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1. Hean, 3an0a4m v IJIaHUPYeMble Pe3yJbTaThl 00y4eHHs N0 AUCHUILIHHE

[lenpto OCBOCHMS JMCHMILIUHBI SIBISIETCS (OPMUPOBAHUE Yy OOYYAIOIIMXCS 3HAHHMA
OCHOBHBIX IOJIO)KEHHUI CUCTEMBI Ha/IJIEXKAIIEH MPON3BOICTBEHHON IPAKTUKH, YCTAHABINBAIOILIEH
TpeOOBaHUS K MPOU3BOJACTBY M KOHTPOJIIO KayecTBa JIEKAPCTBEHHBIX CPEACTB, METOAMK
MPOBEJICHUS PA3IMYHBIX BHJIOB KBATU(UKANMYA U BATHIAIUHU I TPUOOPETCHHS CTYICHTAMU
npo(ecCHOHANBHBIX ~ KOMIETCHIMA B 00JacTH  MPOWM3BOJACTBA  OMOTEXHOJOTHYECKHX
JIEKapPCTBEHHBIX CPEJICTB, OMOJIOrMYECKH aKTUBHBIX JO0ABOK K MMHUIIE, METUIIMTHCKUX MPETapaToB.

3aayy JUCHUIUIMHBI BKIIIOYAIOT: U3YY€HUE OCHOBHBIX MOJIOKEHUHN U TpeOOBaHUH MTpaBuIl
HaJJIeXKAIIeHd MPOU3BOACTBEHHON M J1a00paTOPHOM MPaKTUKH, ITAMOB TMPOBEACHUS BaHIalUN
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CpelacTB Ha coorBerctBue GMP; paccmorpenue BuaoB
HaJJIeXKAIMX TMPakTUK B (apmanuu; (HOpMHUPOBAHME YMEHHM B IMPOBEICHUU Pa3TMYHBIX
BapHAHTOB KBaJIM(UKAIUU W BaTUIAlMM, OpPraHu3aluu paboThl MepcoHana, o0OpyIOBaHUS,
BBEJICHHUS JIOKYMEHTAIIMHM; TPHUOOPETCHHE HABBIKOB BIAJACHUS METOJAMKAMU IPOBEIACHUS
BaJIMJAIIMY, HTHTEPIPETALUN PE3YIIbTATOB.

Obyuenne mno nucuuruinHe «[IpaBuna HamIexameil MPOU3BOJCTBEHHOW MPAKTUKH
HampaBlieHO Ha (POPMUPOBAHUE Yy O0YUAIOIIMXCS CICTYIOMINX KOMIIETCHIIN:

Ko u HaumeHoBaHue NHaukaTopsl 10CTHKEHH KOMIIETCHIMH
KOMIIeTEeH M

[1K-1. Cnocoben HNIIK-1.1. I'0TOB K CONOCTaBUTENBHOMY aHAJIU3Y M1OJIYy4aeMbIX
IPOBOAMTD NTATCHTHbHIE IPOJYKTOB, IPOAYLEHTOB U 0OBEKTOB TEXHUKU C OXPAHSIEMbIMU
VICCIIEIOBAHUS U 00BEKTaMU IPOMBIIIJICHHON COOCTBEHHOCTH; 3HAET METO/IbI
OTIPEEIATh OTIpeIeNIeHNs TATEHTHON YMUCTOTHI 00bEKTa TEXHUKH U
XapaKTepUCTUKU TEXHOJIOTUH; IPABOBbIE OCHOBBI OXPaHbl 00BEKTOB UCCIIETOBAHUS
IPOAYKIIMH C DKOHOMUYECKOW OIIEHKOW ISl HCII0JIb30BAHNS O0BEKTOB

MIPOMBINIJICHHONH COOCTBEHHOCTH

NIIK-1.2. YMeeT 000CHOBBIBaTh MEPHI IO 0OECTICYCHUIO
MATEHTHON YUCTOTH O0BEKTa TEXHUKU; 00OCHOBBIBATH MEPHI 110
OecnpensITCTBEHHOMY MPOU3BOJICTBY M peaTu3alii 00HEKTOB
TEXHHUKHU B CTPAHE U 32 pyOEKOM; OIICHUBATh
MMaTEHTOCIIOCOOHOCTh BHOBB CO3JJaHHBLIX TEXHUUECKHX U
XYyJ10°)KECTBEHHO-KOHCTPYKTOPCKUX pelieHuit; Mcnonb3oBaTh
METO/Ibl aHATN3a TPUMEHUMOCTH B 00BEKTE MCCIIEIOBAHUIM
M3BECTHBIX 00BEKTOB MPOMBIIUIEHHOHN (MHTEIIEKTYaTbHOM)
cobctBeHHOCTH; OTIpeneNnsaTh MOKa3aTeIM TEXHUYECKOTO YPOBHS
00BEKTa TEXHUKHU

NTIK-1.3. Bnageer HaBbIKaMH ONPEIECTICHHS 3a/1a4 MTaTEeHTHBIX
MCCJIeI0BAHM, BUAOB HCCIEIOBAaHUN U METOJIOB UX MPOBEJICHUS U
pa3paboTKy 3a/1aHUs HA TIPOBEICHUE MMAaTEHTHBIX HUCCIICIOBAaHU;
MOWCKa ¥ 0TOOpa MATEHTHOMN U IPYroi JOKYMEHTAIINH B
COOTBETCTBUU C YTBEP)KJAECHHBIM PETIaAMEHTOM U 0()OPMIICHHE
OTYeTa O TIOUCKE; CUCTEMATH3aIUs U aHATTU3 OTOOpAHHOM
JIOKYMEHTAIIMN; 000CHOBAHMSI PEIIEHUH 3a/1a4 Ha OCHOBE
MATEHTHBIX UCCIIeIOBaHUI; 000CHOBAHUS MPEIOKEHUN 110
JanbHENIIeH 1eATebHOCTH X03IHCTBYIOIIETO CYOBEKTa,
OCYIIECTBIIEHUS MOATOTOBKH BBIBOJIOB U PEKOMEHIAIU;
odopMIIeHUSs pe3yIbTaTOB UCCIICIOBAHUMA B BUE OTYETA O
MMaTEHTHBIX UCCIIEIOBAHMIX

ITK-6. Criocoben NTIK-6.1 3HaeT TEXHOJIOTUIO U KOHTPOJIb IPpOou3BocTBa bAB;
OCYHICCTBJIATH KOHTPOJIb IIoKa3aTcjinu KauycCTBa 6HOT€XHOHOFH‘I€CKOI>’I MPOAYKIIUH,

KauyecTBa ChIPbs, CTaTHUCTUYECKUE METObI YIIPABICHHS KAUeCTBOM MPOAYKLINU;
MPOMEXKYTOUHBIX BUIBI Opaka U ero yueT B IPOU3BOJCTBE OMOTEXHOIOTUYECKOM

MPOJYKTOB U TOTOBBIX MPOIYKIINH




BAB B cooTBeTCTBHU C HTIK-6.2. YMmeeT npou3BOAUTH aHAJIU3 KA4e€CTBA ChIPhA IS
peraaMeHToM OMOTEXHOJIOIMYECKOTO POU3BOACTBA B COOTBETCTBUU C
pErylaMeHTOM; ONPENEIATh COAEPKaHNEe OCHOBHOT'O BEUIECTBA B
rotoBelx BAB; onpenensTh aKTUBHOCTh JEMCTBYIOILIETO BEIIECTBA
B TOTOBOM OMOTEXHOJIOTHYECKOM IIperapare; OnpeaesiTh
coJIep’KaHue KJIETOK IIPOIYLIEHTa B IPOAYKTAX, IOJY4EHHBIX C
MIOMOILIbI0 MUKPOOPraHU3MOB; aHAJIM3UPOBATH IIPETEH3UH OT
noTpeOuTenei Mo KauecTBy NPOyKIIMHA OMOTEXHOIOTHYECKOTO
MIPOM3BOJICTBA; BECTH YUET ACPEKTHOU MPOTYKIIHH
OMOTEXHOJIOIMUYECKOT0 IPOU3BOCTBA; AHAJTU3UPOBATH IPUUNHBI
MOSIBJICHUS Je(EKTHOM MPOTYKIIUN OHOTEXHOIOTUYECKOTO
IPOM3BOJICTBA, TPOM3BOIUTH PACUET BEPOSATHOCTH (PAaKTOPOB
MOSIBJIICHUS Y 3HAYCHHH MOCIEACTBHI; pa3pabaTbiBaTh
MIPEJIOKEHUS IO CHIKEHHIO (TIPEIOTBPAICHHUIO) TIPOU3BOICTBA
nedeKTHBIX TPOIYKTOB

NIIK-6.3. Brageer MeToauKaMu OLIEHKH BXOJIHOTO KOHTPOJIA
KaueCcTBa ChIPbs, UCIIOJIb3yeMOT0 B OMOTEXHOJIOTHYECKOM
IIPOLIECCE; MPOBEACHUS KOHTPOJIS Ka4eCTBAa IPOMEKYTOUHOMN U
rOTOBOW OMOTEXHOJIOTHYECKON MPOAYKIIUU; PACCMOTPEHUS
pekinamanuii o kauectsy bAB; BbIIBICHUS KPUTUUECKUX
(omacHbIX) (aKTOPOB HA OTNIEIHHBIX TEXHOJOTUYECKHUX OMEPAIUIX
OMOTEXHOJIOIMYECKOT0 POU3BOCTBA; pa3padOTKKU MEPOIPUITHIA
C LEJbI0 YCTPAHEHHS PUCKOB WJIM CHHKEHHSI UX JIO JOIYCTUMOIO
YPOBHSI ¥ TIOBBIIIIEHUSI O€30MTACHOCTH BBIMTyCKAaeMOM
OMOTEXHOJIOTMYECKON MPOIYKIIUU

2. MecTO ITUCHUIUIMHBI B CTPYKTYpe 00pa3oBaTe/IbHOM MPOrpaMMbl

JlucuMmiuHa OTHOCHTCS K  9JIEKTUBHBIM  JIUCHUIUIMHAM 4acTH, (QopMUpyeMon
y4acTHUKaMU 00pa3oBaTeNlbHbIX OTHOIIeHUH O0sioka b1.2.9/1.

Jucuummza «lIpaBuna Hajuiexaliell NMPOW3BOACTBEHHON IPAKTHUKW» B3aMMOCBsA3aHa
JIOTUYECKH U COZIEPKATEIBHO-METOIUYECKH CO CIECAYIOINMHU JUCIUILIMHAMMU:

- «broTexHomOrNs B pereHny riodaibHbIX IpooIem»,

- «MlHOCTpaHHBIH SI3BIK 1T HAYYHOTO OOIICHUS,

- «Metononorus pa3paboTKU OMOTEXHOJIOTMYECKHX OOBEKTOBY;

- «MeToIbI UCCIIENOBAHUNA B OMOTEXHOIOTUIY,

- «TexHonorus pepMEHTHBIX PENapaToOBy;

- «KiteTouHass HTHXXEHEPUs»;

- «Hogeiimume MeTo/1bl U3bICKaHNUS AaHTUOMOTHKOBY;

- «OkcTpeModuiibHbIE POPMBI MUKPOOPTaHU3MOB B OMOTEXHOJIOIMUECKUX MPOIIECCax »;

- «HwuskoTreMmepaTypHble TEXHOJIOTMHU B MPOU3BOJCTBE M XPAHEHUH TEPMOJAOMIBHBIX
OuomaTepuaIoBy.

