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1. Heaun, 3a0a4um ¥ IJIAHKPYeMble pe3yJbTaThl 00y4eHNs M0 JUCUMILINHE

Lenplo OCBOEHUS IUCLUMIUIMHBI sBiAeTCs (OpMHpOBaHHE y OOyyaroluMxcs 3HaHWUN
OCHOBHBIX I10JIO’KECHUI CHUCTEMBI HAUICKAILEH TPOU3BOACTBEHHOM IIPAKTUKH, YCTAHABIMBAOLLEH
TpeOOBaHUS K TMPOU3BOJCTBY M KOHTPOJIO KadecTBA JIEKAPCTBEHHBIX CPEJCTB, METOJIUK
MIPOBEACHUS PA3IMUYHBIX BHJOB KBANH(UKAMK U BAIUMAALUU ISl IPHOOPETEHUsI CTYACHTaMU
npoeCCHOHATBHBIX ~ KOMIIETEHIIMH B 00JacTH  NPOM3BOJACTBA  OMOTEXHOJOTHYECKUX
JIEKapCTBEHHBIX CPEJCTB, OMOJIOTNYECKH AKTUBHBIX 100aBOK K MUIIE, MEAUIIMHCKUX IIPENapaToB.

3amauy TUCIMITIMHBI BKJIIOYAIOT: U3yYeHHE OCHOBHBIX TIOJIOKESHUN B TPEOOBAHUH MTPABHIT
HaJyIexalell Npou3BOACTBEHHON M Ja00OpaTOPHOM MPaKTUKH, 3TANOB MPOBEACHUS BaIUAALUU
MPOM3BOJCTBA JIEKAPCTBEHHBIX CpeAcTB Ha cooTBerctBUe GMP; paccMoTpenne BHUAOB
HaJJIeKalluX MpakTUK B (apmauuu; (GOPMHPOBAHME YMEHMH B IPOBEAECHUU Ppa3IMYHBIX
BapUaHTOB KBAIM(UKAMK M BAIMWJALMU, OpPraHu3aluM paboThl IepcoHana, o0OpyIOBaHU,
BBEJICHUS JIOKYMEHTALlMW; TNPUOOpETeHHE HABBIKOB BIIAJEHUS METOJUKAMH IPOBEAECHUS
BaJIUJALUU, HHTEPIPETALUU PE3YJIBTATOB.

Ob6yuenne mno gucuuruinHe «llpaBuia Hajnexarieil NPOU3BOJACTBEHHOW INPAKTHKH B
cucreme GMP» HanpaBieHo Ha (OpMUPOBAHHUE Yy 00YUYAIOIIUXCS CIETYIOINX KOMITETECHIIHIHA:

Koa n HanmenoBanue NHauKaTopbl 10CTHKEHUSI KOMIIETeHI[UH
KOMITeTeH M

[IK-1. Cnocoben NIIK-1.1. T'oTOB K COMOCTAaBUTENBHOMY aHAIN3Y MOTy4aeMbIX
IPOBOANTH MTATEHTHHIC IPOJIyKTOB, IPOIYLIEHTOB U OOBEKTOB TEXHUKHU C OXPaHIEMBIMU
UCCIIeIOBaHUS U 00bEKTaMH MPOMBIIUIEHHOW COOCTBEHHOCTH; 3HAET METObI
OTIpENIeIIATh OTIpe/IeNIeHHs] TATEHTHOM YMCTOTHI 00BEKTa TEXHUKH U
XapaKTEePUCTUKU TEXHOJIOTHH; IPABOBBIC OCHOBBI OXPAaHbI 0OBEKTOB MCCIICIOBAHUS
IPOAYKINH C 9KOHOMHYECKOM OLIEHKOH JUIsl NCIOIb30BaHUsl 0OBEKTOB

IIPOMBINIIEHHON COOCTBEHHOCTH

HIIK-1.2. YMeeT 000CHOBBIBaTh MEPHI IO 0OECTICUCHUTO
MATEHTHON YMCTOTHI 00BEKTa TEXHUKHU; 00OCHOBBIBATH MEPHI 11O
OecCIpersITCTBEeHHOMY MTPOU3BOJICTBY M pealIn3alii 00HEKTOB
TEXHUKH B CTPAHE U 32 pyOEKOM; OIICHUBATH
MaTEHTOCMOCOOHOCTh BHOBb CO3/IAHHBIX TEXHUYECKUX U
XY10’KECTBEHHO-KOHCTPYKTOPCKUX pelIeHni; Mcnonb30BaTh
METO/Ibl aHATN3a TPUMEHUMOCTH B 00BEKTE HCCIIeIOBAHUM
M3BECTHBIX 00BEKTOB MPOMBIIUICHHOHN (MHTEIEKTYyaIbHOM )
cooctBeHHOCTH; OnpeeNsITh MOKa3aTeIn TEXHUIECKOTO YPOBHS
00BEKTa TEXHUKH

HIIK-1.3. Bnageer HaBbIKaMM OTpeICTECHUS 3a/1a4 TaTEeHTHBIX
MCCJIEI0BAHMM, BUIOB HCCIIEOBAaHUN U METOJIOB UX IIPOBEICHUS U
pa3paboTKy 3aJaHus Ha MPOBEICHNE MTATEHTHBIX UCCIIEOBAaHUM;
Moucka 1 0T0Opa MaTeHTHOM U IpYroi JOKYMEHTAIINH B
COOTBETCTBHUH C YTBEPKIACHHBIM PErIaMEeHTOM U 0pOpMIICHUE
OTueTa O MOUCKE; CUCTeMaTH3allisl U aHAJIU3 OTOOpaHHON
JOKyMEHTAIMK; 000CHOBAHUS PEUICHH 3a/1a4 HA OCHOBE
MATEHTHBIX UCCIIEIOBAaHUI; 000CHOBAHUS MPEUIOKECHHH 110
JabHEN e NesTeIbHOCTU X035 CTBYIOIIEro CyOBheKTa,
OCYLIECTBJIEHUS TOATOTOBKH BBIBOJIOB U PEKOMEHAALNH;
odopmiieHus pe3yabTaTOB UCCIEIOBaHMI B BUAE OTUETA O
MAaTEHTHBIX UCCIEHOBAHUSIX

[TK-6. Criocoben HIIK-6.1 3HaeT TEXHOJOTUIO U KOHTPOJIb Tpon3BoicTBa bAB;
OCYHICCTBJIATL KOHTPOJIb IIOKa3aTejin KaueCcTrBa 6HOT€XHOHOFH‘{CCKOI>'I IpOAYKIHH,
Ka4C€CTBa ChIPbA, CTaTUCTHYCCKHUEC MCTO/AbI YIIPABJICHWA KaUCCTBOM IIPOAYKIIUHA
IIPOMEKYTOUHBIX BU/JIbI OpaKa U €ro y4eT B MPOU3BOCTBE OMOTEXHOJIOTHYECKON
POJTYKTOB U TOTOBBIX MPOAYKIIMHI




BFAB B cooTBeTCTBUH C HIIK-6.2. YMmeeT npon3BOAUTH aHATU3 KauyeCTBa ChIPhS IS
periiaMeHnToM OMOTEXHOJIOTMYECKOTO TPOU3BOJICTBA B COOTBETCTBUU C
pEriiaMeHTOM; OIPEIETISATh COACPIKaHNEe OCHOBHOTO BEIIECTBA B
rotoBbix BAB; onpenensaTe akTUBHOCTH JACMCTBYIOIIETO BEMIECTBA
B TOTOBOM OMOTEXHOJIOTUYECKOM Iperapare; OnpeaesiTh
coJiep>KaHue KJIETOK MPOIYIIEHTa B MPOIYKTaX, MOTYYEHHBIX C
ITOMOILIBI0 MUKPOOPTaHU3MOB; AaHAJIN3UPOBATh MPETEH3UU OT
noTpeduTene mo Ka4ecTBy NpOAYKIUNA OHOTEXHOIOTHYECKOTO
MIPOM3BOJICTBA; BECTH Y4€T AC(PEKTHOM MPOTYKITUH
OMOTEXHOJIOTMYECKOTO TIPOM3BO/ICTBA; AHATM3UPOBATH TIPUYUHBI
MOsIBJICHUS Ie(EKTHOM MPOIYyKIIUU OUOTEXHOIOTUYECKOTO
MIPOU3BOJICTBA, POU3BOJAUTH PACUET BEPOSTHOCTH (HaKTOPOB
MOSIBJICHUSI U 3HaYSHU MOCIENCTBUI; pa3padbaThiBaTh
MPETIONKEHHS 0 CHIDKEHUIO (IIPEeIOTBPALIEHHUIO) IPOU3BO/ICTBA
ne(eKTHBIX MPOTYKTOB

