUKAINU

YIOJIHOMOYEHHBIM JIMIIOM

b) Kak MuHUMYM B TedeHHUe 5 JeT mocie 3aBepuieHus WM GOpPMaIbHOTO MPEeKpaIeHus

MIOCJICAHETO KIMHUYECKOTO UCTIBITaHNs], B KOTOPOM HMCIIOIb30BaJIaCh
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B) Kak

MHUHHUMYM

B TCUCHUC
YIIOJIHOMOYCHHBIM JIUIIOM

IBaaIaTH

JCT

MIPOBEICHUS

cepruduxanym

48. B cneumdpukanuym Ha NepBUYHbIE WM TNeYaTHbIE YNAKOBOYHbIE MaTepPHAJIbI
He00X0AuMO BKJIOYATh (1 npaBUJILHBIN O0TBET)
A) MakcuMalIbHBIN TTEPUOT XPAHSHUS TIEpe]T TOBTOPHOM MPOBEPKOI
b) MunumanbHbIi IEPUOJT XpaHEHUSI TIEpe]l TOBTOPHOM MTPOBEPKOIA
B) Cpok rognoctu

49. Kakne n3 yKa3aHHBIX crelU(PUKANMH JOJKHbI ObITh B HAJTMYMHU ISl TOTOBBIX
NpoAyKTOB? (4 MpaBUJIbHBIX 0TBETA)
A) MUHUMAaNTBHBINA IEPUOJ XPAHEHUS IO TIOBTOPHOTO UCCIIEIOBAHUS
b) Cpok rognoctu
B) MakcumanbHbIi Iepruo1 XpaHeHUs 10 TOBTOPHOTO UCCIIEAOBAHUS
I') UucTpykuus o otéopy npod 1 MpOBEAESHUIO UCCIIEIOBAHUS
J1) Onucanue nekapcTBeHHOU (hOpMBI 1 oApoOHOM nHpOopManu 00 yrmakoBKe
E) Cocras
XK) Ccpinka Ha papMakonelHy0 CTaThIO

50. Kakoe yrBepxaeHne 0 NpOM3BOACTBEHHOH peHentype W NPOU3BOJCTBEHHBIX
HHCTPYKIUSIX BepHO? (3 NpaBUJIbLHBIX 0TBETA)

A) OHU 10JKHBI OBITH 0JI00PEHBI

b) OHu 10KHBI OBITH B HAUIMYHMH IS KQKIOTO MPOIYKTA
B) Onu nomxHbl OBITh B HAJIMYUU TOJBKO I MPOAYKTOB C MAaKCUMAJIbHBIM WM
MHUHHMMAJIBHBIM Pa3MepOM
I') OHM 1OKHBI OBITH B HAIMYKMHM ISl IPOU3BEIEHHBIX BCEX Pa3MepOB
J1) OHu 1OKHBI OBITh B HAJTMYUU TOJIBKO JJIS1 OTJAENIBHBIX IPOJYKTOB

Kiarou k TECTY «l'[paBn.Ha HaAJIeKaen HpOI/I3B0}ICTBeHHOﬁ NMPAKTUKH B CUCTEME

GMP»
Ne Bonpoca 1 2 3 4 5 6 7 8 9 10
OtBer a b |ILLE|AB,|b5B|ab | A,B |AB,I'| b,J1 | I[,4,E,
)| XK
No Bompoca 11 12 13 14 15 16 17 18 19 20
OtBer A,B,T| b A,B B |A,B| B |[AILA|5 T, A, | b,B
Ne Bonpoca 21 22 23 24 25 26 27 28 29 30
OtBer B, T b, T’ b b bJ | b T b B, | ,B A
Ne Bonpoca 31 32 33 34 35 36 37 38 39 40
OtBer b,I' | AT b B, | A,B A b b | AT |BB,E
Ne Bompoca 41 42 43 44 45 46 47 48 49 50
OtBer b b b,T" |[Al,JI]| B A b A,B |B,JLLE,| Ab,I"
XK
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