3. CTpyKTypa U coepKaHue IUCHUILIHHBI
OO011ast TPYI0EMKOCTh AUCIUILIAHBI COCTABISACT 2 3aUeTHBIC eIUHUIIBI (72 Yaca).

3.1. Buabl y4eOHoii padoThl H TPYA0EMKOCTh

Ne KoanuectBo CemecTpsl

Bua yueoHoii padoThI
A y4e0Hoii pado 4acoB 3 -

1 | AyauTopHble 3aHATHS o4 o4 -

B ToMm uucine:

1.1 | Jexuuu 18 18 -




1.2 | CemuHapcKue/IpaKTUUECKHUE 3aHATHS 18 18
1.3 | JIaboparopHbIe 3aHATH 18 18
2 | CamocrosiTejibHas padoTa 18 18
3 | [IpomexkyToyHas aTTecTalUs
3a4er
Hroro 72 72
3.2. Temarudeckuii IJIaH N3y4YeHUs1 JUCHUTTHHBI
TpynoemMkocTh, 4ac
AynuTopHas paéora 2
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1. | Pazgen 1. Uctopus pasButus GMP. 6 2 2 - - 2
GMP B Poccun. OCHOBHOM 3aKOH
MIPOM3BO/ICTBA JICKAPCTBEHHBIX CPEJICTB.
[Tpunumns! pabots no GMP
2. Paznen 2. Matepuaisl U MpOU3BOJICTBO 10 2 2 4 - 2
3. | Paszmen 3. JlokymeHTanus 6 2 2 - - 2
(hapMaleBTUUECKOTO NPEIPUSITUS
4, Pazgen 4. TloaroroBka npou3BO/ICTBA. 10 2 2 4 - 2
3nanus u noMerieHusi. O6opyaoBaHue
Y CUCTEMBI
5. | Pazmen 5. UcnpiTanus u arrectaims. 10 2 2 4 - 2
ATTecTainus nNpoueccoB OYNCTKU
o0opynoBaHUs. AHATUTUYECKUE
METO/IbI
6. | Pasmen 6. ITepconan. OGyueHue 8 2 2 - - 4
nepcoHana. Y MOJTHOMOYEHHBIE JTUIIA.
YnpasineHue npou3BOACTBOM
7. | Pazmen 7. OGecnieueHre KayecTna. 12 2 2 6 - 2
AHaJIN3 pUCKOB
8. Pasnen 8. Konnennusa Hamgiexxammx 10 4 4 - - 2
npakTuk B (hapmaruu -GXP. GLP - GCP
— GMP
Hroro | 72 18 18 18 - 18

nabopatopun  OuotexHojoruu. Ilpu npoBeneHun

3.3. Conep:xaHue JUCUHUIIHHBI

AYJII/ITOpHI)Ie 3aHATUA TPOBOAATCA B BUAC JICKOMOHHBIX W IMPAKTHYCCKUX 3aHSATHU C
0o0ydJaromuMuUCs, KOTOpbIE 3apaHee MpeIBaPUTEILHO c
WCIIOJIb30BAaHUEM PEKOMEHIyeMOoW muTeparypoi. JlabopatopHbie 3aHATHS TPOBOIATCA B
CTYACHTEL C

3aHATHI
HCIIOJIb30BAaHUEM COOTBETCTBYIOIIEH METOUYECKOMN JTUTEPATYPOH.
Paznen 1. Uctopus pa3sutuss GMP. GMP B Poccnu. OcHOBHOI1 3aKOH NPOU3BOACTBA
JekapcTBeHHbIX cpeacTB. [Ipuauunebr padorsl no GMP
Uctopus pazsurus GMP. GMP B Poccun. Ponp MeXayHapoOHBIX CTaHAApTOB IJIs
(dapMaleBTUYECKON MPOMBIIUIEHHOCTU. TpeboBaHud K (papManeBTUYECKOMY IMPOU3BOJCTBY.

3HAaKOMATCA

C

MaTepHaIoM

T'OTOBATCA




GMP u cucrema nuueHsupoBanus mnpousBoiactBa JIC. MexayHapogHas opraHu3anus IO
cepTudUKaIMU U YI0CTOBEPEHHUIO KauecTBa iekapcTB. DapmarieBTrueckas pazpadborka (ICH Q8):
nens  (apmaneBTHUECKOW pa3paboTKH, BHIOOp JIEKApCTBEHHOH (OPMBI, JIEKapCTBEHHBIC
cyOCTaHIIMM, BCIOMOTaTeJIbHbIE  BEIIECTBA,  JIEKAPCTBEHHBIH  MPOIYKT,  pa3paboTka
IIPOU3BOJICTBEHHOIO ITPOLIECCA, YIIAKOBOYHO-YKYIIOPOUHAsl CUCTEMA.

Pa3znes 2. MaTepuajibl 1 IPOU3BOICTBO

Opranu3zanys Npou3BO/ICTBA JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU ¢ ITpaBmiiaMmu GMP.
OO6mume TpeboBaHMS K pasauyHbIM (hapMmrpounsBoacTBaM. OOmue TpeOOBaHUS K 3IaHUIO U
IIOMEILEHUSM, HCIIOJIb3YEMBIM IIPU IIPOU3BOJICTBE JIEKAPCTBEHHBIX IIPENApaToOB: OCHOBHBIE
PYKOBOJSIINE JOKYMEHTHI Jii CTPOUTEIbCTBA, TPEOOBAHHUS K MECTOMOJOKEHHUIO 3/IaHus
npeanpustusi. TUIIOBast CTPYKTYpa MPEATPUSITHS.

OcHOBHbIE TIOTOKU JBMKCHHSI MaTepHalIoB, 000pynoBaHusl U nepcoHana. CrenuaabHble
TpeOOBaHUS K IPOU3BOJCTBEHHBIM U IPYTUM IIOMELIEHUSIM.

Martepuansl u npoayktel. Ux cnennduxanus. Cxnanckoe nomenienne. Mucnekuus OKK.

MapkupoBKa HCXOJIHOTO ChIpbs, BCIIOMOTaTEIbHbIX M YHNAKOBOYHBIX MAaTEpUAJIOB.
MapxkupoBka nonynpoayktoB. [IpaBuna orbopa npo0.

MexonepauoHHbI  KOHTPOJIb, KOHTPOJb IPOMEXYTOYHOro mponaykra. llpuem wu
XpaHEeHUe NPOAYKIIMU Ha CKIIaJe.

Pa3nea 3. lokymenTanusi ¢papmManeBTHYECKOr0 MpeIpUsTUHS

JlokymeHTanuss  ¢apManeBTUYECKOr0 MPEeAnpusiTUss. JOKyMEHTBI, perylupyromme
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB. [JOKyMEHTHI IEPBOro, BTOPOT0, TPETHETO U YETBEPTOIO
ypoBHs. MeTrponoruyeckas 3KCHEpTH3a HOPMATHBHOM  JOKyYMEHTauMu. TexHuuyeckue
pernamenTsl. [lonoxxenus 00 opranu3anuy NoApa3ieiaeHU Ha npeanpusaTuy. JlokyMeHTaluu Ha
MEPCOHAN: JTOJDKHOCTHBIE MHCTpyKuuu. Crnenudukanus Ha ChIpbe, YHNAKOBOUYHBIM MaTepua,
TOTOBBIN MTPOJIYKT.

Pa3znean 4. IloaroroBka npomssoiacrBa. 3nanus ¥ nomemenusi. O0opynoBanne u
CHCTEeMBbI

TexHonOrnuecKnil paszien — OCHOBA MPOeKTa. ATTecTalus U 3KcrepTusa npoekra. Llena
IIPOEKTa U IleHa 00beKkTa TUNn4HbIe OMIMOKY MTPU MPOEKTUPOBAHUU.

Texnomnornueckuii mpouecc. UYucreie nomemeHuss. CHUCTEMBl BEHTWISLUM U
KOHAUIMOHUpoBaHus. O0opynoBaHUE U cUCTEMBI. TexHonornueckoe odbopyaosanue. Kontpois
napameTpoB. [TokazaTeny Ha3HAUYEHUS U UCTIBITAHUS (aTTeCTALUs).

O6opynoBanue st TPOU3BOACTBA TBEPABIX (GopM. OcoOEHHOCTH 000PYTOBaHUS IS
IIPOU3BOJICTBA CTEPUIIBHON NPOAYKLIHH.

TpebGoBanus k Boje. ['a3bl 1 C:xaThIi BO3IYX.

YTunuszanus oTxoa0B.

Tunuuneie HecooTBeTcTBUS TpeboBauusiMm GMP.

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

HopmatuBubie TpeOoBanus: npaBuia GMP npuMeHHTENsHO K OMOTEXHOIOTHUYECKOMY
npou3BoAcTBY; ICH Q10. OcnoBabie snementet GMP u ICH QI10. Tpe6oanuss GMP.
Hononuurensusie TpeboBanus IOH Q10. Tpeboanus k nonutuke B obmactu kaudectBa (ICH
Q10). TIIpomeccel ympaBieHuss KadecTBOM. Buael koHTpons. IlpoBenenue Bamumanuu
npousBojcTBa JIC Ha coorBercTBUe GMP. OCHOBHBIE TEpMUHBI U N0JI0KeHUs. CylIeCTBYIOLINE
PYKOBOJCTBAa MO BalWJAIMM, PEryIsTOpHble TpeOoBaHUSA. OOBEKTHl Bamuaanuu. J[OKYMEHTHI.
Buner Banmuganuu. Beibop Buna Banmumanuu. ['pynmel Banmuganuu. Buasl kBanudukanuu. [Iian
Banmuaanuu. CTpyKTypa BaJIMIAIMOHHOTO TPOTOKojia. TpeboBanus k mepcoHamy. Crparerus
Banuganuu. Mertoponoruss mpoBeaeHus Banmugauuu. OpraHu3zanus paboT U oQopmileHHE
JoKkymMeHTauuu. Pexnamanus u or3siB npoAykiuu. [Iperensun u pexnamanuu. Tun pekiamanuu.

Paznen 6. Ilepconan. O0yvyeHnne nepcoHana. YNoJaIHOMOYEHHbIE JTHIA. YIIPaBJIeHHe
MPOU3BOACTBOM



ITon6op nepconana. OtHomeHue k padore. [loBenenne nepconana. Uucrora u rUrueHa.
Texnomornueckass oxexnaa. CocrtosHHe 370pOBbs. TeXHHMKA BBICTYIUICHHS W KyJbTypa pedH.
Crpykrypa 3anaruii. CpeacrBa 00ydeHus. YpaBieHHE TPOU3BOICTBOM: TEOPHS U MPAKTHKA.

Pa3znen 7. Ob0ecnieuenne kayecTBa. AHAJIN3 PUCKOB

GMP, cucremsl kauectBa u crtagaaptsl MCO 9000. IIpuHuunsl odecriedeHnsl KauecTBa.
[Ipu4rHBI HU3KOTO KauecTBA.

Buytpennss wuHcnekuus (camouHcnekius). OcCHOBHbIE (DAKTOpPbI, BIMSIOIIME HA
IIPOBE/ICHUE BHYTPEHHUX ayIuTOB. [lopsAIoK mpoBeeHUS ayIUTOB.

Ananuz puckoB o 'OCT P 52249-2009. IIpasuna GMP EC u pykooactso ICH Q9.
OCHOBHBIE METO/Ibl AaHAJIN3A PUCKOB.

Pa3nen 8. Konuenuus Hajie:kamux npaktuk B papmanuu -GxP. GLP - GCP - GMP

Konnmenmuss Hammexammx mnpaktuk B dapmanuu - GxP. Bugsl  Hamiexammx
(dapMarieBTHYECKNX MPAaKTHK: Haajexamas jgadopatopHas mpaktuka - GLP, Hammexamas
kJnHu4Yeckas npaktuka - GCP, Hagnexaias npaktuka xpanenus - GSP, Hajexaias npakTuka
muctpuOynuu - GDP, nagnexarmas anreunas npaktuka - GPP, Hagmexamas mpaktuka uis
KOHTPOJIS iIeKapcTBeHHBIX cpeactB - GPCL, namnexamias ¢papmakoneiitnas npaktuka (GPhP).

3.4. TemaTuka cCeMHUHAPCKUX/MPAKTHYECKUX U JTa00PATOPHBIX 3aHATHIA

3.4.1. CemuHapcKue/MPaKTUICCKUE 3aHITHS

Pazgen 1. Uctopus pazsutuss GMP. GMP B Poccun. OcHOBHO#M 3aKOH MPOU3BOJICTBA
JeKapcTBeHHbIX cpeacTB. [Ipunnumnsr pabotsl no GMP

Pa3nen 2. Marepuaiibl ¥ pou3BOJICTBO

Paznen 3. JlokymeHnTtanus papmMarieBTHI€CKOTO MPeITpPHSITH

Pazgen 4. TloaroroBka npou3BoACTBa. 3aaHus U momenieHus. O00py10BaHUE U CUCTEMBI

Pasznen 5. cnibiTanus u arTecTanusi. ATTECTAIMSI IPOLIECCOB OYMCTKU 000PYI0BaHUS.
AHaIuTHYECKHE METOIBI

Paznen 6. Ilepconan. OOydenue nepcoHana. YOJIHOMOYEHHBIE TUIA. YTIpaBIeHUE
IIPOU3BOJICTBOM

Paznen 7. Obecnieuenne kayecTBa. AHaJIU3 PUCKOB

Paznen 8. Konnenmwst Haanexxammx npakTuk B papmanuu -GXP. GLP - GCP — GMP

3.4.2. JJabopaTopHbI€ 3aHATUS
JIaGopatopHbie pabOThl yUeOHBIM IUIAHOM HE MPETYCMOTPEHBI.

4. YueOHO-MeTOAUYeCKOe U HHPOPMALIMOHHOE o0ecreueHne

4.1 OcHoBHas JuTepaTypa

1. TOCT P 52249-2009. IlpaBuia npou3BOACTBA U KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHBIX
cpenct. Good manufacrnring practice for medicinal products (GMP). [OnektponHslii pecypc]. —
Pexxum nmocryna: http://docs.cntd.ru/document/1200071754

2. OCT 42-510-98. IlpaBmia opraHm3anudyd MPOU3BOJICTBA W KOHTPOJS KadyecTBa
nekapcTBeHHbIX — cpeactB  (GMP). [DnekTpoHHbII  pecypc].—  Pexum  nmocryma:
http://docs.cntd.ru/document/901755081

3. TOCT P UCO 9001-2008. Cuctemsl MeHeKMeHTa KadecTBa. TpeboBanus. Quality
management systems. Requirements. [DnextponHbii pecypc]. — Pexum  gocryma:
http://docs.cntd.ru/document/1200068732

4. Tlpukaz Munanpomropra Poccuu ot 14.06.2013 Ne 916 «O06 yrBepxaeHuu IIpaBun
HaJJIeXKalleld MPOU3BOACTBEHHOM NPAaKTHKW». [DIEKTPOHHBbIM pecypc]. — Pexum pocryna:
https://vgnki.ru/assets/files/normativy/916.pdf



http://docs.cntd.ru/document/1200071754
http://docs.cntd.ru/document/901755081
http://docs.cntd.ru/document/1200068732
https://vgnki.ru/assets/files/normativy/916.pdf

5. Ckypuaun, B. C. ®dapmaneBTrueckas TEXHOIOTHS. MeToIbl ¥ TEXHOJIOTMH MTOJIy4EHUs

paguodapmnpenapatoB : ydeOHoe mocooume s By3oB/ B. C. Ckypumun. — Mockga :
WznatenbcrBo FOpaiit, 2024. — 139 ¢. — (Bricmiee o6pazosanne). — ISBN 978-5-534-10133-1.
— Tekcr : onektponHwiid // OOpaszoBatenbHas maatdopma HOpaint [caiit]. — URL:

https://urait.ru/bcode/537392 (nara obpamenus: 06.07.2026).