NIIK-6.3. Bnageer MeToauKaMu OIEHKH BXOJTHOTO KOHTPOJIS
Ka4yecTBa ChIPbSI, UCIOJIBb3YEMOr0 B OMOTEXHOIOTUYECKOM
Mpoliecce; MPOBEACHUSI KOHTPOJIS KaueCTBa MPOMEKYTOUHON 1
rOTOBOM OMOTEXHOJOTHYECKON MPOAYKIIUN; PACCMOTPEHUS
pexiamanuii mo kauectsy bAB; BbIABICHUS KPUTHUECKUX
(omacHbIX) (paKTOPOB HA OTJEIBHBIX TEXHOJIOTHYECKHUX OTEpaIUsIX
OMOTEXHOJIOTHUECKOTO TIPOU3BOICTBA; pa3pabOTKH MEPOTIPUITHN
C LIEJIBI0 YCTPAHEHHUsI PUCKOB MJIM CHUYKEHHUSI UX JI0 JOITYCTUMOTO
YPOBHS U TIOBBIIICHUS O€30MMaCHOCTH BBITyCKaeMOM
OMOTEXHOJIOTHYECKON MPOTYKIIHH

2. MecTo AUCHUIIMHBI B CTPYKTYpe 00pa3oBaTeIbHOM MPOrpaMMbl

JluciIuimHa OTHOCHTCST K  DJICKTHBHBIM — TUCHUIUIMHAM — 4acTd, (Qopmupyemoi
y4acTHUKaMU 00pa3oBaTelbHbIX OTHOIICHUH O6510ka b1 Juctunmunel (Mogyn).

Hucuunmuna «[IpaBuna Hajuiexaiiei Tpou3BOACTBEHHONW MpakTUKU B cuctemMe GMP»y»
B3aMMOCBSI3aHa JIOTHYECKH M COJIEPKATEIIbHO-METOMYECKH CO CICAYIOIMMMHU JUCIUIUTHHAMMU:

- «broTexXHONOT Y B pelIeHNH TTI00aTbHBIX MPOOIEM;

- «IHOCTpaHHBIN A3BIK JJI1 HAYYHOT'O OOIICHUSY;

- «Metogomnorus pa3pabOTKu OMOTEXHOJIOTHYECKUX O0BEKTOBY;

- «MeTo/BI ucceJOBaHU B OMOTEXHOIOTHUNY;

- «Texnonorust pepMEHTHBIX MTPETAPATOBY;

- «Knerounas unxeHepus»;

- «Hogeiimume MeTo b U3BICKAHUSI aHTHOUOTHKOBY,

- «OkcrpemoduibHBIE (HOPMBI MUKPOOPTAHU3MOB B OMOTEXHOIOTHYECKUX TPOIIECCAX»;

- «HuskoremneparypHble TEXHOJIOTHH B TPOW3BOJCTBE M XPAaHCHHH TEPMOJAOMIbHBIX
OroMaTepuanoBy.

3. CTpykKTypa U coaep:KaHue JUCUUILIMHbBI
OO0m1ast TpyA0€MKOCTh TMCIUTUIMHBI COCTaBIISIET 3 3adeTHble eMuHUITBI (108 qacoB).

3.1. Buabl yueOHoii padoThl U TPYA0EMKOCTH

Ne Bu yuebHoii paorbr KouauvecTBo CemecTpbl
n/n 4acoB 3 -
1 | AyauTopHble 3aHATHS 54 54 -
B Tom uncrne:
1.1 | Jlekuum 18 18 -




1.2 | CemuHaApCKUE/IPAKTUUECKHUE 3aHSATHS 18 18
1.3 | JJabopatopHble 3aHSATHS 18 18
2 | CamocrosiTesbHas padora 18 18
3 | Ilpome:xkyToUuHasi aTTeCTAIUs
3a4eT
Hroro 72 72
3.2. TemaTnyeckui IJIaH U3yYeHUS TUCHUIIMHBI
TpynoemkocTsb, yac
AyauTopHasi padora 2
3 [ 8 [5,.]¢2
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1. | Pa3gen 1. Uctopus pazsutus GMP. 6 2 2 - - 2
GMP B Poccun. OCHOBHOM 3aKOH
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB.
[Tpunnumnel padotsl mo GMP
2. | Paznmen 2. MaTepualibl M MPOU3BOJICTBO 10 2 2 4 - 2
3. Paznen 3. lokymeHTanus 6 2 2 - - 2
(dhapMaleBTUYECKOTO MPEANPHUATHUS
4. | Paznen 4. IloaroroBka mpou3BOICTBA. 10 2 2 4 - 2
3nanus u nomemnieHus. O6opyaoBaHuE
U CHCTEMBI
5. | Pazgen 5. McnibiTaHus U aTTecTalusl. 10 2 2 4 - 2
ATTecTanus mpoIeccoB OUYNCTKH
o0opynoBaHus. AHAIUTUYECKHE
METO/TBI
6. | Pa3nen 6. Ilepconan. O6ydyenune 8 2 2 - - 4
nepcoHana. YOJTHOMOYEHHBIE JTUIIA.
YnpaBiieHHe NPOU3BOJICTBOM
7. Pasnen 7. O0ecrieuenne kaduecTsa. 12 2 2 6 - 2
AHaJlu3 pUCKOB
8. Pasznen 8. Konuemnmsa Hampiexammux 10 4 4 - - 2
npakTuk B ¢papmaruu -GxP. GLP - GCP
— GMP
Hroro | 72 18 18 18 - 18

nabopaTopuu

3.3. Conepxanue TMCUUIITHHBI

AyYIUTOpHBIE 3aHATUS MPOBOIATCS B BHJAE JIEKIIMOHHBIX W MPAKTUYECKUX 3aHATHH C
oOyyarolMMuCs, KOTOpblE 3apaHee IMpPe/IBApUTEIBHO C
WCIIOIB30BAHNEM PEKOMEHIyeMor juTeparypor. JlabopatopHble 3aHATHS TPOBOIATCS B
CTYJCHTHI c

ouotexHonoruu. Ilpu npoBeaeHun

3aHATUN
HCMOJIb30BAHUEM COOTBETCTBYIOIIEH METOIUYECKON JTUTEPATYPOU.
Pasznea 1. Ucropust pazsutuss GMP. GMP B Poccun. OCHOBHO# 3aK0H NPOU3BOACTBA
JIeKapcTBeHHbIX cpeacTB. [Ippanunel padorsl mo GMP
Uctopus paszsutus GMP. GMP B Poccun. Poib MexayHapoAHbIX CTaHIAapTOB AJs
(hapmaiieBTUUECKOM MpOMBbIIUIEHHOCTH. TpeboBaHus K (apmalieBTHYECKOMY IMPOU3BOJICTBY.

3HAKOMATCA

C

MaTepuaIoM

T'OTOBATCA




GMP wu cucrema nuueHsupoBanusi npousBojactBa JIC. MexayHapoJHas opraHu3anus I10
cepTudUKaIMK U yIOCTOBEPEHHIO KauecTBa iekapcTB. dapmarieBTrueckas pazpadotka (ICH Q8):
nenb  (apmaneBTHUYECKOM pa3paboTKH, BHIOOp JIEKApCTBEHHOH (OPMBI, JIEKAPCTBEHHBIE
cyOCTaHIIMM,  BCIOMOIaTEJIbHbIE  BEIIECTBA,  JIEKAPCTBEHHbIM  MPOIYKT,  pa3paldoTka
IIPOU3BOJCTBEHHOIO IIPOLIecca, yITaKOBOYHO-YKYIIOPOYHAsi CUCTEMA.