4.2. JlonoJIHUTe/ILHAs JUTEepaTypa

1. IIpaBuna mpoOM3BOJACTBA M KOHTPOJSI KAaueCTBa JIGKAPCTBEHHBIX CPEICTB B CHCTEME
GMP(«Good Manufacturing Practice») : yue6HO€e mocobue / B. A. I'aBpunos, 1. B. Tuxonos, M.
1O. Bonkos, E. A. CmupnoBa. — Mocksa : MITABMub um. K.H. Ckpsabuna, 2013. — 50 c. —
Texcr: onextpoHHsni// Jlamp : snekTpoHHO-OMOnMoreuHas cucrema. —  URL:
https://e.lanbook.com/book/49934 (nara oOpamenus: 06.07.2026). — Pexum mocryma: s
aBTOPU3. MOJIb30BATENCH.

2. Iurapoma, JI. B. Cucrema oOecrneueHuss KadecTBa Ha (hapMareBTHIECKOM
npennpusTun : yyeOuuk ans By3oB/ JI. B. lllurapoBa. — Mocksa : WU3parensctBo FOpaiit,
2026. — 87 c. — (Bricmiee oopazoBanue). — ISBN 978-5-534-21206-8. — TekcT : 31eKTpOHHBIN
// ObpazoBatenbHas mnatdopma HOpaiit [caitr]. — URL: https://urait.ru/bcode/590383 (mata
obparmenus: 06.07.2026).

4.3. JluueH3uOHHOEe W CBOOOJAHO PpAacIpOCTpPaHseMoOe MPOrPaMMHOE
o0ecrevyeHue
1. [Iporpammer maketa Microsoft Office (Word, Excel, PowerPoint).

4.4 CoBpemeHHBbIE npogeccuoHaIbLHbIE 0a3bl AAHHBIX "
HH(OPMAILMOHHBIE CIIPABOYHbIE CHCTEMbI

1. www.elibrary.ru — nayunas snekTpoHHast OHOIHOTEKA

2. http://www1.fips.ru/wps/wcm/connect/content_ru/ru - POCTTATEHT

3. www.molbiol.ru - YueOnuku, Hayunsie MoHOrpaduu, 0030pbl, 1a0OpaTOPHBIC
NPaKTUKYMBI B CBOOOIHOM JIOCTYIIEC Ha CalTe MPAKTHYECKOW MOJIEKYIISIPHOW OMOJIOTHH.
4. WWW.Scopus.com (Scopus) — eauHasi pedepaTuBHas U HayKoMeTpudeckas 06a3a
JAHHBIX (MHIEKC UTHUPOBAHUS)

5. www.scincedirect.com/ (ApXHBHBIE KOJUIEKIIMH KypHaJIoB u3aarenbcTBa Elsevier)
— apXHMBHbBIE KOJUIEKIMH Pa3IMYHBIX TEMATUK, B ToM uncie Biochemistry, Engineering and
Technology.

6. http://cyberleninka.ru/article/c/biotehnologiya -  wHayunas 3JIEKTPOHHAS
oubmoreka «KMBEPJIEHMHKA»

7. http://www.springerprotocols.com/ - noctym k 6a3e manubIX SpringerLink

8. http://grebennikon.ru/ - snexTponnas oubimoreka Grebennicon

4.5 DyieKTpOHHBbIE 00pa30BaTeIbHbIE PEeCYPChI
30P no aucuumimHe He pa3paboTaHBlI.

4. MartepuajibHO-TeXHHYEeCKOe ol0ecreyeHmne

JlexumonHas aymutopusi kKadeapbl «Xumbuorex» AB5504. (115280, r. Mocksa, yiI.
ABro3aBojckas, A. 16 crtp. 1 (kopmyc 5)), o0opyaoBaHHasi: CTOJIBI y4eOHbIE CO CKaMbsIMH,
ayIUTOpHAs JOCKa, MYJIBTHMEANNHBIA KOMIUIEKC (MIEPEHOCHON MpoekTop, HOyTOyK). PabGouee
MECTO IIpEnoAaBaTess: CTo, CTYII.

AyauTtopus 11 CEMHHAPCKUX M TPAKTUYECKUX 3aHATHUH Kadenapsl «Xumbuorex»
AB5404a (115280, r. Mocksa, yi. ABTo3aBojckasi, A. 16 ctp. 1), o0opynoBaHHasi: CTOJBI yaeOHBIC



CO CKaMbsIMH, ayJAUTOpHAas JAOCKa, MYJIbTHUMEIUNHBIM KOMIUIEKC (TIEPEHOCHOM IPOEKTOp,
HOYTOYK). PaGouee MecTo mpemnogaBaress: CTOJ, CTYIL.

Jlaboparopus xkadenpsr «Xumbuorex» AB54056 (115280, r. Mocksa, yin. ABT0O3aBOACKAs,
n. 16 crp. 1 (kopmyc 5)), obopynoBanHas: JlabopaTOpHBIE CTOJIbI, BBITSDKHOW IKad, BECHI
npeumsnonnbie KERN, Bechl ananmutudeckune Vibra, MarHUTHBIC MEIIATIKU, CIIEKTPOPOTOMETP
I[1B2-5300, pH-meTp DKOHMKC, XMMUYECKasi MOMKA, XMMUYECKHE PEAKTUBbBI, XUMUYECKAs MOCYyAa.

JIaboparopus xkadenpsl «Xumbuorex» AB5406a (115280, r. MockBa, yii. ABT03aBOICKAs,
a. 16 ctp. 1 (5 xopmyc)), obopymoBaHHas: J1TaOOPAaTOPHBIE CTOJBI, OMOPEAKTOp, YCTaHOBKA
O6apoMeMOpaHHON  (uIbTpanuMu, BaKyyMHBIH CYIIWIBHBIM ImKad, mieikep-uHKyOaTop
MHUKPOOHOJIOTHYECKUH, (OTOOHOPEAKTOP, YCTAHOBKA JJISI KYJIbTHUBUPOBAaHHS (GOTOTPOGOB.

Peanuzanus 06pa3oBaTenbHOM IPOrpaMMbl 00€CTIEYMBACTCS JOCTYIIOM KaXKJI0T0 CTYICHTa
K HH(OPMALIMOHHBIM pecypcaM — OubinoTeuHoMy (GOHAY U CETEeBbIM pecypcaM MHTepHeT.

5. MeToauyeckue peKoOMeHIAIUN

6.1. MeToanyeckue peKOMeHIAAUMHU IJIsi NpenojaBaTesis MO OPraHU3aANUH
00y4eHus1

Meroauka npenogaBaHus aucuuIUIMHbL «[lpaBuna Hamnexamed HTPOU3BOACTBEHHOMN
MPaKTUKU» U peaan3ains KOMIIETEHTHOCTHOTO TOIX0/1a B U3JI0KEHUH M BOCTIPUSITHH MaTepHalia
npelycMaTpuBaeT  KCIOJNb30BAaHHE  CIEAYIOIIMX  (GOpM  MPOBEACHUS  TPYMIOBBIX,
WHIWBUIYAIbHBIX, ayJUTOPHBIX 3aHATHH B COYCTAHWUU C BHEAYAUTOPHOH PAOOTOH C IEIBIO
dbopMUpOBaHUA U PA3BUTHS MPOPECCHOHATBHBIX HABBIKOB 00 yUYaIOITIXCS:

— caMocCTosITeNbHAas padoTa CTYICHTOB I10 IIporpamMMe JUCITUTUTNHEL,

— mpopaboTka Matepuana nporpammsl ¢ CJ1O;

— KOHTPOJB IIpoliecca 00ydeHus MyTeM MpoMexyTouHoro TectupoBanus ¢ C/O;

— OpraHu3alys ¥ NpOBEJCHNE TEKYIIETO KOHTPOJISA 3HAHUHM CTYJE€HTOB;

[IpenycmoTpena BO3MOKHOCTh HCTOJIb30BAHUS 3JIEKTPOHHOTO 00y4eHwusl,
TUCTAaHIIMOHHBIX 00pa3oBaTeNbHBIX TexHoJoruil. Bce wmarepumansl pasmematorcs B CJO
Mockosckoro ITonutexa (https://lms.mospolytech.ru/).

Hcnonb30BaHue cneayrONINX aKTUBHBIX M MHTEPAKTUBHBIX (JOPM MTPOBEICHUS TPYIIOBBIX,
WHIUBUIYAJIbHBIX, ayJUTOPHBIX 3aHSITHM B COUYETAHUM C BHEAYJUTOPHOW pabOTON C IEbIO
dbopMUpOBaHUS U Pa3BUTHS MPOPECCHOHATBHBIX HABBIKOB 00YYAOIUXCSl TAKIKE BKIIFOUALT:

— TIOJITOTOBKY, MPEJCTaBIeHNE U 00CYKICHHE JIOKJIAJI0B U MPE3EHTAIIMH HA CEMUHAPCKUX
3aHATHUSX.

B xome nekmuii ¢ WCNOIB30BAaHUEM MYJIbTUMEAUNHBIX TEXHOJIOTHM MPENnojaBaTelib
U3JIaraeT U pa3bsACHSAET OCHOBHBIC, HANOOJIEE CII0KHBIC TIOHIATUS TEMBI, a TAK)KE CBSI3aHHbBIE C HEeU
TEOPETHYECKHE W TMPAKTHUYECKHE MPOOJIEMBI, aeT PEKOMEHJAIMA Ha TMPAKTHYECKOE WIH
n1abopaTopHOE 3aHATHE U YKA3aHUS HA CAMOCTOSTEIBHYIO padoTy.

CryaeHnTtam, TpOIYCTUBIIUM 3aHATHS (HE3aBHCHMMO OT TMPUYHH), HE HWMEIOIINM
MHUCbMEHHOTO PEIICHUS 3a/1a4 WM HE MOJTOTOBUBIIMMCS K IAHHOMY MPAKTUYECKOMY 3aHSTHIO,
PEKOMEHIyeTCsl HE TII03Ke, YeM B 2-HEJCNbHBIM CPOK SBUTHCS Ha KOHCYJIBTAIMIO K
MPENO0/IaBaTelt0 U OTYUTATHCS MO TEME, U3ydyaeMoi Ha 3aHsITHH. CTyAeHTbl, HE OTUMTABIIHECA
Mo KaXJI0M He MpopabOTaHHOW WMHU Ha 3aHATHIX TeME K Hadyally 3a4€THOW CECCHUM, YIMYCKAIOT
BO3MO>XHOCTh TIOJTYYHTh MOJOKEHHBIE 0AUTBI 32 pa0OTy B COOTBETCTBYIOIIEM CEMECTPE.

Meroanka mnpenogaBaHus JUCLHUIUIMHBI IPELyCMaTPUBAET MPOBEACHUE TIPYNIOBBIX
AyIUTOPHBIX U MPAKTUYECKUX 3AHSITHI.

Tekymuii KOHTPOJIb YCIIEBAEMOCTH W TPOMEXKYTOUYHOW aTTECTAllUd MPOBOIATCA
CIEYIOIUMH CPEICTBAMHU:

- JIOKJIaJ ¥ 00CYX/IeHHE HA MPAKTUYECKUX 3aHITHSIX;

- TECTUPOBAHUE;

- CAMOKOHTPOJIb.

dopma UTOTOBOM aTTECTALMK — 3aYeT.



CamocrosTenbHas paboTa CTyAEHTa MPEAINoiaraeT NpopaboTKy U yriIyOJeHHe OCHOBHBIX
pa3lesioB TEOPHH M MPAKTUKU C UCIIOIB30BAHMEM JONOJIHUTEIBHOM IUTEpaTyphl U MHTEpHET-
pecypcoB. IIpu caMOCTOATENBHOM BBINOJIHEHHH PA3IMYHBIX BUAOB 3aJaHUM CTYIEHT YYUTCA
NPUHUMATh PEIIeHHs, pa30upaTh U U3y4aTh HOBBIM MaTepual, paboTaTh C UICTOYHUKAMH HAyYHOM
uHpOpMaLnu.

5.5, Mertoanuyeckue yKkazaHus JJisl 00y4arOMUXCsl M0 OCBOEHUIO THCHHILTHHBI

Jucnunnuna «IpaBwiia HaJuiexKamen MpOU3BOJCTBEHHON IIPAKTUKW» MPEyCMaTPUBAET
JEeKIMM U IPAKTUYECKHE/Ta00paTOpHbIE 3aHATHS KaKIyl Heaento. M3ydeHue IUCLUILIMHBL
3aBepLIacTCsd AK3aMEHOM. YCIIEIIHOE M3yYEHUE IUCLUIUIMHBI TpeOyeT IOCELIEHUs JIEKIHii,
AKTUBHOMN pa0OThl HA MPAKTUUYECKUX U JIAOOPATOPHBIX 3aHATHUSAX, BBIOJIHEHHS YUeOHbIX 3aJaHUN
IIPENO01aBaTelIsl, 03HAKOMIICHHS C OCHOBHOM U JIOIIOJIHUTEIILHOM JINTEPATYpPOX.

ITpu noAroTOBKE K JEKIMOHHBIM 3aHATUSAM CTYJIEHTaM HE00X0AUMO:

nepesl O4vepepHOM JeKuued HeoOXOJUMO MPOCMOTPETh [0 KOHCIEKTY MaTepual
npensayimei aexkuuu. I[Ipu 3aTpyaHeHusX B BOCHPHUSTHM MaTepuana clieyeT oOpaTHTbCA K
OCHOBHBIM JIUTEPAaTypHBbIM MCTOYHUKAaM. Eciu pa3o0parbcs B MaTepuanie OomsTh HE yIalnoch, TO
o0partuTech K JIEKTOpY (10 rpaduKy ero KOHCYJIbTallui) WM K IPenojaBaTeso Ha IPaKTHYEeCKUX
3aHATHSIX.

[IpakTryeckue/mab0paTOpHbIE 3aHATHS 3aBEPILAIOT M3ydeHHE Haubojiee Ba)KHBIX TEM
yueOHON AucuuIUIMHbL. OHU CayXaT AJis 3aKpEeIUIeHNs U3y4YEeHHOT0 MaTepuaa, pa3BUTHs yMEHUN
U HaBBIKOB IOJTOTOBKU JOKJAJ0B, COOOIIEHUI, MPHOOPETeHUsl ONbITa YCTHBIX MyOJIMYHBIX
BBICTYIUICHUH, BEJIEHUS IUCKYCCHU, apryMEHTAllUM M 3aIlUThl BBIIBUTAEMbIX MOJIOKEHUH,
HaBBIKOB TPAKTUYECKOHl paboThl B JabopaTOpuM OMOTEXHOJOTHM, a TaKXKe JUIsl KOHTPOJIs
IIPENOIaBaTeNIEM CTEIIEHH ITOArOTOBIEHHOCTH CTYACHTOB 110 N3y4aeMOM TUCIUIUIAHE.

IIpy moOArOTOBKE K MNPaKTHUECKOMY/TAOOPAaTOPHOMY 3aHSTHIO CTYJIEHTHl HMEIOT
BO3MOKHOCTb BOCIIOJIB30BaThCsI KOHCYJIbTAL[USIMHU ITPENIOIABATEIIS.

ITpu moAroTOBKE K MPAKTUYECKUM/Ta00paTOPHBIM 3aHATUSAM CTYJIEHTaM HEO0XO0AUMO:

MIPUHOCUTH C COOOM PEKOMEHJI0BAaHHYIO NPEINOAaBaTEIeM JINTEPATypy K KOHKPETHOMY
3aHSTHIO;

JI0 OYEPEIHOTO TMPaKTUYECKOro/IadopaToOpHOrO 3aHATUS MO PEKOMEHOBAaHHBIM
JUTEPATypHbIM HCTOYHHMKAM MpopaboTaTh TEOPETHUYECKUI MaTepHaj, COOTBETCTBYIOUIEH TEMBI
3aHSTHSI; TOBTOPUTH IMPOBEACHHBIE HHCTPYKTAXKU MO0 TEXHUKE 0€30M1aCHOCTH;

B Hayaje 3aHATHI 3a4aTh NPENOAABATENI0 BOMNPOCH IO MaTepualy, BBI3BAaBLIEMY
3aTPyIHEHHS] B €ro IOHMMAaHUM W OCBOCHMM IIpU pPEHICHWH 3a1ad, 3aJaHHbIX JUISA
CaMOCTOSTEIIBHOTO PELICHUS;

B X0JI€ CEMHHApa JaBaTh KOHKPETHBIE, YETKUE OTBETHI 110 CYIIECTBY BOIIPOCOB;

Ha 3aHATUM JOBOJUTH Ka)KIyIO 3a/ady A0 OKOHYATEJIBbHOTO PEIICHHUs, 1EMOHCTPUPOBATH
MOHUMaHWE MPOBEJICHHBIX PacueTOB (aHAIM30B, CUTYAIlMii), B CIy4ae 3aTpyIHEHHUI 00pamniaThCs
K [IPENOJaBaTEeIO.

Meroanyeckue PpeKOMEHAAUMH M TpPeOdOBaHMA K OGOPMIUICHHIO OTYETOB 110
NPaKTHYeCKUM 3aHATHAM

[IpakTHueckoe 3aHATHE MOAPA3YMEBAET CAMOCTOATEIBHOE BBINOJHEHUE CTYJEHTOM
(rpynmoil CTyJeHTOB) MPAaKTUYECKUX NeHCTBUM MO onpenenéHHo Teme. Llenb BbIMOMHEHUS U
HalMCaHWs oOT4YeTa 10 TPAKTHYECKOMY 3aHATHI0 — IPUBUTHE CTYICHTY HAaBBIKOB
JNOKYMEHTUPOBAaHUS JCUCTBUI M TPEACTaBICHUS COOpPAHHBIX MAaTepHajoB M (aKTOB B
COOTBETCTBUH C TPEOOBAHUSAMMU, IPEABABIAEMBIMHU K OTUETAM.

B otuere 10MKHBI OBITH MTPEICTABICHBI:

- Ha3BaHME NPAKTUYECKOTO 3aHSITHS,

- TeMa;

- LIeTIb;

- HICTOYHUKH HH(POPMAIIHH;



- CYIITHOCTh METO/IOB;

- OTpakeHbl JEHCTBHA IO JIOCTH)KEHUIO IIOCTAaBIEHHBIX 3a/1ad, 3apUKCUPOBAHbI
pe3yJIbTaThl, BBITOJHEHB HEOOXOIMMBIE pacyeThl PH HEOOXOMMOCTH;

- 3aKJIIOYCHHE (KPAaTKUE BBIBOJIBI);

- CIHCOK HCIIOJIb3YeMO JHUTepaTyphl (CIUCOK O(QOPMIISETCS CIEAYIOIMMM 00pazoMm:
@®.1.0. aBTopa; Ha3BaHWE PaOOTHI; MECTO U TOJT U3/IAHHMS).

Mpudrt: Time, 14 nrt. Mexcrpounsiii unrepBan: 1,5. A63am: 1.25 (mm 1,27).
BeipaBHuBaHMe TekcTa: 1o mupuHe. IlepeHoc: aBToMaTuyecKuil.

Kpurepuu onenku:

O1eHKON «3auTeHO» OLIEHMBAeTCsl IMpakTUdeckas pabdora, B KOTOPOH cOOIIIO/IEHBI
CIIeAyIOIIHEe TPeOOBaHUS:

000CHOBaHa aKTYyaJlbHOCTb U30paHHOM TEMBI; CAMOCTOSATEJIBHO BBIIIOJIHEHA IPaKTHUECKast
4acTh, 3a()MKCUPOBAaHBI PE3yNbTATHI, MPABWIBHO MPOBEIEHBI pacueThl W CHCIAHBI BBIBOJIBI,
co0uIroJIeHa Joruyeckasi CTpoHHOCTh paboThl; COOMIOAECHBI TPeOOBaHUS K O(DOPMIIEHHIO OTYETA.

O1eHKa «HE 3a4TE€HOY BBICTABISAETCS MIPH YCIOBUU:

1) MMHMMaNbHOTO y4acTHsl B NMPAKTHUYECKOW YacTH JIMOO MOJIHOTO OTCYTCTBHSI TAKOTO
y4acTHs, pe3yibTaThl HE 3apUKCHUPOBAHBI, UMEIOTCS OMIMOKA B pacdyeTax M CYyIIECTBEHHBIC
HEJI0CTaTKU B 0(hOpMIICHUH,

2) paboTa He BBINIOJIHEHA, OTYET HE CIaH WIIM COCTABJICH HE CAMOCTOSTENILHO (CITHCaH).

6. (I)OHII OIICHOYHbLIX CPEACTB

7.1. MeToabl KOHTPOJISI M OLICHUBAHMS Pe3y/JIbTATOB 00y4YeHUs

ChopMHpPOBAaHHOCTh KOMIETCHIMH MNpH HM3YYCHUH AUCHUIUIMHBI  OIpEeseTcs
MoCpeACTBOM ONLCHKU COOTBETCTBHA OTBCTOB W/WIIA  BBITIOJIHEHHUS Sa)IaHI/Iﬁ 3as4BJICHHBIM
MHIUKATOpaM B pPaMKax MEpONPHUATUI TEKYIIero KOHTPOIS M IMPOMEXYTOYHON aTTeCTAIHH
(9x3ameHa).

6.5. Ilkaja u KpUTepUH OLIEHUBAHMS Pe3yJbTATOB 00y4eHUsI

Dopma npomercymouHoln ammecmayuu: 3a4er.

ITpomesxyTounas aTTectarus odyqaromuxcs B popme 3a4€Ta MPOBOAUTCS MO pe3ybTaTaM
BBITMIOJTHEHUSI BCEX BUJOB y4e€OHOW paboThl, MPEIyCMOTPEHHBIX y4EOHBIM IUIAHOM IO JaHHOU
JUCLIUIUINHE, IPU 3TOM YUUTBIBAIOTCS PE3YJIbTAThl TEKYILETO KOHTPOJIS yCIIEBAEMOCTH B TEUEHUE
cemectpa. O1ieHKa CTeNeHH TOCTHKEHUSI 00yUJaloIUMUCS TUIAHUPYEMBIX pe3yJIbTaToB 00yUeHus
[0 AWCLMILIMHE MPOBOAMUTCA IPENOAABATENIEM, BEAYLIUM 3aHATHS MO JUCLUIUIMHE METOAOM
AKCIEPTHOM oneHKU. [lo uToram mpoMexKyTo4HON aTTecTaluy M0 JAUCHUIUIMHE BBICTABIISAETCS
OLICHKA «3aYTEHO» UJIU «HE 3aUTEHO».

Hlxkana
OLleHMBaHUA

Onucanue

BrimonHeHbI Bce BUABI yueOHOU paboThI, TPeTyCMOTPEHHBIE YUeOHBIM IIITAHOM.
CTyneHT JeMOHCTPUPYET COOTBETCTBHE 3HAHWM, YMEHUW, HaBBIKOB
NPUBEJCHHBIM B TaONUIaX IMOKa3aTeNeil, omepupyer NpuOOPETCHHBIMU
3auTeHo 3HAHUSAMH, YMEHUSMHU, HABBIKAMH, IPUMEHSIET UX B CUTYalUAX MOBBIIICHHON
CJIOKHOCTH. HpI/I 9TOM MOTYT GBITB AONYIICHBI HC3HAYHUTCIBHBIC OH_II/I6KI/I,
HETOYHOCTH, 3aTPyJHEHUS MIPH aHAIMTUYECKUX ONEpaLUsiX, IepeHOCce 3HAaHUN
)41 yMeHI/If/'I Ha HOBBIC, HCCTAHAAPTHBIC CUTYallUU.




He Bbimonnen oxuH mnm Oosiee BUAOB Y4eOHOH pabOThI, MPEIyCMOTPEHHBIX
yueOHbIM m1aHOM. CTYJeHT JEMOHCTPUPYET HEIOJIHOE COOTBETCTBUE 3HAHUH,
yYMEHUH, HaBBIKOB IPHUBEJICHHBIM B TAOMUIAX MOKa3aTeJeH, IOIyCKaroTCs
3HAYUTENbHbIE OLIMOKH, MPOSIBIAETCS OTCYTCTBUE 3HAHUMN, YMEHUH, HaBBIKOB
10 psIly MOKa3aTesel, CTYJ€HT UCIBITHIBAET 3HAYUTENIbHBIE 3aTPYAHEHUS IpU
OIIEPUPOBAHUY 3HAHUSAMU M YMEHUSMU IIPU UX NIEPEHOCE HA HOBBIE CUTYALIHH.