Pa3nen 2. MaTepuajbl 1 IpOU3BOJCTBO

Opranu3zanys Npou3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU ¢ IpaBmiiaMu GMP.
O6mwme TpeOoBaHMs K pa3audHbIM ¢dapmrpon3BoiacTBaM. OOmme TpeOoBaHUS K 3JaHUI0 U
MOMEUICHUSIM, HMCIOJIb3yeMbIM MpPH TPOU3BOACTBE JIEKAPCTBEHHBIX IPENapaToB: OCHOBHbBIE
PYKOBOJSIIME JOKYMEHTHI Uil CTPOMTEILCTBA, TPEOOBAaHUS K MECTOIOJOKEHUIO 3IaHMs
npeanpusaTus. Tunosas CTpyKTypa NpeanpusaTUs.

OcHOBHBIC TIOTOKU JBMKCHHSI MaTepPHAIOB, 000OpYyA0BaHUs U NepcoHana. CrenuaibHbie
TpeOOBaHUS K TIPOU3BOACTBCHHBIM M IPYTHM ITOMEIICHUSIM.

Marepuans! u npoaykThl. Ux cnenudukarnus. Cxnaackoe momenienne. Muacnekmus OKK.

MapkupoBKa HMCXOAHOTO CbIPbS, BCIIOMOTATEIbHBIX M YIAKOBOYHBIX MAaTE€pHUAJOB.
MapxkupoBka nosnynpoaykrosn. [IpaBuna oréopa mpo0.

MexonepaMoHHbI  KOHTPOJIb, KOHTPOJb MPOMEXKYTOUHOro Tmpoaykra. Ilpuwem wu
XpaHEHUE NPOAYKIUU Ha CKIIAJE.

Pa3nen 3. lokymenTanus ¢papManeBTHYECKOr0 NpeANnpusiTus

JlokymeHnTanuss  ¢apMaleBTUYECKOro MNpeanpusatus. JOKyMEeHTBI, peryiupyroume
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB. JJOKYMEHTHI IEPBOr0, BTOPOr0, TPETHETO U YETBEPTOTO
ypoBHA. MeTposiornyeckass JKCHEPTHU3a HOPMATUBHOM  JTOKYMEHTalMU. TeXHUYECKHE
pernameHTsl. [lonoxenus 00 opranuzanuu noApasaeieHui Ha npeanpusTuu. JlokyMeHTauuu Ha
NEepCOHAN: JOJHKHOCTHBIE MHCTpyKuuu. Crneundukanuss Ha ChIpbe, YMAKOBOUHBIM MarepHal,
TOTOBBIN ITPOJYKT.

Pa3znen 4. IloaroroBka mpousBoicTBa. 37aHusi M nomemenus. OdopyroBanue u
CHCTEMBI

TexHoOornuecKkuil paszien — OCHOBA MPOEKTa. ATTecTalus U 3KCIepTu3a npoekra. LleHa
poeKTa U 1eHa o0bekta TunuaHbie OMMOKY TP MPOSKTUPOBAHUH.

Texnonornueckuit  mnpouecc. Yucteie nomenieHuss. CHUCTEMbI BEHTWISIIUA — H
KoHaumonupoBanus. ObopynoBanue u cuctemsl. TexHonornyeckoe obopynosanue. KoHTpons
napameTrpoB. [TokazaTenu Ha3HaYEHUS U UCIBITAHUS (aTTECTaLus).

OOGopynoBanue Il MPOU3BOJACTBA TBepIbIX (hopm. OcoOeHHOCTH O00OpYIOBaHUS IS
MIPOU3BO/ICTBA CTEPUIIBHOW MPOAYKIIUH.

TpeboBanwus k Boze. ['a3bl U C)KaTHI BO3IYyX.

YTunuszanus oTxon0B.

Tunuyneie HecooTBeTCcTBUSA TpeboBanusiM GMP.

Pazgen 5. MHcenbiTanuss M arrecranms. ATTecTalusi MPOLECCOB OYHCTKHU
o0opynoBaHNs. AHAINTHYECKHE METOAbI

Hopmaruubie TpeOoBanus: npaBuia GMP npuMeHHTENbHO K OMOTEXHOJIOTMUYECKOMY
npousBojcTBy; ICH Q10. OcHoBuble smementst GMP u ICH QI10. TpeGoanus GMP.
Hononuurensusle Tpeboanus KOH Q10. TpeboBanus k monutuke B obnactu kadectBa (ICH
Q10). IIpoueccsl ympaBiaeHus KkadecTBOM. Buabl koHTpons. IlpoBeaeHue Bamumanuu
npou3BojictBa JIC Ha cooTBeTcTBUe GMP. OCHOBHBIE TEPMUHBI U MOJ0XKEeHUS. CyHIECTBYIOLINE
PYKOBOJCTBA MO BallUJallMM, PEryisiTOpHble TpeOoBaHUsA. OObeKTh Banuaanuu. J[OKyMEHTBHI.
Buapr Banmunanuu. Beibop Buma Banmumanuu. ['pynmel Bamuganuu. Buasl kBanudukanuu. [hnan
Bamuaanuu. CTpyKTypa BalUAAllMOHHOTO MpoTokona. TpeOGoBanus k mepcoHamy. Crparerus
BaMIanuu. MeTofonorus mpoBeAeHus Banmumanud. OpraHm3anus padoT u  opopmIIeHHE
JOKyMeHTaluu. Peknamanus v oT3bIB poAyKuuu. [Iperensun u pexnamanuu. Tun pexnamanuu.

Pa3nen 6. Ilepconan. O0y4eHue nepcoHasia. YnoJTHOMOYeHHbIE JIUIA. YIIpaBJIeHHe
NPOU3BOACTBOM



[Ton6op nepconana. OtHomeHue k padote. [loBenenne nepconana. Yucrora u rurueHa.
Texnonorunueckas ozaexnaa. CocrossHue 310poBbs. TeXHHWKa BBICTYIUIEHUS U KYJIbTypa PEUH.
Crpyxkrypa 3anatuii. CpeactBa 00ydeHus. YIpaBlieHHe TPOU3BOACTBOM: TEOPHS U TIPAKTHKA.

Pa3gen 7. O0ecnieueHue kauecTBa. AHAJIU3 PUCKOB

GMP, cucremsr kauectBa u cranaaptel UCO 9000. [TpuHIUIIBI 0OecriedeHus: KauyecTBa.
IIpn4rHBI HU3KOTIO Ka4yecTBa.

Buytpennsis uncnekuust (camouHcnekuus). OCHOBHbIE (aKTOpBI, BIMSIOUIME Ha
IpOBEJICHIE BHYTPEHHUX ayauTOB. [lopsaok mpoBeneHus: ay JMTOB.

Anamu3 puckos o I'OCT P 52249-2009. IIpasuia GMP EC u pykosoactso ICH Q9.
OcCHOBHBIE METO/Ibl aHAJIN3A PUCKOB.

Pasznen 8. Konnenuus Hapiaexamux npaktuk B papmaunu -GxP. GLP - GCP - GMP

Konnenmus nHamiexkammx npaktuk B (apmamun - GxP. Bungel Hagmexamux
(apMalieBTHYECKUX MPAKTHK: Hajajexkamas jadboparopHas mnpaktuka - GLP, nHagnexamas
KInHUYeckas npaktuka - GCP, Hannexamas npaktuka xpanenus - GSP, Hajnexaias npakTuka
muctpudymu - GDP, Hamiexamas anteuHas npaktuka - GPP, maanexamas mpaktuka ams
KOHTPOJIS JekapcTBeHHBIX cpencTB - GPCL, Hamiexamas papmakoneitnas npaktuka (GPhP).

3.4. TemaTuka CeMHHAPCKHX/NIPAKTHYECKUX M J1a00PATOPHBIX 3aHATHH

3.4.1. CemuHapCcKue/IPAaKTHYECCKUE 3aHITHS

Pazgen 1. Ucropus pazsutuss GMP. GMP B Poccun. OcHOBHOM 3aKOH MPOU3BOJICTBA
JIeKapCTBEHHBIX cpeacTB. [IpuHnumer padoter mo GMP

Paznen 2. Marepuaibsl ¥ MPOU3BOJCTBO

Paznen 3. JlokymeHTanus ¢papManeBTHUECKOTO IPEATPUATHS

Paznen 4. Iloaroroska npon3BojicTBa. 31aHus U noMenieHus. O60py10BaHUE U CUCTEMBI

Pazgen 5. VcnibiTanust u artectainys. ATTeCTalus MPOIECCOB OUYUCTKH 000PYI0BAHHMS.
AHaAUTUYECKUE METOABI

Paznen 6. [lepconan. OOydenue nepconana. Y moITHOMOYCHHBIC JTUIa. Y IPaBJICHUE
MIPOU3BOJICTBOM

Paznen 7. OOecnieueHne kauecTBa. AHAINU3 PUCKOB

Paznen 8. Konuenmus Hagnexxamumx npakTuk B papmanuu -GxP. GLP - GCP — GMP

3.4.2. JJaGopaTopHbIe 3aHATHUS
JlabopaTtopHbie pabOThl yUeOHBIM TUTAHOM HE MPETYCMOTPEHBI.

4. Y4ueOHO-MeTOAUYECKOE U HH(POPMAITMOHHOE o0ecneueHne

4.2. OcHoBHas JuTEpaTypa

1. TOCT P 52249-2009. IIpaBuna npou3BOACTBAa U KOHTPOJI KauecTBa JIEKAPCTBEHHBIX
cpenctB. Good manufacrnring practice for medicinal products (GMP). [DnexTponHBIi pecype]. —
Pexxum nmoctyma: http://docs.cntd.ru/document/1200071754

2. OCT 42-510-98. IlpaBuna opraHu3anuu IPOU3BOJACTBA M KOHTPOJSA KauyecTBa
nekapcTBeHHbIX — cpenctB  (GMP).  [Onekrponssii  pecypc].—  Pexum  nmocryna:
http://docs.cntd.ru/document/901755081

3. TOCT P HUCO 9001-2008. Cuctembl MeHeDKMEHTa kayecTBa. TpeboBanus. Quality
management systems. Requirements. [DnekTpoHHBIi pecypc]. — Pexwmm mocryna:
http://docs.cntd.ru/document/1200068732

4. Ilpuka3 Munnpomropra Poccun ot 14.06.2013 Ne 916 «OO6 yrtBepxkaenuu IIpasuin
HaJyIeKalleld MPOU3BOJCTBEHHOM MPaKTUKU». [DNEKTpoHHBIA pecypc]. — Pexum nocrtymna:
http://pharmacta.ru/docs/intemal/Order Minprom_ 916.pdf



5. HupextuBa 2003/94/EC ot 08.10.2003 «O06 yCTaHOBIEHUM OCHOBHBIX IPUHIIUIIOB U
MIpaBWJI HAAJIEKAIIEH MPOU3BOJACTBEHHOM MPAKTUKHU JIEKAPCTBEHHBIX MPENapaTOB s YEIOBEKa U
HCCIIEyEMbIX JIEKAPCTBEHHBIX NPENapaToB JUIsl YENOBEKa». [DIEKTpOHHBIA pecypc]. — Pexum
JIOCTyTIA:
https://ec.europa.eu/health/sites/health/files/files/eudralex/voll/dir 2003_94/dir 2003 94 en.pdf

6. ICH Q10, «®apmaneBtiueckas pazpadorka» (ICH Q10-Pharmaceutical Development).
[DnexTponHsbIit pecypc]. — Pexxum gocryna: https://bok.xyz/d1/2525830/dffbb6

7. ICH QIO «®apmarieBTrueckas cuctema kauectBa» (FOH Q10-Pharmaceutical Quality
System). [D71EeKTpOHHBII pecypc]. — Pexum JIOCTyTIA:
https://www.ich.Org/fileadmin/Public Web_Site/ICH_Products/Guidelines/Quality/Q10/Step4/
Q10_Guideline.pdf

8. OPC.1.1.0012.15. Banmpganus aHaIUTHYECKUX METOAMK. [DJIEKTPOHHBIN pecypc]. —
Pexwum nocryna: http://pharmacopoeia.ru/ofs-1-1-0012-15-validatsiyaanaliticheskih-metodik/

9. ICH Q2 (R1). PykoBoacTBO MO BamuJalluy aHAIATUYECKUX METOJMUK TMPOBEICHUS
ucnbITaHui JekapcTBeHHbK cpencTB (Validation of analytical procedures: Text and Methodology).
[DnexTponHsbIi pecypc]. — Pexum gocryna:

https://wwwich.org/fileadmin/Public_Web_Site ICH Products/Guidelines/Quality/Q2 R
1/Step4/Q2_RI1 Guideline.pdf

10. Nmenko B.W. [IpoMebIeHHast TEXHOJIOTHS JIeKapCTBEHHBIX cpencts/ B.W. Umenko.
YO «Butebckuii TrocyaapCcTBEHHBIH MEIUIIMHCKHI YHUBEpcUTeT», Buredck, 2012. — 508 c.
https://core.ac.uk/download/80150462.pdf

4.3. JlomosHHWTe/bHAasl JIUTEPATYypa
1. [Taruropckass H.B., beperoseix B.B., MemxkoBckuit A.IL, Ilsturopckuit A.M., BrikoB
A.B. Opranu3anusi Npou3BOACTBAa U KOHTPOJISI KAUeCTBA JIEKapCTBEHHBIX cpeAcTB [Tekcr]. — M.:
UsnmarensctBo 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, LK. IIpom3BoacTBO J€KapCTBEHHBIX CpencTtB. KOHTpoap KadecTBa H
perynupoBanue [Tekcr]: mpaxt. pykoBoactBo / IIILK. I'an (pea.); mep. ¢ aHri. u3. Moj pen.
Beperoseix B.B. Cankr-Ilerepoypr : [Ipodeccus, 2013, - 959 c.

3. Kon6un, A.C., 3aropomnukoBa, K.A. be3omacHOCTh  OHOJIOTHYECKUX
JIeKapCTBEHHBIX MpenapaToB [ DnekTpoHHbIN pecypc] / KauecTBeHHas JekapCTBEeHHAS MPAKTUKA. —
2013.— Ne3. — C.47-52. — Pexum poctyna: https://cyberleninka.ru/article/n/ bezopasnost-
biologicheskih-lekarstvennyh-preparatov/viewer

4. Kontposb kauecTBa gekapcTBeHHBIX cpeacTB [Tekcr]: yueOnuk / T. B. [lnerenéna,
E. B. Ycnenckas, JI. 1. Mypanosa / nox pea. T. B. [lnerenépoit. - M.: I'D0TAP-Menaua, 2015. -
560 c. - ISBN 978-5-9704-3277-8

4.4. JluleH3WOHHOe W CBOOOJHO pacHmpocTpaHsieMoe NPOrpaMMHOe
o0ecneueHue
1. IIporpammer maketa Microsoft Office (Word, Excel, PowerPoint).

4.5. CoBpemenHble npodeccuoHaIbHbIe 0a3bl JAHHbIX U UH(POPMANUOHHBIE
CIIPABOYHbIE CHCTEMbI

l. www.elibrary.ru — Hay4yHas 3eKTpoHHast OMOaroTeKa
2. http://www . fips.ru/wps/wem/connect/content_ru/ru - POCITATEHT
3. www.molbiol.ru - Y4yeOHuku, Hay4yHble MOHOTpaduu, 0030phI, JTaOOpPATOPHBIE

IMPAKTUKYMEI B CBOGOI[HOM AOCTYIIC Ha caiite HpaKTquCKOﬁ MOJ'ICI(y.]'IHpHOﬁ OHOJIOTUH.