He 3aureno

6.6. OueHoYHBbIE CPeACTBA

3aganus B oTKpbITOMH dopme

1. Yro Takoe cucrema GMP?

2. Kaxkwue paznensl conepxut I'OCT P 52249-2009?

3. Kakue o6mme TpeOoBaHHMS TPEABSIBISIOTCS K Pa3IMUHBIM  (DapMIIpOU3BOICTBAM
cornacHo TpedoBanusim GMP?

4. Kakue ToOKyMeHTBI peryiupyroT MPOU3BOICTBO JIEKAPCTBEHHBIX CPEJCTB?

5. Kakune TpeOOBaHUS MPEABSBISAIOTCS K 3[JaHUSM U TOMEUICHUSM TPH MPOU3BOJICTBE

JIEKapCTBEHHBIX CPEACTB?

6. Kakne tpeOoBaHMS TPEABSABISAIOTCS K OOOPYIOBAaHUIO TPH IPOU3BOJICTBE
JIEKapCTBEHHBIX CPEICTB?

7. Kakue TtpeOoBaHMSA NPEIBABISIOTCA K MEPCOHATY IMPH MPOM3BOJCTBE JIEKAPCTBEHHBIX
cpenct?

8. Kakue TpeGoBaHMs NpPEIbABISIOTCS K MPOIECCY MPOM3BOJICTBA JEKAPCTBEHHBIX CPEICTB
corimacio GMP?

9. Yro Takoe KpUTHUYECKHE TOUYKH KOHTPOJISI Ka4yecTBa Ha MPOU3BOCTBE?

10. B yem 3akiro4aeTcsi MOHUTOPUHT KPUTHYECKHX TOYEK KOHTPOJIS?

11. Yro Ttakoe Banmumanus u Bepeduramms?

12. Kak nmpoBOIUTCs TUTAHUPOBAHKE U TIPOBEICHIE BaIHIAIIHN?

13. Kakue 10KyMeHTBI HE00X0AUMMO OPOPMIIATH NPH BaTUIAILMH?

14. Kakue pazzesnsl JOIDKEH COepKaTh MPOTOKOI BaTUAAUN?

15. Yro Takoe peBanupanus?

16. Kakue Buabl kBanu¢pukanuu corinacHo GMP Bam u3BecTHbI?

17. Kakue Buabl HajuiexKaumx papMalieBTUYECKUX MPAKTUK U3BECTHBI?

18. TIpaBmina GMP npuMeHHTETHHO K OHOTEXHOJIOTHIECKOMY IPOU3BOJICTBY.

19. IlpuroToBneHHE OCHOBHBIX JIEKAPCTBEHHBIX (DOPM M3 PaCTHTEIHHOTO CBHIPbs, npaBuia GMP
npu paboTe ¢ HUMHU.

20. TpaBuna GMP mpu paboTe ¢ peKOMOWHAHTHBIMH IITAMMaMHU-TIPOTYIICHTAMH.

21. VcTOYHMKM OMacHOCTH Ha OMOTEXHOJIOTMUECKUX Ipou3BojacTBax. JlaGoparopHas
JOKYMEHTAIUS 110 OpraHu3aluy KOHTPOJISl OMOTEXHOIOTHYECKUX ITPOU3BOJICTB.

22. KoHTposb KauecTBa yIakOBKH U MApKUPOBKH OMOTEXHOJOTHUECKON MPOTYKIIUH.

23. IlpaBuna odopmieHHs HOPMAaTHBHO-TEXHMYECKOW JOKyMEHTAllUM Ha OuompenapaTsl
OTE4YECTBEHHOI'0 M UMIOPTHOT'O IPOU3BOACTBA.

24. Awnanmus u tunbl puckoB coriacHo ['OCT P 52249-20009.

25. Hannexamas nabopatopnas npaktuka — GLP.

26. Hannexamas kiuandeckas npaktuka — GCP.




27. Hapnexamas npaktuka xpanenust — GSP.

28. Hamnexamas npaktuka auctpudynuu — GDP.

29. Hanmnexamias mpakTyKa JUisi KOHTPOJIsS JieKapcTBEeHHBIX cpeacts — GPCL.
30. Hanmnexamas ¢apmaxorneiinas npaktuka (GPhP).

TecToBbIE BOIIPOCHI 0 TUCHUILJIMHE

Bomnpoc 1. locTu:kenne TpedboOBaHNil K KauecTBY, 3aJ10:keHHbIX B PykoBoacree GMP
EC naxonurcs B cepe orBercrBeHHOCTH (1 0TBET)

A) TOII-menemKMeHTa KOMITAHUH- Jiepikaredis JIeH3un Ha Mpon3BOJCTBO

b) Ilepconana komnanuu - aepxareis PerucrpaliuoHHOro yJ0CTOBEPEHHUS

B) IToctaBuinkoB KOMIaHuy - aepatens JIMeH3nu Ha mporu3BOJCTBO

Bonpoc 2. B kakoit yactu PykoBogctBa GMP EC mpuBoaurca IBH Q10? (1
NPAaBUJIBHBIN 0TBET)

A) Yacrts |

b) Yacts 11

B) Yacrs 111

Bonpoc 3. Kakoe yrBep:xieHue 0 BeJeHUHM PACCaeA0BAHUSA 110 NPUYMHE OTKJIOHEHUI
BepHO? (3 NpaBUJILHBIX 0TBETA)

A) B ciydasx, korjja MICTUHHAsI IEPBOMIPUYMHA OTKIIOHEHHSI HE MOKET ObITh

orpeziesieHa, aHaIu3 NePBONPUUNHBI TOJIKEH OBITh 3aKPHIT

b) B ciygasx, korna UCTHHHAS IEPBONPUYNHA OTKIOHEHUS HE MOXKET OBITh

orpezeneHa, MOXXKHO CUUTaTh, YTO MPUYMHON OTKJIOHEHMSI CTall YeJI0BEeUeCKUi paKkTop

B) Heobxomumo ompenenuTs M OPEANpPUHATh HAAJISKAIIME KOPPEKTUPYIOIIME U

npeaynpexaaroniue neucteust (CAPAS) TOIbKO MPU KPUTHUECKUX OTKIOHEHHSIX

I') IlepBonpuYMHBI OTKJIOHEHUH MOTYT OBITH OIpeneneHbl ¢ momoulbio ITpuHIUIOB

VYnpasnenus Puckamu 1o ka4ecTBy

J1) B ciyyasx, koraa UCTUHHAS MEPBONPUYNHA OTKIIOHEHHSI HE MOKET OBITh OIpe/eeHa

HE00X0IMMO ONPEENIUTh HaubosIee BEPOSITHBIE IEPBONPUUYNHBI U PACCMOTPETH UX

E) Heo0GxoauMo onpeaenuTs M NOPEANPUHATH HAAJSKAIIME KOPPEKTHPYIOLIUE U

npeaynpexaaroniue aeructeus (CAPAS) mpu 1r00bIX OTKIOHEHUSIX

Bonpoc 4. Yro He00X0AUMO YUYUTHIBATH B OTHOLICHHH IVIAHUPYEMOro u3MeHeHus? (3
NPaBHJIBHBIX 0TBETA)

A) Heo6xoa1Mo IpOBECTH OLIEHKY NMEPCIEKTUBHOTO BIHUSHUS H3MEHEHUS

b) JlocTaTo4HO IPOBECTH PETPOCIIEKTUBHYIO OLIEHKY U3MEHEHUS

B) Ilocne BHeapeHuss H3MEHEHUS HEOOXOAMMO TPOBECTH €Ie OJHY OLEHKY s
MOATBEPKIACHUS JOCTHKECHHUS LIEJIEH 110 KaYeCTBY

I') Bnusinue Ha KauecTBO MPOIYKTa HEOOXOAMMO YUUTHIBATH TOJIBKO MOCTE

KPUTHYECKUX U3MEHEHUN

1) Heob6xoauMo yuuThiBaTh HE TONBKO acnekTel GMP, HO m mpoume perymnsiTopHbIE

aCIIeKThI, KaK-TO TPeOOBaHUS YBEIOMIICHUS

Bonpoc 5. Kakoe yrBep:xknenue o GMP BepHo? (2 npaBHIbHBIX 0TBETA)

A) IpaBuna GMP kacaroTcst TOJIBKO MPOU3BO/ICTBA

b) IlpaBuna GMP rapaHTupyrOT, YTO NPOAYKLHUS IOCIEIOBATENbHO IPOU3BEAECHA U
MIPOBEpPEHA B COOTBETCTBUHU C PerucTpallMOHHBIM YJOCTOBEPEHHUEM, pa3pelIeHUEM
KIMHUYECKUX UCCIIeIOBAaHUN MK cTienU(pUKAIMEeN Ha TPOIYKLIHUIO

B) [IpaBuna GMP kacarotcst mpou3BoICTBa U KOHTPOJIS Ka4ecTBa



I') IlpaBuna GMP rapaHTupyroT, 4TO NPOAYKLHS IMOCJIEIOBATEIbHO IPOU3BEACHA U
IIPOBEpPEHA B COOTBETCTBUH ¢ JIMIIeH3HeN Ha IPOU3BOACTBO
) IlpaBusia GMP ne siBisitorcs yacthio Ynpanienus Kauecta

Bonpoc 6. OcnoBubie npaBuia GMP riacar, uro (3 npaBu/IbLHBIX 0TBETA)

A) Bce npon3BoACTBEHHBIE MPOLIECCHI OMPEIEISIOTCS, CHCTEMAaTUYECKH
MePeCMaTPUBAIOTCS U TIOATBEPIKIAAIOT CIIOCOOHOCTH MOCTOSIHHO IMPOU3BOIUTH
JIEKapCTBEHHbIE CPECTBa TPEOYyeMOro KauecTna

b) Baxxnblie aTansl nporeccoB Npor3BOACTBA BATHAUPOBAHbI

B) 3anucu genarorcs TOIBKO C MOMOIIBIO 3aMCHIBAIOLINX TPHOOPOB

I') Cucrema MoOXKeT 0TO3BaTh BEIOPAHHBIE CEPUU MPOAYKTA U3 MIPOJAKH UITH
MIOCTABOK

J1) CucteMa MOKET 0TO3BATh JIFOOYIO CEPUIO MPOAYKTA U3 IPOAAKU UIM TOCTAaBOK

Bonpoc 7. KoutpoJjb kauecTBa (2 npaBUJIbLHbIX 0TBETA)

A) 910 yacte GMP

b) Kacaercs ToibK0 B34THS IPOO U IPOBEEHUS UCTIBITAHUM

B) Kacaercs B3stus npo0, mpoBeieHUs UCTIBITAHUHN, crieln(pUKaIIHiA,
OpraHMU3alMOHHBIX IPOLEAYP, IPOLEAYDP BEIEHUS JOKYMEHTAIMHU U IIPOLEAYp BBIITyCKa
I') Kacaercs Beilmycka mpoAyKIIMH, a HE MaTEPHAIOB, HAa MPOJAXY HIIM HA MOCTaBKY

Bonpoc 8. OcHoBHBIEC TPeOOBAHUSI KOHTPOJISI KA4eCTBA IVIACAT, 4TO (3 NpaBHIbHBIX
0TBETAa)

A) 3HaunTenbHBIE U3MEHEHUS B MPOLIECCE TPOU3BOJICTBA BAJIMIUPOBAHBI

b) Metoas! mpoBeeHNs UCTIBITAHUM BaTUAMPOBAHBI

B) Cepus npozykTa He BBIITYCKAeTCs B MPOJAKy UM Ha MOCTaBKY 6€3

MIpeIBAPUTENIbHON cepTUUKaLnU YTIOJTHOMOYEHHBIM JIuom

I') [locTaToyHOE KOJMYECTBO KOHTPOJIBHBIX/apXUBHBIX 00pPa3I[0B HCXOIHBIX

MaTepHualoB U MPOAYKTOB XPaHATCA B OKOHYATEIIbHON YIIaKOBKE

J1) 3anucu 1enaroTcst TOJIbKO BPyYHYIO

Bonpoc 9. O030pbI KavyecTBa NMPOAYKTA JOJKHBI NMPOBOAMTHLCH (2 NMPaBHJIbHBIX
0TBETAa)

A) Tonbko 0uH pa3

b) Exxeronno

B) JlBa paza B roz

I') Ans pxeHepuKOBBK JIEKapCTBEHHBIX MTPenapaToB

J1) 151 Bcex 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX MTPENAapaTOB

Bonpoc 10. B pamkax O030poB kayecTBa NPOAYKTA KAK MMHMMYM He00XO0AUMO
NPOBOIMTH (4 NPAaBHJIBHBIX 0TBETA)