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

4. www.scopus.com (Scopus) — eauHas pedepaTuBHasS ¥ HayKOMeTpuueckas 0aza
JAHHBIX (MHICKC [IUTUPOBAHUS)

5. www.scincedirect.com/ (ApXUBHBIE KOJUJIEKINH KypHaJIOB u3aarenbcTBa Elsevier)
— apXMBHbIE KOJUIEKIIMH PA3JINYHBIX TEMATHK, B TOM uncie Biochemistry, Engineering and
Technology.

6. http://cyberleninka.ru/article/c/biotehnologiya -  Hayunas AJIEKTPOHHAS
oubnuorexka «KUBEPJIEHMHKA

7. http://www.springerprotocols.com/ - moctym k 6a3e maHHbIX SpringerLink

8. http://grebennikon.ru/ - snekrponnast oubmuorexa Grebennicon

5. MarepuanbHoO-TeXHHYeCKOe obecredeHune

Jlexumonnast aymutopust kKadeapbl «Xumbuorex» ABS5504. (115280, r. Mockga, yiI.
ABro3aBojackas, A. 16 ctp. 1 (xopmyc 5)), oGopyaoBaHHas: CTOJBl y4eOHBIE CO CKaMbsIMH,
ayJIUTOpHAs JTOCKA, MYJbTHMEIHHHBIA KOMIUIEKC (TIEPEHOCHON MPOEKTOp, HOyTOYK). Pabouee
MECTO IpenoAaBaress: CTOJ, CTYI.

Aynmutopust Ui CEMMHApPCKMX U TNPAKTUYECKUX 3aHATUH Kadenpbl «Xumbuorex»
AB5404a (115280, r. Mocksa, yi. ABT0o3aBoaCKas, 1. 16 ctp. 1), 060pyaoBaHHAas: CTOJIBI y4eOHBIC
CO CKaMbsIMH, ayJWTOpHAas J0CKa, MYJIbTUMEIUNHBIA KOMIUIEKC (IIEPEHOCHOW MPOEKTOp,
HOYTOYyK). Pabouee mMecTo mpenogaBaTens: CToJ, CTYJI.

Jlaboparopus kadpeapsl «Xumbuorex» AB54056 (115280, r. MockBa, yi1. ABT03aBOJICKas,
n. 16 ctp. 1 (xopmyc 5)), obopynoBannas: JlabopaTopHbI€ CTOJBI, BBITSDKHON IIKad, BECHI
nperusnonnble KERN, Bechl ananmutrueckue Vibra, MarHUTHBIC MEIIAIKH, CIEKTPOPOTOMETP
[1B2-5300, pH-MeTp DKOHUKC, XUMUYECKas MOMKA, XUMUYECKUE PEAKTUBBI, XUMUUECKAsl IIOCY1a.

Jlabopatopus kadeapsr «Xumbuorex» A5406a (115280, r. Mockga, yi1. ABTO3aBO/ICKas,
n. 16 ctp. 1 (5 xopmyc)), obopynoBaHHasi: Ja0OpaTOPHBIE CTOJBI, OMOPEAKTOP, YCTAaHOBKA
O6apomeMOpaHHOl  (uiIbTpanuMu, BaKyyMHBIH CYIIWIBHBIA ImKad, mIekep-uHKyOaTop
MHUKpPOOHOJIOTUYECKUH, OTOOMOPEAKTOP, YCTAaHOBKA JUIsl KYJIbTUBUPOBAaHUS POTOTPOPOB.

Peanu3anus o6pazoBaTebHOM MPOrpaMMbl 00€CIIEUBAETCS AOCTYIIOM Ka)KJI0T0 CTyeHTa
K HH(POPMALIMOHHBIM pecypcam — OubimoredHoMy (OHJTy U CeTEeBBIM pecypcam VHTepHeT.

6. MeToau4yeckue peKOMeH AN

6.1. Meroanuyeckue peKOMEHIAUMHU IJIs INpenoaaBare/ss N0 OPraHU3alMU
00y4eHus

Meroavka npenoaaBanus avcuuiuiMHel «lIpaBuiia Hamnexaiied IPOU3BOIACTBEHHOMN
npakTuku B cuctemMe GMP» u peanuzanus KOMIETEHTHOCTHOTO IOAXOJa B HU3JIOKEHUU U
BOCIIPHATHM MaTepHuaja MpeaycMaTpUBaeT HCIOJIb30BaHHUE CIEAYIOUIMX (OpM HpPOBEAECHUS
IPYNIIOBBIX, UHIUBHUYaJIbHBIX, ayTUTOPHBIX 3aHATUH B COUETAHUU C BHEAYAUTOPHOU paboToil C
1eNbl0 (GOPMUPOBAHHS U PA3BUTHUS MPO(PECCHOHATEHBIX HABBIKOB 00YYarOIINXCS:

— CaMOCTOsTeNbHas paboTa CTYJEHTOB 10 IPOrpaMMe TUCIUILIINHBI;

— mpopaboTka marepuaia nporpammsl ¢ C/10;

— KOHTPOJIb Ipo1ecca 00ydeHus myTeM npoMexyTodroro tectupoanus ¢ CJ1O;

— OpraHu3anys 1 NpoBeJeHHUE TEKYIIEro KOHTPOJIs 3HAHUHN CTY/I€HTOB;

[Ipexycmorpena BO3MOXKHOCTb MCIIOJIb30BaHHUs AJIEKTPOHHOI'O o0y4eHus,
JMICTAaHIIMOHHBIX O00pa30BaTENBHBIX TeXHOJNOTHA. Bce Marepuwansl pasmemiatrores B CHO
Mocxkosckoro [Tomutexa (https://lms.mospolytech.ru/).

Hcnonb30BaHue creayromnx akTUBHBIX U HHTEPAKTUBHBIX ()OPM MPOBEICHHSI TPYIIIOBBIX,
VUHAVBUAYAIbHBIX, ayJUTOPHBIX 3aHATHUH B COYETAHMM C BHEAYJIUTOPHOM pabOTON C IIEINbIO
(dopMHpOBaHUA U Pa3BUTUS NPO(PECCHOHAIBHBIX HABBIKOB 00YUYAIOIIMXCS TAKXKE BKIIIOYACT:

— MOATOTOBKY, IPECTaBIeHNE U 00CYKIECHNE JOKIAI0B U MPE3eHTallui Ha CEMUHAPCKUX
3aHSTHSIX.



B xoxe nexkuui C HCMNOJBb30BAHHEM MYJIbTUMEAUNWHBIX TEXHOJOTHI MPENoJaBaTellb
U3JIaraeT U pa3bsACHIET OCHOBHBIE, HAaNOOJIee CI0XKHbIE TOHATHS TEMBI, @ TAKXKe CBS3aHHbIC C HEH
TEOPETUYECKUE M TPAKTHYECKUE MPOOJIEeMBbl, JaeT PEeKOMEHJAlMM Ha MPaKTUYECKOe WU
1a00paTOpHOE 3aHIATHE U YKA3aHUS HAa CAMOCTOATEIbHYIO padoTy.

CryneHram, MpONYCTUBUIMM 3aHATHS (HE3aBUCUMO OT INPUYMH), HE HUMEIOIUM
MACBMEHHOT'0 PEIIEHUs 33/1a4 WM HE MOATOTOBUBIIMMCS K JAaHHOMY NPAKTUYECKOMY 3aHSATHIO,
PEKOMEHIyeTCsl He II03)Ke, YeM B 2-HEJEeNbHBbIH CpPOK SIBUTHCSI HA KOHCYJbTALUIO K
IIPENOJABATEII0 U OTYUTATHCA 110 TEME, U3yd4aeMoi Ha 3aHATHH. CTyAEeHTbI, HE OTYMTABILHECS
M0 KaXI0H He MpopabOTaHHOM MMM Ha 3aHATHSAX TEME K Haudaly 3a4eTHOM CEeCCHH, YIMYCKaloT
BO3MOKHOCTb TTOJTYYHTH TTOJ0KEHHBIEC OAJTBI 32 padOTy B COOTBETCTBYIOIIEM CEMECTPE.

Metonuka mnpenojaBaHus IUCLUIUIMHBI IPEIyCMATPUBAET IPOBEICHHE TIPYNIOBBIX
ayIUTOPHBIX U MPAKTUUECKUX 3aHATUH.

Texkymmii KOHTpOJIb YCIIEBAEMOCTHM W IPOMEKYTOYHOM AaTTECTallMM IIPOBOIATCSA
CJIENYIOIINMU CPEICTBAMMU:

- JOKJaJ 1 00CyKIeHHE Ha MPAKTUYECKUX 3aHITUSAX;

- TECTUPOBAHUE;

- CAMOKOHTPOJIb.

@dopma UTOTOBOH aTTecTallu — 3a4eT.

CamocrosTenpHas paboTa CTyI€HTa MPEAIoaraeT mpopaboTKy U yriryOJeHne OCHOBHBIX
pa3nesioB TEOPUU M IIPAKTHKU C MCIIOJIB30BAHMEM JIOIOJHUTEIBHON IuTepaTrypsl U HMHTepHET-
pecypcoB. Ilpu caMOCTOATENBHOM BBINOJIHEHUM PAa3IMYHBIX BHUJOB 3aJaHUM CTYIEHT YYHUTCS
IIPUHUMATh PELIEeHUs, pa30MpaTh U U3y4aTh HOBBII MaTepuai, paboTaTh C UICTOYHUKAMHU HAYyYHON
nHpopmanuu.

6.5. MeTtoauueckue ykazaHus Uil 00y4YAIOIIMXCS M0 OCBOEHUIO THCUMILTUHBI

Jucnunmuna «lIpaBuna Hamnexamieid NpoOU3BOJCTBEHHOM MpakTUKU B cucteme GMP»
MpeyCMAaTPUBALT JICKIIMH ¥ MPaKTUYeCKHe/TabopaTOpHbIC 3aHATHS KaxayIo Henemo. M3yuenue
JTUCITUTIITMHBI 3aBEPIIACTCS YK3aMEHOM. Y CTIENTHOE U3YUCHUE JUCITUTIIUHBI TPeOyeT MOCEIICHUS
JICKIUH, aKTUBHOM paOOThI Ha MPAKTUYECKUX U JaOOPATOPHBIX 3aHIATHIX, BBHITTOTHEHUS YU4EOHBIX
3a/IaHAN MPEroAaBaTelisl, 03HAKOMIICHUS! C OCHOBHOM U JOTIOJTHUTEIBHON JIMTEPATYPOU.

[Ipu moAroTOBKE K JEKIIMOHHBIM 3aHATHIM CTYJIEHTAaM HEOOXOIMMO:

nepes OuepeqHOM JIeKIHelW HeoOXOAUMO MPOCMOTPETh IO KOHCIEKTY MaTepuan
npenpinymei nekuuu. [lpu 3aTpyAHEHUSX B BOCHPUSITHH MaTepuaia CIEAyeT OOpaTUThCS K
OCHOBHBIM JIUTEPATYPHBIM UCTOYHUKaM. Ecim pa3zoOparbcs B MaTepualie OmnsiTh HE YJIaloCh, TO
oOpaTtuTech K JIeKTopy (1o TpaduKy ero KOHCYJIbTAIlWN) WIIH K MPENoAaBaTei0 Ha MPAKTUYECKUX
3aHIATHUAX.

[IpakTrueckue/mabopaTopHbie 3aHATHS 3aBEPIIAIOT M3YYCHHE HamOoJsiee BAKHBIX TEM
y4eOHOM muctuIuinHbl. OHU CITyKaT [T 3aKPETUICHHS H3yYEeHHOT0 MaTeprala, pa3BUTHS YMEHUN
Y HaBBIKOB MOJATOTOBKH JIOKJIAJIOB, COOOIEHUHN, MPUOOPETCHHs OIbITA YCTHBIX ITyOIHMYHBIX
BBICTYIUICHUM, BEACHUS ITUCKYCCHHM, APTyYMEHTAlMM M 3allUThl BBIIBUTAaEMbIX IOJOKECHUH,
HaBBIKOB TIPAKTHYECKOW pPabOTHI B J1aOOpPaTOpuu OMOTEXHOJIOTHH, a TakKe JUIsl KOHTPOJIS
MPEIOIABATENEM CTEIEHU OATOTOBIEHHOCTH CTYIEHTOB 110 U3Y4YaeMOW JTUCLUIUIMHE.

[Ipy moAroToBKE K MPAKTHYECKOMY/TabOpATOPHOMY 3aHSATHIO CTYICHTHI HMEIOT
BO3MOXHOCTbh BOCHOJIb30BAThCSI KOHCYJIbTAIIUSAMHU MPETO1aBaTeNsl.

[Ipu moAroTOBKE K MPaKTUYECKUM/Ia00paTOPHBIM 3aHATHAM CTYACHTaM HEOOXOAUMO:

MPUHOCUTH C COOOM PEKOMEHJOBAHHYIO IMperojaBaTelieM JIUTepaTypy K KOHKPETHOMY
3aHATHIO;

0O OYEpPEeNHOr0 MPAKTUYECKOT0/TadopaTOPHOrOo 3aHIATHS MO PEKOMEHIOBAHHBIM
JUTEPATYpPHBIM HCTOYHHKAM MPOpabOTaTh TEOPETUUECKUN MaTepHall, COOTBETCTBYIOMICH TEMBI
3aHATHUS; TOBTOPHUTH MPOBEICHHBIC HHCTPYKTAXHU MO TEXHUKE 0€30MMacCHOCTH;
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B Hayajie 3aHATHI 3a/1aTh NPENoAaBaTell0 BOMPOCHl MO MaTepuaty, BbI3BAaBLIEMY
3aTpyJHEHUS] B €ro NOHMMAaHWM M OCBOCHUHM TpPU pEIIeHWH 3a4ad, 3aJaHHbIX JJIs
CaMOCTOSATENILHOTO PEIICHUS;

B X0JI€ CEMUHAapa JaBaTh KOHKPETHBIC, YETKHUE OTBETHI 110 CYIIIECTBY BOIIPOCOB;

Ha 3aHATHH JOBOJUTH KKIYIO 3a/1ady J0 OKOHYATEIHHOTO pEIIeHHUs, IEMOHCTPHUPOBAThH
MMOHMMAaHWE TPOBEJACHHBIX PacueTOB (aHAIM30B, CUTYAIlHii), B Cllydae 3aTpyIHEHUN oOpamaTscs
K [IpernojaBaTelnio.

MeToanueckue peKOMeHJANMM M TpeOoBaHUS K OQOPMJIEHHMIO OTYETOB II0
NPaKTHYECKUM 3aHIATHAM

[IpakTrueckoe 3aHATHE NOJAPa3yMEBAET CAMOCTOSITEILHOE BBIMOJIHEHHE CTYIACHTOM
(Tpynmoit cTyAeHTOB) MPaKTUYECKUX JCUCTBUHN MO ompenenéHHor Teme. llenp BwIMOTHEHUS U
HamucaHWsl OTYeTa 10 TPAKTUYECKOMY 3aHSITUIO — TPUBUTHE CTYIEHTY HAaBBIKOB
JOKYMEHTUPOBAHUsS JICHCTBUH W TPEACTABJICHUS COOPAaHHBIX MaTepHaioB W (akToB B
COOTBETCTBUU C TPeOOBAaHUSAMHU, IPEABSIBISIEMBIMUA K OTUETAM.