A) O030p UCXOIHBIX JAaHHBIX U PE3YyIbTATOB IPOrPaMMbl MOHUTOPUHTA

CTaOMJIBHOCTH U JIFOOBIX HEXKENATEebHBIX TeHCHIUH

b) O630p pe3ynbTaToB MporpaMMbl MOHUTOPHHTA CTA0OMIILHOCTH H JIFOOBIX

HEXXEJIATENbHbIX TEHCHIINN

B) O630p caMbIX Ba)KHBIX CBSI3aHHBIX C Kau€CTBOM BO3BpAaTOB, OT3BIBOB NMPOAYKLUHU U

MPETEeH3UI

I') O630p Bcex CBSA3aHHBIX C KAYECTBOM BO3BPATOB, OT3BIBOB MPOIYKIINHU, MPETECH3UH U

paccieoBaHui, TPOBOAUMBIX B 3TO BpeMs

J1) O630p mocIeperucTpaMOHHBIX 0053aTeIbCTB HA HOBBIE PETUCTPAIMOHHBIC

YIIOCTOBEPEHUS U U3MEHEHUSI PETUCTPALIMOHHBIX YAOCTOBEPEHUIN

E) O630p HCXOQHBIX MaTEpHAIIOB, BKIIIOYAsl YIIAKOBOUHbIE MaTepHaIbl,

UCTOJIb3yeMbI€ B MPOJYKTE, B OCOOCHHOCTH MaTEpHAJIOB U3 CTAPhIX HCTOUHUKOB



2K) O630p Bcex 3HAUMMBIX OTKJIIOHEHH UM HECOOTBETCTBUM, BKITIOYAs
paccienoBanus, Beaymecs 1mo HuM u 3¢ dexruBaoctd CAPA

Bomnpoc 11. Kakoe yrBep:kaeHue kacareabHo QO030poB kavyecTBa NPoAyKTa BepHo? (3
NPaBUJIbHBIX 0TBETA)

A) O030pbI KauecTBa MOTYT OBITh CTPYIIIHPOBAHBI IO TUITY MPOJYKTa, €CIIH 3TO HAYYHO

000CHOBAHO

b) Tonmbko nepxartenb PermcrpalliOHHOTO yIOCTOBEPEHHS JOJDKEH MPOBOIUTH OICHKY

pe3yibTaToB 0030pa

B) IIpousBoautensb, U, €CIIM 3TO HE OJHO U TO K€ JIUIIO, IEPKATEIb PETUCTPAIIHIOHHOTO

yIIOCTOBEPEHUS JIOJDKHBI IPOBOIUTH OIEHKY PE3YJIBTaTOB 0030pa

I') DdbdextuBrocTs CAPA nomxHa OBITH TPOBEPEHA BO BpEeMs IPOBEIACHUS

CaMOWHCIIEKIIUN

1) DdbdexruBHocts CAPA nmomkHa ObITH IPOBEpEHa BO BpeMsl MPOBEIACHUS WHCTICKIIHH

COOTBETCTBYIOIIUM OPTaHOM

Bonpoc 12. YnpasijieHHe pHCKaMH M0 KAa4eCTBY SfBJSETCH CHCTEeMATHYECKHM
npoueccom 115 (1 npaBUJIbHBIN 0TBET)

A) PerpocnieKTHBHO# OIIEHKH 1 0030pa KauecTBa HCXOAHBIX MaTepHajoB

b) IlpoakTHMBHOM M PETPOCIEKTUBHOW OIIEHKH, KOHTPOJS, KOMMYHUKAIMM U 0030pa

PHCKOB I10 Ka4€CTBY JIEKAPCTBEHHOTI'O IIpenapara

B) PerpocnekTHBHOMN OLIEHKH ¥ KOHTPOJIS Ka4eCTBAa UCXOAHBIX JAHHBIX

Bonpoc 13. KakoBsl npuHmunsl Ynpasjenus Puckamm no kadecrBy? (2
NPaBUIBHBIX 0TBETA)

A) O1ieHKa pUCKOB 10 KaYeCTBY OCHOBBIBAETCS] HA HAYYHOM 3HAHHUH U OMBITE B OTHOLIEHUN
IIPOM3BOJICTBEHHOTO Ipoliecca

b) Ouenka pucka o ka4ecTBy OCHOBBIBAETCS] HAa IPEIOI0KEHUAX

B) Ouenka pricka 1o Ka4ecTBy, MPEXke BCEro, CBSI3aHa ¢ 3allMTOMN MalfueHTa

Bonpoc 14. Kto noiken 6biTh ocBegomiieH o npunuunax GMP? (1 npaBuibHbIH
0TBeET)

A) Tonbko KJIIOUEBOI epcoHa

b) Tonbko TOII-meHemKMEHT

B) Becb nepconan

Bonpoc 15. Uto BaxHO AJ4 J104eid, 3aHUMAIOIIUX OTBETCTBEHHbIE JTOJKHOCTH? (2
NPaBHIBHBIX 0TBETA)

A) Y HHUX JTOJKHBI OBITh CIIEUAbHBIE 00SI3aHHOCTH, 3a)UKCUPOBAHHbIE B MUCbMEHHBIX

JOJKHOCTHBIX MHCTPYKITUSIX

b) Onu HUKOTIa HE TOHKHBI JIETIETUPOBATH CBOM 00S13aHHOCTH

B) Hx o006s3aHHOCTH MOTYT OBITh [EIETUPOBAHBI HA3HAYCHHBIM 3aMECTHUTEISIM C

JIOCTaTOYHBIM YPOBHEM KBATU(PUKAIIUH

I') Heobxoanmo, 9T0OBI OBLIO JOCTATOYHOE AYOIHUpPOBAHHE OOS3aHHOCTEH y MPOUYEro

KJIFOUEBOTO MEPCOHANA, U HET HEOOXOAUMOCTH B €r0 00bSICHEHUU

Bompoc 16. Kakoe yrBep:xkaenne o PykoBoauTensix NpoOu3BOACTBA W OTaes]a
KOHTPOJIS Ka4eCTBa BepHO? (2 NpaBWIBLHBIX 0TBETA)

A) PykoBomuTens MNPOM3BOJCTBA TAKKE MOXKET SBIATHCS PykoBoawTenem otaena

KonTposns kauecTBa

b) Pykoomurenu IlpomsBoactBa m Otnena KoHTposss KadecTBa JOKHBI OBITh

HE3aBUCUMBIMH APYT OT Apyra



B) PykoBonurenu IIpousBoacTBa u OTaena KOHTPOJISI Ka4eCTBA, KaK MPaBUIIO, JOJIKHBI
OBITH 3aHATHI HA MTOJTHBIA paboYuil 1CHB

I') O6s3anHOCTH PykoBomuteneii [IponsBoactBa u OTaena KOHTPOJIS KaueCTBA HUKOTAA
HE MOTYT OBITh JIEJICTUPOBAHBI

Bonpoc 17. KakoBbl 00513aHHOCTH  PYKOBOAUTEJIS  INPOU3BOJACTBEHHOIO
aenapramenTa? (3 npaBUJILHBIX OTBETA)

A) YT1BepkaaTh HHCTPYKLUH, CBSI3aHHBIE C TPOU3BOJCTBEHHBIM IIPOLIECCOM

b) IIpoBoAUTH OLIEHKY ITPOTOKOJIOB CEPUU

B) VTBepxkaath cienudukanuy U MHCTPYKIUU 110 B3SITUIO P00

I') TapanTupoBaTh MNPOU3BOJCTBO M XpPaHEHHE NPOJAYKIMU B COOTBETCTBUH C

JOKYMEHTalueu

1) KontponupoBarh MOABEIOMCTBEHHOE IMOIPA3CICHUE, COACPKaHUE IMOMEIICHUN M

o0opynoBaHus

Bonpoc 18. PykoBoguress OTae/ia KOHTPOJISI KA4eCTBA HeceT OTBETCTBEHHOCTH 3a (3
NMPaBWJIbLHBIX 0TBETA)

A) O1eHKYy TPOTOKOJIOB CEpUU

b) I'apanTuio TOro, 4TO NPOBENEHBI BAMAALIMHY aHATUTUYECKUX METO/I0B

B) Obparenre ¢ mpoMeKyTOUHBIMH U OANIK-TIPOTYKTAMHU M UX XpaHEHHE

I') YTBepknenue Bcex mpoueayp KOHTPOJIS KauecTBa

J1) T'apantuio TOoro, 4To MpOBOAUTCA HEOOXOAMMOE MEPBUYHOE U JlabHeIee 00yueHne

COTPYJIHHUKOB BCEX JI€IapTaMEHTOB

Bonpoc 19. O6b14HO Y pyKoBOAUTE/I€H NMPOU3BOACTBA U 0TAeJa KOHTPOJIA KayecTBa
€CTh HEKOTOpble 00IMe WJIH COBMECTHO HCIIOJIHAEMbIe 00513aHHOCTH, OTHOCSIIUECH K
kauecTBy. Cpeau HUX MOTYT ObITH (2 MIPABUJIbHBIX 0TBETA)

A) Ilpon3BoacTBeHHAs TUTHEHA

b) Ouenka npoToKOI0B cepuun

B) TI'apantust Toro, 4To OlLIEHKa JOKYMEHTOB IO MPOHM3BOACTBY U MOJIIMUCH CTaBHUTCA

YIOJTHOMOYEHHBIM JINLIOM

I') XpaHeHue 1OKyMEHTOB

Bonpoc 20. Yro He00X0aMMO yYUTHIBATH IPOM3BOANTENI0 KacaTeIbHO 00yueHus? (2
MPaBHJIBHBIX 0TBETA)

A) Bechb nepconain 1omKeH IpoiT o0ydeHne ToNbKo 1o Teopuu U npaktuke GMP

b) Corpynnuku, pabotaronue B 30HaX, II€ 3arpsS3HEHHE MPEICTaBIseT OMAaCHOCTD,

JIOJDKHBI IPOIMTH criennanbHoe o0yueHue B JONOJHEeHHe K o0memMy oOyuenuto no GMP

B) Bce corpynHuku, 3aHATbIe B NPOM3BOACTBEHHBIX 30HAaX M B JIAOOpAaTOpHsX IO

KOHTPOJIIO KauecTBa, BKJIIOYAs TEXHUYECKHH, 0OCTYKMBAIOIIUI MEPCOHAT U IEepCOoHal,

OCYIIECTBIISIOMUN YOOPKY, JOHKEH MPOUTH 00ydIeHNE

I') IIporpammsl 00ydeHHUs JOJDKHBI OBbITH YTBepXkaAeHbl [ eHepanbHbM JlpexTopoM

KOMITaHUU

Bonpoc 21. KakoBbl Bamm geiicTBUS B OTHOIIEHUHM HEOOYYEHHBIX COTPYAHMKOB U
NMoceTUTe/Iei B 30HAX IPOU3BOICTBA M KOHTPOJISI KayecTBa? (2 NPAaBWIbLHBIX 0TBETA)

A) IlpeanoyTuTensHo, YTOOBI OHU HE AOMYCKAINCh B 3TH 30HBI

b) Ilocne Toro, kak UM HPEJOCTABHIM COOTBETCTBYIOUIYIO MH(OPMALHUIO O THTHEHE

COTPYJIHHUKOB, M UM OblIa BbIJaHa 3aIIUTHAS O/I€XkK A, OHU MOTYT BXOJUTH B 3TH 30HBI 0€3

KaKoTo-T1M00 KOHTPOJIS CO CTOPOHBI



B) Ilocne Toro, kak UM MPEJOCTABUIM COOTBETCTBYIONIYIO HMH(DOPMAIMIO O TUTHCHE
COTPY/JHHMKOB, ¥ UM ObLIa BbIJaHa 3aIUTHAsl OJEXKJ]A, OHU MOTYT BXOJWUTHh B 3TH 30HBI
TOJIKO MO/I THIATEJIbHBIM KOHTPOJIEM

I') Ix Hukoraa He cleayeT J0NmyCcKaTh B 3TH 30HbI

Bonpoc 22. Kakoe yTBepxaeHue KacaTeJbHO MHCTPYKIHI 10 THTHEHe BepHO? (2
NMPABWJIbLHBIX 0TBETA)

A) Jlns Bcero npeAnpuaTus J0HKHA ObITh yCTaHOBJIEHA 001Iasi HHCTPYKIIHS 110 TUTHEHE

b) Ha npeanpusitun JOKHBI OBITH pa3paboTaHbl M BHEIPEHBI MHCTPYKIMH 110 TUTHEHE C

y4eToM 0cOOEHHOCTENW KOHKPETHOTO MTPOU3BOJICTBA

B) B uHCTpYyKIIMM 110 TUTHEHE HE BXOJAAT MPOLEAYPHI 110 PaBUIaM HOIIEHUS OJEXK bl IS

nepcoHaa

I') MuCcTpyKIMU 11O TUTHEHE I0JIKHBI TPOJIBUTaThCsl PYKOBOJCTBOM

Bonpoc 23. K10 10/1:€€H NPOXOAUTHh MeTUIMHCKUI ocMOTP? (1 mpaBWIbHBINA OTBET)
A) Bce corpynHuKkH, IpUHHMaeMble Ha pabOTy U MpU HEOOXOAMMOCTH B HHTEpecax
paboThl M JMYHOTO 370POBBSI COTPYIHUKOB, pabOTAIOUINX B 30HAX, TNl MPUMEHSIOTCS
TUTUEHUYECKUE MPAKTUKH

b) Bce cotpynnuky, npuHuMaeMble Ha paboTy

B) Bce cotpynnuku Bo Bcex AenmapTaMeHTax

Bonpoc 24. Ilpuem nuimM, NuThe, ’KeBaHHE Pe3MHKH WJIM KypeHHEe JO0JIKHO ObITh
3anpenieHo (1 npaBWIbHBIA 0TBET)