B oTdere 10MKHBI OBITH TTPEICTABICHBIL:

- Ha3BaHHE MPAKTHYECKOTO 3aHATHUS,

- TeMa;

- LIETIb;

- HICTOYHHUKH WH(OPMAIINH;

- CYIIHOCTbh METOJIOB;

- OTpaX€Hbl JEWUCTBUA MO JOCTHXKEHHIO TIOCTABJICHHBIX 3a7ad, 3a(UKCHPOBAHBI
PE3yNIbTAThI, BEITIOTHEHBI HEOOXOAMMBIE PACUEThl IPH HEOOXOIUMOCTH;

- 3aKJII04YEHUE (KPaTKUE BBIBOJIBI);

- CIIUCOK HCIMOJB3yeMON JIUTEpaTypbl (CIUCOK OGOpMISIETCS CIEIyIMHUM 00pa3oMm:
@.1.0. aBTOpa; Ha3BaHUE PadOThI; MECTO M T'OJ U3JIAHUA).

Mpudt: Time, 14 nr. Mexcrpounslii uHtepBan: 1,5. A63am: 1.25 (mmm 1,27).
BripaBHuBaHue Tekcrta: o mupuHe. [lepeHoc: aBTomaTHueCcKui.

Kpurepuu onenku:

OneHKOH «3a4TeHO» OICHMBAETCS NpaKTU4eckas paboTa, B KOTOPOH COOJIIOJCHBI
cienyronme TpeOoBaHMS:

000CHOBaHa aKTyaTbHOCTh U30PAHHON TEMBI; CAMOCTOSITENILHO BBITIOJIHEHA MPAKTUYECKAs
4acTh, 3a)MKCUPOBAHBI PE3YJIBTATHI, MPABHILHO IPOBEICHBI PACUYCTHl W CHEIAHBI BBIBOJEI,
coOJro/IeHa JIOTHYecKasi CTPOMHOCTD paboThI; COOII0IeHBI TpeOOBaHUS K OPOPMIICHUIO OTYETA.

OLieHKa «HE 3a4TE€HOY» BBICTABIIAETCS MPU YCIOBHUHU:

1) MUHUMAIBHOTO yYacTUsl B MPAKTHUYECKOH YacTH JTUOO TOJHOTO OTCYTCTBUS TaKOTO
y4acTHsi, pe3yibTaTbl He 3apUKCHpPOBaHBL, MUMEIOTCA OIMIMOKH B pacyeTax U CYILIECCTBEHHBIC
HEJOCTaTKU B 0(popMIIeHUH,

2) paboTa He BBITIOJIHEHA, OTYET HE CJIaH WJIM COCTABJIEH HE CAMOCTOSITENIBHO (CITUCaH).

7. MDOHX OLICHOYHBIX CPEACTB

7.1. MeToabl KOHTPOJISI U OLIECHMBAHMSA Pe3yJIbTATOB 00YYCeHUSA

ChopMHpPOBAaHHOCTh KOMIIETCHIMH TNPU HM3YYEHHH JUCLMIUIMHBI  OHpeessieTCs
nocpeACTBOM OLICHKU COOTBCTCTBHUA OTBCTOB W/WIH BBIIOJHEHHUS 3aI[aHHﬁ 3as4BJICHHBIM
HWHAUWKATOpaM B paMKax M€p0HpI/I$ITI/H71 TCKYIECTO KOHTPOJA H HpOMe)KYTOqHOﬁ aTTecranmuu
(’x3ameHa).

7.5. IllkaJjia ¥ KpUTEePUH OLCHUBAHUSA Pe3yJbTATOB 00y4eHHs

Dopma npomercymouHol ammecmayuu: 3a4er.

11



IIpomesxyTounas aTTecranus o0yyaromuxcs B Gopme 3a4éra IPOBOJUTCS 10 pe3yJIbTaTaM
BBITTOJIHEHUS] BCEX BHUJOB y4eOHOH palboThl, MPEeayCMOTPEHHBIX Y4E€OHBIM IJIAHOM IO JaHHOM
JUCLMIUINHE, IPY 3TOM YUYUTBHIBAIOTCS PE3YJIbTAaThl TEKYIEr0 KOHTPOJIS yCIIEBAEMOCTH B TEUEHHE
cemectpa. O1leHKa CTENEHN JOCTUKEHHS 00YUarOIIMMUCS TUIAHUPYEMBIX PE3YyJIbTaTOB 00YUYESHHS
[0 JAMCUUIUIMHE HPOBOJUTCS MpEnojaBareseM, BEIYLUIMM 3aHATHS MO JUCLUUIUIMHE METOIO0M
9KCIIEPTHOM oLeHKU. [lo mToram npomexyTo4yHOM aTrTecTaluyu MO AWCLUHUIIIMHE BBICTaBIISETCA
OLICHKA «3aYTEHO» UJIU «HE 3aYTCHO».

HIkana
OlleHUBaHUSA

Onucanue

BrimonHeHs! Bce BUABI yUeOHOU paboThI, TPeyCMOTPEHHBIC yUSOHBIM ITJIAHOM.
CTyneHT JEMOHCTPUPYET COOTBETCTBHE 3HAHWM, yMEHHH, HaBBIKOB
OpUBEACHHBIM B TaONMIIAX T[OKa3aTesei, omepupyer MNpUOOpPETEHHBIMU
3auTeHo 3HAHUSMU, YMEHUSIMU, HaBbIKAMHU, IPUMEHSET UX B CUTYALUSAX MOBBIIIEHHOU
cinoxHoctd. [Ipu 3TOM MOTryT OBITH JONYIIEHBI HE3HAYUTEIHHBIC OIINOKH,
HETOYHOCTH, 3aTPYAHEHUS [IPU aHAIUTUYECKUX OIepalusax, NEpeHOCe 3HaHUU
Y YMEHHI Ha HOBbIE, HECTAHIAPTHBIC CUTYALIUU.

He BbmonHeH oauH uiam Ooniee BUAOB y4eOHOH palOTHI, MperyCcMOTPEHHBIX
yueOHbIM M1aHOM. CTyI€HT IEMOHCTPUPYET HETOIHOE COOTBETCTBUE 3HAHUM,
YMEHUH, HaBBIKOB IPHUBEICHHBIM B TaOJHMIAX IMOKa3aTele, JOMyCKarTCs
3HAYUTENIbHbBIC OIIUOKH, TPOSIBICTCS OTCYTCTBUE 3HAHHM, YMEHH, HABBIKOB
10 PsAY MOKa3aTeneil, CTyIEHT UCIBITHIBAET 3HAUUTENIbHBIE 3aTPYAHEHUS PH
ONEPUPOBAHUH 3HAHUSIMU U YMEHUSIMHU MIPU UX IIEPEHOCE HA HOBBIE CUTYAIIMH.

He 3aureno

7.6. OueHo4YHbIE CPeACTBA

3anaHus B OTKPBITOI popme

1. Yro rakoe cucrema GMP?

2. Kaxkue pazgenst cogepxut [[OCT P 52249-2009?

3. Kakue oOmue TpeOOBaHUS TPEABSBISIIOTCS K Pa3IHYHBIM (HapMITPOM3BOACTBAM
cornacHo TpeboBanusim GMP?

4. Kakune 10KyMeHTBI pery1upyroT IpOU3BOICTBO JIEKAPCTBEHHBIX CPEICTB?

5. Kakue TpeGoBaHMs NMPENBABISAIOTCA K 3[aHUSAM M MOMEUICHUSM IPH MPOU3BOJICTBE

JIEKapCTBEHHBIX CPEJICTB?

6. Kakne TpeGoBaHHMs TPEOBABIAIOTCA K OOOPYAOBAaHHWIO TIPU  IPOHM3BOACTBE
JIEKapCTBEHHBIX CPEJICTB?

7. Kakue TpeOOBaHUS TPEIBSBISIFOTCS K TEPCOHAITY IPU TMPOW3BOACTBE JIEKAPCTBEHHBIX
cpeactn?

8. Kakue tpeOoBaHUs TPEABABISIIOTCA K TMPOIIECCY MPOU3BOJCTBA JICKAPCTBEHHBIX CPEJICTB
corinacao GMP?

9. Uro Takoe KPUTHYECKHE TOUKH KOHTPOJIS KauyecTBa Ha MMPOU3BOJICTBE?

10. B uem 3axiro9aeTcsi MOHUTOPUHT KPUTUUYECKUX TOUEK KOHTPOJIS?

11. Yto Takoe Bamumanus u BepepuKarus’?

12. Kak npoBoauTCs MJIaHUPOBAHUE U MTPOBEJACHUE BATUAAIIMN?
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13. Kakue 1okymMeHTBI HE0OX0MMO 0(DOPMIISITH TIPH BAJTHTAIIAH ?