A) B mpou3BoiCTBEHHBIX 30HaX, HO MOKET OBbITh Pa3peIIeHO B 30HaX XPaHEHUS

b) B npou3BoACTBEHHBIX 30HAX M 30HAX XPaHEHUS

B) Beszne Ha npeanpustun

Bonpoc 25. Kak Heo0X0qmMoO OCYyIIeCTBJIAATHL NPOM3BOACTBO HEKOTOPBIX
JAOMOJIHUTEIbHBIX TMPOAYKTOB, TAaKHX KaK BbICOKOI((eKTUBHbIE MNpenaparbl HJIU
HeJIEKapCTBEHHbIE npenaparbi? (2 NpaBHJIBLHBIX 0TBETA)

A) OOparieHue ¢ 3TUMHA TPOYKTaMU HUKOT/Ia HE JOHKHO MPOXOJIUTh B OJHUX M TEX KeE

MTOMEILEHUAX

b) B wuCKIIOYMTENBHBIX CIy4asX MPOU3BOJCTBO MOXKET OCYIIECTBISATHCS B OJHHUX

MIOMEILEHUAX NIPU MPOBEAECHNUHN ONPEACIEHHOT0 KOMILJIEKCA MEPOTIPUATUI

B) IIpousBoacTBO Bceraa MOXET OCYIIECTBISATHCA IMPU IMPOBEIECHUHM OINPEAEIEHHOTO

KOMILIEKCA MEPONIPUATUI

I') Heob6xoaumo mpoBOIUTH BaJIMJAIMIO OYMCTKH MEpe] MPOBEIECHUEM OIPEIEICHHOTO

KOMILIEKCa MEPONIPUATUI

J1) Heobxogmmo TpOBOIWTH BaIWAAIMIO OYHUCTKHU TIOCIIEC TIPOBEICHUS OMPEIEICHHOTO

KOMILIEKCA MEPONIPUATUI

Bonpoc 26. KakoBa npeanouyrure/bHasi IJAHMPOBKA MOMelleHNii? (2 MpaBWIbHBIX
0TBETAa)

A) IlnanupoBKa 10JDKHA TO3BOJISATH TPOU3BOACTBY MPOXOAUTH B H30JUPOBAHHBIX 30HAX

b) [1nanupoBKa A0KHA TTO3BOJIATH IPOU3BOJCTBY POXOJUTH B COEAMHEHHBIX

30HaX B COOTBCTCTBUH C MTOCICAOBATCIIbHOCTBIO IPOU3BOACTBCHHBIX onepaunﬁ

B) IlnanupoBka noikHaA JO3BOJIATH NEpEKpelIMBaHHE MOTOKOB MaTepuana AJis TOro,

I-ITO6BI COKOHOMUTB NPOCTPAHCTBO

I') I[lnanupoBka moDKHA OBITH OpPraHU30BaHA TaKUM O0Opa3oM, YTOOBI H30eXKaTh
MEPEeKPEHINBAHUS TTOTOKA MATEPUAIOB



Bonpoc 27. I'le o0O0BIYHO [OJKHO NPOBOAMTHLCS B3BelIMBAHHE IEePBHYHBIX
MarepuaioB? (1 npaBWIbHBIN O0TBET)

A) Bcerna npsiMo Ha TOYKE UCIIOJIb30BAHUS

b) B oTnenbHOM nomeneH!H, ClienuaibHo 000pyI0BAHHOM VI 3TOrO

B) B 30He koHTpoJIs KauecTBa

Bonpoc 28. Ilomenienusi 17151 yHaKOBKH JIEKAPCTBEHHBIX NIPENapaToB A0/KHbI ObITH
crenraJbHO 000PYA0BaHbBI, YTOOBI (2 MPABWIbHBIX 0TBETA)

A) CoKOHOMHUTH MECTO

b) BemmonHsATs npoleaypsl Mo KOHTPOJIIO KauecTBa

B) 1306exarb cMenieH s Wik NEePEeKPECTHON KOHTAMUHAIINN

I') [IpoBoauTh OmEpalyy MO yIaKOBKE B JIOTHYECKOM MOPSAKE

Bonpoc 29. MoryT Jid HCX0AHBIE, IPOMEKYTOYHbIE MATEPHAJIbI, 0AJK-TIPOAYKTHI WJIH
NepBHYHbIEC YIIAKOBOYHbIE MaTePHAJIbI MIOABEPraThes BO3/AeiiCTBUIO OKpY:Kalouleii cpeabl?
(2 npaBWJIBHBIX 0TBETA)

A) Her

b) [la, npu ycnoBuu, 4T0 BHYTPEHHHUE IIOBEPXHOCTH TOMEIICHUH I1aJIKue, HE TOPUCTHIE U

00ecTeYnBarOT BO3MOKHOCTh OecnpensiTcTBeHHO! U 3(h(eKkTnBHOM yOOpKH

B) Her, ecinu oHM BBIIESIIOT YaCTUIIbI

I') Her, uckitouast nepBUYHBIE YIIAKOBOYHBIE MaTEpUAIb

Bonpoc 30. I'me nmo/ukHa pacnmoJiaratbesi 30Ha 0TOOpa mpod AJIsl MCXOAHBIX
MaTepuanoB? (1 npaBWIBHBIN OTBET)

A) B ornenpHOM 30HE WIM B 30HE XPAaHEHHs, MPU YCIOBHH, YTO MPEIOTBpAIIACTCs

NEpPEKpECTHAs KOHTAMUHALIHS

b) Beerna B oTnenbHOM 30He

B) B 30He KOHTpOJIs KauecTBa

Bonpoc 31. JIaGopaTopyu 10 KOHTPOJII0 Ka4eCTBa J0JKHBI (2 NTPABUJIbHBIX 0TBETA)
A) Pacnionaratbcsi B pOM3BOJCTBEHHBIX 30HAX

b) BeITh M301MpOBaHbI OT IPOU3BOACTBEHHBIX 30H

B) Pacnionararscst B 01HOM 30HE ¢ 1a00paTOPUSAMHU KOHTPOJISI OMOJIOTUYECKUX,
MHUKPOOHOIOTHYECKHX MpenapaToB U pajlioU30TONOB

I') BbITh M30IMPOBAHBI OT JIAOOPATOPHUI KOHTPOJISI OMOIOTMUECKHUX,
MHUKPOOHOJIOTHYECKHUX MPEenapaToB U pajiioU30TONOB

Bonpoc 32. KomHaTh! 0TABIXa, IPHEMA UM U TyaseThl (2 NPaBHJIBHBIX 0TBETA)
A) JIomKHBI OBITh H30JIMPOBAHBI OT APYTHX 30H

b) H/I nomxHbI OBITH OTJENEHBI OT IPYTHX 30H, a JJOJDKHBI OBITh COEIMHEHBI C

30HaMU MPOU3BOACTBA U XpaHEHUS JJIsl TOrO, YTOOBI ObUT yIOOHBIN TOCTYI

B) JlomkHBI OBITH KaK MOYKHO MEHBIIIE

I') JoyKHBI COOTBETCTBOBATH YUCIEHHOCTH TIEpCOHaa

33. I'te 10JIKHBI PAcnoJaraTbcsi peMOHTHbIE ydacTku? (1 mpaBUJIbLHBINA OTBET)
A) Kak MOXHO OJTMkKe K TIPOU3BOACTBEHHBIM 30HAM, HO OT/AETICHBI OT HUX

b) Kak MoxHO fmanbIie OT mpoU3BOACTBEHHBIX 30H, U OT/ICJICHBI OT HUX

B) Bcerna B oTnenbHBIX 31IaHUSIX

34. KakoB mopsiiok o0palieHHsi ¢ BeCAaMH M H3MEpPHTEJbHBIM 000pyroBaHHeM (2
NMPaBUJIbHBIX OTBETA)
A) OHO OHKHO OBITH JOCTYITHO TOJIBKO JJISt ONEPAIfii 10 KOHTPOJIIO KauecTBa



b) HeoGxoaumo mpoBOAUTh UX KaTHOPOBKY JBa pas3a B TOJl

B) OHO 10/KHO OBITH AOCTYITHO JIJISl ONIEPAIHiA IO TPOU3BOJICTBY U MPOBEICHHIO
KOHTPOJIS

I') Ix noBTOpHAast KaTMOPOBKA JJOJKHA TIPOBOAMTHCS C OTPEICICHHBIMU
WHTEpBAIAMHU

35. KakoB nopsiok o0paiieHusi ¢ HEHCIIPABHBIM 00opyAoBaHueM? (2 NMpaBHIbHBIX
0TBETA)

A) Ecimn BO3MOXHO, HEOOXOIMMO YHANUTh HEHCIpPaBHOE OOOpYyIOBaHHME W3 30HBI
IPOM3BOJICTBA U KOHTPOJISI KauecTBa

b) Eciu B0O3MOXHO, HEHCIPAaBHOE O00OpYJOBaHHE JIOJDKHO OCTaBaTbCsl B 30HE

IIPOM3BOJICTBA U KOHTPOJISI KauecTBa

B) HewncnpaBHoe  o00opymoBaHHE  JODKHO  OBITh  YETKO  IPOMapKUPOBAHO

COOTBETCTBYIOLIEH ITUKETKOMN

I') He ny»HO oOpamiate BHUMaHHUS Ha HEUCIIPAaBHOE 00OPYIOBaHUE

36. Uto Heo0X0AMMO YUYMTHIBATH PH PeMOHTE M 00CIy;KUBAaHMHU 00opynoBanus? (1
NPaBUJIbLHBIH OTBET)

A) PaboTel 1m0 pPEMOHTY M TEXHHYECKOMY OOCIHYXHBAaHHIO HE JOJDKHBI OKa3bIBAaTh

OTPULIATEJILHOTO BIMSIHUS Ha KAY€CTBO NMPOIYKIIUU

b) PemonTHBIE paboTHI U pabOTHI 11O OOCITYKWBAHUIO JTOJHKHBI BHIITOJIHATHCS KaK MOXKHO

ObICTpee, HE3aBUCUMO OT TOTO0, IIPOILIEN JIU IEPCOHAT HE0O0X0JUMOe 00yUYeHUE U HeT

B) PemoHT u 00cnyXuBaHHE JOJKHBI IPOBOAMTHCS TOJBKO IIOCJIE€ OCTAHOBKHU

IIPOM3BOJICTBA HA COOTBETCTBYIOLIEH 30HE

37. Kakasi uiaHMpoBKa Heo0XoauMa It TPyOOonpoBoaa, OCBETUTENbHBIX IPHOOPOB,
YYACTKOB BEHTHJISINMU U MPo4uX npudopor? (1 mpaBuJIbLHBIH 0TBET)

A) Tlo Mepe BO3MOXKHOCTH, JUIsl 00JIerueHus: 00CTy>KMBaHHsI, HEOOXOIUMO, YTOOBI JOCTYII

K HAM OBITh C BHYTPSHHEHW CTOPOHBI IPOU3BOJICTBCHHBIX 30H

b) I1o Mmepe BO3MOKHOCTH, JUIs 00JierdeHust 00CTyKUBaHUS, HEOOXOAMMO, YTOOBI TOCTYTI

K HAM OBIJI ¢ BHEUITHEH CTOPOHBI TPOU3BOJICTBEHHBIX 30H

38. Uro Takoe /locbe mpennmpusiTusi/mpousBoacTBeHHOro y4dactka (Sitll MAst/Ir
Eill)? (1 npaBuIbHBIH 0TBET)

A) Sitll MAst/lr Eil[l sBasercs TOKYMEHTOM, OIMCHIBAIOIIUM BCE TEXHHUYECKHE

COTJIAIICHUS MEXK]y 3aKa3uMKaMU U UCTIOTHUTENSIMU JIJISl OCYILIECTBICHUS I€ATEIbHOCTH

CTOPOHHUMH OpTaHU3AIUSIMU

b) Sitll MAst[r EilJl sBasercs JOKYMEHTOM, OIHUCHIBAIOIINM JESITEIbHOCTD

MIPOU3BOUTEINS], UMEIOLTYI0 oTHOHIeHue kK GMP

B) Sit/l MAst/Ir Eil/l sBiseTcs 10KyMEHTOM, OMUCHIBAIOIIUM MYTh CHHTE3a MPOIYKTOB,

MIPOU3BOUMBIX Ha JAHHOW TUIOIIAIKE

39. Kakas undopmanuss npusoaurca B Ceprudukare anaausa? (2 nmpaBHJIbHbBIX
0TBeTA)

A) B HeM mpuBOauTCA 0030p PE3yJbTaTOB HMCMIBITAHWM Ha oOpasmax MPOAYKIIMH WU

MaTepUasoB, a TAKXKE OI[EHKAa COOTBETCTBUS YCTAHOBJICHHOH crienudukanm

b) B Hem npuBoauTCSA MONHBIA KOMIUIEKT MEpPBOHAUYAIbHBIX JAHHBIX O MPOBEACHHUU

WCIBITAHUNH HA MNPOAYKIMU WJIM Marepuanax, a TaKXe OLEHKAa COOTBETCTBUS

YCTaHOBJICHHOMU crierupuKaum

B) B Hem Takke MOXET MNPUBOJUTHCS OTYET MO BAIUJAUUM HCHOJIb3yEeMbIX

aHAJIMTUYECKUX METOJIOB



I') B HEM Taxke MOXET MPUBOIUTHCS MOATBEPKICHUE COOTBETCTBUS C YCTAaHOBJIEHHOM
cnenr(puKanueil Ha OCHOBaHUM OLIGHKH JaHHBIX, IOCTYNAIOIINUX B PEalbHOM BPEMEHHU U3
IIPOLIECCHO-aHATTUTUYECKON TEXHOJIOTUHU, IPUMEHAEMOM K TaPTUHU

40. KakoBbl KJII0OYeBble ACNEKTHI JJIsl CO3IaHUSI U KOHTPOJsl JAOKymMeHTauuu? (3
NMPaBUJILHBIX OTBETA)

A) UHCTpyKIIMH W/WITK 3alCH TOJDKHBI CYIIECTBOBATH B OJTHOPOJIHBIX CHCTEMaX, MO0 B

OyMa)KHOH, JTMOO B JIIEKTPOHHOH opme

b) MHCcTpyKIMKM W/Miy 3amucu MOTYT CYHIECTBOBATh U B OYMaKHOW M B 3JIEKTPOHHOM

dhopme

B) MHCTpyKIIMHM HE TOKHBI OBITh HAIIMCAHBI OT PYKH

I') UucTpyKumu MOryT OBITH HAIIUCAHBI OT PYKU

J1) 3amnucu, caenanHble OT PyKH, JOHKHBI OBITh OPraHU30BaHbl TAKUM 00pa3oM, YTOOBI UX

MO>KHO OBLIO JIETKO YAAJIUTh B CIIydae OLIHOKU

E) 3anucu, cnenanabie OT pyKd, JOJKHBI OBITh HECTUPACMBIMU

41. Kak 10/KHBI BOCHPOM3BOAUTHCS padoyue JOKYMEHTBI MCXOAS M3 OCHOBHBIX
AOKYMeHTOB? (1 mpaBWIbHBINA O0TBET)

A) HeoOxonumo, uToObI Obl1a BO3MOKHOCTh BOCIIPOM3BECHUS padOUMX JOKYMEHTOB U3

OCHOBHBIX JOKYMEHTOB 0€3 OCYIIECTBIECHUSI KOHTPOJIS HaJ MPOLIECCOM BOCCTAHOBIICHUS

U1 TOTO, YTOOBI CAKOHOMHUTB BPEMSI

b) Heo6xoanmo ocyiecTBisTh KOHTPOIIb PU BOCIIPOU3BEICHUHU PaO0UHX JOKYMEHTOB U3

OCHOBHBIX

B) [omxHo OBbITH pa3pelieHrue Ha BOCIPOU3BEIACHHE pabouux JOKYMEHTOB U3

YTBEPKICHHBIX U HEYTBEP>KJIEHHBIX OCHOBHBIX JJOKYMEHTOB

42. Kak [10/LKHBI BOCHPOU3BOAMTHCH padovyue JOKYMEHTHI HCXOASl M3 OCHOBHBIX
nokyMeHTOB? (1 mpaBWIbHBbINA 0TBET)

A) HeobGxomumo, uToObI Obl1a BO3MOKHOCTh BOCTIPOM3BECHUS Pab0unX JOKYMEHTOB U3

OCHOBHBIX JOKYMEHTOB 0€3 OCYIIECTBIECHUS KOHTPOJIS HaJ MPOLIECCOM BOCCTAaHOBIICHUS

JUISL TOTO, YTOOBI CAKOHOMUTH BPEMSI

b) Heo6xoanmo ocyiecTBiIsITh KOHTPOJIb IPU BOCIIPOU3BECHHE PA0OUNX JOKYMEHTOB U3

OCHOBHBIX

B) MHomxuO OBITH pa3pelieHne Ha BOCHPOU3BEAEHHE padodnxX JOKYMEHTOB W3

YTBEPKJICHHBIX U HEYTBEPKACHHBIX OCHOBHBIX JOKYMEHTOB

43. KakoB nopsjok odpaueHus ¢ 3anucsiMu? (2 npaBUIbHBIX 0TBETA)

A) 3anucu J0JKHBI OBITh COCTABJICHBI WM 3aMI0JHEHBI IO TOT0, KaK OyAeT MpeAnpuHSTO
KaXJ0€ JIeVCTBUE

b) 3anucu nomkHBI OBITH COCTAaBJIEHBI WM 3alojHEHBl BO BpeMsl TOro, Korjaa
MpeNPUHIMAETCS JeHCTBHE

B) 3anucu qomKHBI OBITH COCTABJICHBI WIIHM 3aIIOJIHEHBI TOJIBKO MOCTIE 3aBEPIICHHS BCETO
mporecca

I') 3anucu nomkHBI OBITH COCTaBJIEHBI WMJIM 3aIlOJIHEHBI TaKUM 00pa3oM, yToObl ObLIa
BO3MO>KHOCTB IIPOCJIEUTH BCIO AEATEIBHOCTD

J1) 3anmucu MODKHBI OBITH COCTABJICHBI WMJIM 3arlOJHEHBI TaKUM 00pa3oM, 4TOOBI Oblia
BO3MOYXHOCTh OTCJIC)KUBAHUS TOJIBKO KPUTHYECKHUX OTIEPAIIHiA

44. Kakum o0pa3oM Heo0X0AMMO BBOAMTHL HM3MEHEeHHMsl B JaHHbIe JOoKyMeHTa? (3
NPaBUJIbHBIX OTBETA)

A) JIroboe m3MeHeHre, BHECEHHOE B JaHHBIE JOKYMEHTA, JHOJDKHO OBITh MOJIMHCAHO W

JOJDKHO UMETh ATy



b) Tonbko u3MeHeHUsI B ITaHHBIX JTJOKYMEHTA, CBSI3aHHBIX C KPUTUUECKUMHU OTEPALUSIMHU,
JOJDKHBI OBITH TIOJMUCAHBI ¥ JOHKHBI UMETh JIaTy

B) Ilocne BHECEHHSI MI3MEHEHUS], OpUTHHATIbHAS UH(OPMAIIHS T0JDKHA CTaTh HEYUTAEMOMN
JUTSl TOTO, YTOOBI M30€XKaTh MyTaHUIIBI

I') Tlocne BHeceHWS W3MEHEHUS OpHUTHMHAIbHAsS WHGOpPMAIUsS JOJIKHA OCTaBaThCs
YUTaEMOU

) T'ne cnegyer, HEOOXOAMMO, 9TOOBI ObLIA TPUBEICHA IPUYNHA BHECCHUS N3MCHECHUS
E) Her neoOxoaummocTH B TOJNHWCAHUM HW3MEHCHHH B JaHHBIX, OTHOCSIIUXCS K
HEKPUTUYECKUM OTepallusiM

45. Heo0xogumo ocyliecTBJIAAThL XPaHeHHe JOKYMEHTAIlUM IO cepuu (roToBoOM
JieKapcTBeHHOH (popMbl) B TeueHue (1 mpaBUJIbHBII OTBET)

A) Kak MUHUMYM B TE€YEHHE OJHOIO Ioja MOCJE MPOBEIEHUS cepTU(UKALMU MapTUU

YIIOJIHOMOYEHHBIM JINLIOM

b) Kak munumym B Teuenue 10 sieT nocse Bblllycka NapTUU

B) B Teuenue ogHOro roja nocie UCTEYEHHUs CPOKa FOJHOCTH NMAPTUU WIIM KAaK MUHHUMYM

B T€YCHHUE 5 JIET MOCTe MPOBENCHUS CePTUPUKAIMH TAPTHH YIIOJTHOMOYCHHBIM JIUIIOM, B

3aBUCUMOCTH OT TOTO, YTO JUIMTCS J0JIbLIE

46. Cpoxk roaHocTu cepuu (roToBoil JiekapcTBeHHOl ¢opmbl) - 3 roga. Ha
NPOTSI’)KEHUM KAKOro BpeMeHsi Heo0XOAUMO COXPAHSATh JOKyYMeHTanuio Ha cepuio? (1
NMPaBUJIbLHBIH OTBET)

A) 5 ner

b) 3 rona

B) 8 ner

47. JIOKyMeHTALHI0 HA CEPHI0 IKCIEPHMEHTAJIBLHOIO JIEKAPCTBEHHOI0 Ipenapara
He00X0aMMO XpaHHUTH (1 MpaBUJIBHBIN OTBET)

A) Kak MHMHMMYM B TEYEHHME TpeX JeT IIoClie MPOBEIEHUsl cepTUdUKau

YIIOJTHOMOYEHHBIM JIMLIOM

b) Kak MuHuMyM B TeueHue 5 JIeT mocie 3aBeplleHust Win GopMalbHOIO MPEeKpaIieHus

MOCJIEAHETO KIMHUYECKOTO UCIIBITAHNSI, B KOTOPOM HCIIOJIb30BAJIaCh

B) Kak MuHMMYyM B TeueHue ABaALATH JIET IPOBEACHUS CEPTUPUKAIINH YITOITHOMOUYEHHBIM

JULOM

48. B cneundukanum HAa NepBUYHbIC WJIM TNEYaTHbIe YNAKOBOYHbIE MAaTepHAJIbI
He00X0AMMO BKJIKOYATH (1 mpaBUJIbLHBIN OTBET)

A) MakcumallbHBIN NTEPUOJT XPAHEHUS TIEPE]T TIOBTOPHON MPOBEPKOM

b) MunumanbHbIil nepruoJ XpaHeHus! epej1 MOBTOPHOU MPOBEPKOIt

B) Cpoxk rognoctu

49. Kakue u3 yKka3aHHbIX crieH(PUKANNH T0KHbI ObITh B HAJTUYUM JJISI TOTOBBIX
NPOAYKTOB? (4 NpaBUJIBHBIX OTBETA)

A) MuHUManbHBIN NEPUOJ XPAHEHHUS 10 TOBTOPHOTO UCCIIEIOBAHUS

b) Cpok rogaoctu

B) MakcumanbHbIi niepuoj XpaHeHus 10 MOBTOPHOTO MCCIIEIOBAHUS

I') Uactpykuust mo ot6opy mpoO 1 MPOBEACHUIO UCCIICTOBAHMS

J) Onrcanue nexkapcTBEHHON GOPMBI M TOIPOOHOM nHpopMaIK 00 yaKoBKe

E) Cocras

X) Ccpuika Ha papmMakomneitHyto cTaThio



50. Kakoe yTBep:kaeHHe O NPOM3BOJACTBEHHON peunentype M NPOM3BOACTBEHHBIX
HHCTPYKIUSAX BepHO? (3 npaBHJIbHBIX 0TBETA)
A) OHH 101KHBI OBITH 0JT00PEHBI

b) OHu 10JKHBI OBITH B HATWYWH I KQKIOTO MTPOIYKTa

B) Onu JOJDDKHBI OBITh B HAJIMYHUM TOJIBKO UL TPOAYKTOB C MAKCUMAJbHBIM HJIN
MUHHUMAJIbHBIM pasMCpoOM

I') OHu 10KHBI OBITH B HAJIMYUU AJIs1 IPOU3BEIEHHBIX BCEX Pa3MEPOB
J1) OHM NOKHBI OBITH B HAIMYMH TOJBKO U1 OTJEIbHBIX IIPOIYKTOB

Kurou k Tecty «IlpaBuia Hajjie:xameil Mpou3BOJACTBEHHON MPAKTHKN»

No Bompoca 1 2 3 4 5 6 7 8 9 10
OtBet a b IL,E/AB, | 5,B |ab | A,B |AB,I'| b, | [L4,E,
)| K
Ne Bompoca 11 12 13 14 15 16 17 18 19 20
OtBer A,B,I'| b A, B B |A,B| 5B |[A, I, 1|, 1| A,T | b,B
Ne Borpoca 21 22 23 24 25 26 27 28 29 30
OtBer B, T b, T b b BJ | b, T b B,I" | 5,B A
Ne Bompoca 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
OtBet b b b, I' |AlJI| B A b A,B |B,JI.E,| Ab,I"
K