14. Kaxue pa3gensl JOKEH ColepkKaTh IPOTOKOJ BAJIUIALIUK?

15. Yro Takoe peBanunanus’?

16. Kaxue Bunpl kBanupuxauu corasacio GMP Bam n3BecTHbI?

17. Kakue BuIbI HamIexKamMuX GapManeBTHISCKIX MPAKTUK U3BECTHHI?

18. TIpaBuna GMP npumeHHTETHHO K OMOTEXHOIOTUYECKOMY MPOU3BOICTBY.

19. ITlpuroroBieHre OCHOBHBIX JEKApPCTBEHHBIX (OPM U3 PaCTUTENLHOTO ChIpbs, paBuia GMP
IIpH pabOTE C HUMHU.

20. IlpaBuna GMP npu pabote ¢ peKOMOMHAHTHBIMH IITAMMAaMHU-TIPOAYIEHTaAMH.

21. UcTtouHnKd OMAcHOCTH Ha OMOTEXHOJOTMYECKUX Mpou3BojcTBax. JlabopaTopHas
JOKYMEHTAIIUS TI0 OPTaHU3alUU KOHTPOJISI OMOTEXHOIOTUYECKUX TTPOU3BOICTB.

22. KoHTpousb KauecTBa yNaKOBKHU U MAPKUPOBKH OMOTEXHOIOTUYECKOU MPOTYKIIHH.

23. IlpaBuna odopmieHUsT HOPMATUBHO-TEXHUYECKOW JTOKyMEHTAIlMM Ha Ouompenaparhl
OTEUECTBEHHOT'0 ¥ UMIIOPTHOTO MTPOU3BOCTBA.

24. Awnanu3 u Tunsl puckoB corsiacHo 'OCT P 52249-2009.

25. Hamnexamas nabopatopnas npaktuka — GLP.

26. Hamnexamas knnandeckas npaktuka — GCP.

27. Hannexarias npaktuka xpanenus — GSP.

28. Hamnexamas npaktuka guctpudynuu — GDP.

29. Hapnexamias nmpakTHKa JUIsl KOHTPOJIS JieKapcTBeHHBIX cpeacts — GPCL.

30. Hanmnexamias ¢papmakoneiinas npaktuka (GPhP).

TecToBbIE BOIIPOCHI MO TMCHMIIJIMHE

Bonpoc 1. locTu:kenne TpedGoBaHNii K Ka4ecTBY, 3a/10:keHHBIX B PykoBoncree GMP
EC naxoaurcs B cpepe orBeTcTBeHHOCTH (1 0TBET)

A) TOII-MenemxMEHTa KOMIIAHUU- JepkaTens JIMeH3un Ha MpoOru3BOJICTBO

b) [lepconana xomnanuu - aepxarteis PerucTpaiimoHHOro y10CTOBEPEHUS

B) IlocTaBunkoB KoMnaHuu - nepxareis JIneH3uu Ha mpou3BOACTBO

Bonpoc 2. B kakoii yactu PykoBoacrBa GMP EC mpusoaurcs IBH Q10? (1
NMPaBUJIbLHBIH OTBET)

A) Yacrs 1

b) Yacts 11

B) Yacrs 111

Bonpoc 3. Kakoe yrBep:kaeHne o BeieHHH paccjel0BaHus 10 NPUYMHE OTKJIOHEHUH
BepHO? (3 NpaBUIILHBIX OTBETA)

A) B ciydasx, korja UCTUHHAS TIEPBOMPUYMHA OTKIOHEHHUS HE MOXKET ObITh

olpeziesieHa, aHaJIU3 EPBONPUUNHBI JOJKEH OBITh 3aKpPbIT

b) B ciyyasix, korjja uCTUHHAs NEPBONPUYMHA OTKJIIOHEHHUS] HE MOXKET ObITh

orpezeneHa, MOKHO CUUTATh, YTO MPUYUHON OTKIIOHEHHUS CTall YelIOBeUeCKHid pakTop

B) Heobxoaumo ompenenuTs M OPEANpUHATh HaJIeKaIlIUe KOPPEKTHPYIOUUE U

npeaynpexaaromnme aeuctpus (CAPAS) TOIBKO Mpu KPUTHIECKUX OTKIIOHEHHUSIX

I') TlepBonmpuuuHbl OTKJIOHEHHUUW MOTYT OBITH OIpeneieHbl ¢ momMolbio [IpuHnumos

VYnpasnenus Puckamu 1o ka4ecTBy

1) B cnyuasx, Korja UCTUHHAs MEPBONPUYMHA OTKIOHEHHSI HE MOKET OBITh OIpe/esieHa

HEOOXOAMMO OTpEeAETUTh Hanboiee BepOSTHIE MEPBOMPUYNHBI M PACCMOTPETh UX
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E) Heobxomumo ompeaenutb W TPEANPUHATH HAAICKAIINE KOPPEKTHUPYIOIIHE |
npenynpexnatonue aerctus (CAPAs) npu mo0bIX OTKIOHEHHSIX

Bonpoc 4. Uto Heo0X0AUMO YYNTHIBATH B OTHOLIEHUHM IVIAaHUPYeMOoro usmenenus? (3
NMPaBUJIbLHBIX OTBETA)

A) Heo0xoauMo MpoBECTH OIIEHKY MEePCIEKTUBHOTO BIUSHUS U3MEHEHHS

b) ocraTouHo mpoBecTH PETPOCIEKTUBHYIO OIICHKY U3MEHEHUs

B) Ilocne BHenpeHuss M3MEHEHUs HEOOXOAMMO IIPOBECTH €Ile OJHY OLEHKY s
MIOATBEPKACHUS JOCTHKEHHUS LIEJIEH 110 KaYECTBY

I') BnusiHue Ha KauecTBO NMPOyKTa HEOOXOAUMO YUUTHIBATH TOJIBKO IOCTE

KPUTHUYECKUX U3MEHEHUN

1) HeoOxomumo y4yuThiBaTh HE TOJIbKO acmnekTsl GMP, HO M mpodme peryisTOpHBIC

aCIIeKTHI, KaK-TO TPEOOBaHUS YBEIOMIICHUS

Bomnpoc 5. Kakoe yrBepxnenue 0 GMP BepHo? (2 npaBHJIBbHBIX 0TBETA)

A) IlpaBuna GMP kacaroTcst TOJIBKO TPOU3BOJICTBA

b) IlpaBmma GMP rapanTupyroT, 4TO NPOAYKIUS IOCIEIOBATEIIPHO NPOU3BEIACHA W
IIPOBEpEHA B COOTBETCTBUU C PerucrpaliioHHBIM YJIOCTOBEPEHUEM, pa3pelICHUEM
KIMHUYECKUX MCCIEOBAHUHN MU CTienu(UKAIel Ha MPOIYKIUIO

B) IIpaBuna GMP kacatorcs mpon3BoJICTBAa U KOHTPOJIS KaueCTBa

I') IlpaBuna GMP rapanTupytoT, 4TO HPOIYKLHS IOCIEI0BATEIbHO IMPOU3BEICHA U
IIpOBEPEHA B COOTBETCTBUHU C JIMIIEH3UEN HA IIPOU3BOJICTBO

) [IpaBuna GMP He sBisitoTcst yacThio Ynpasnenusi Kauectsa

Bomnpoc 6. OcnoBubie npaBuiia GMP raacar, uro (3 npaBuJIbLHBIX 0TBETA)

A) Bce npon3BoICTBEHHBIE TTPOIIECCHI OMPEEIISIFOTCS, CHCTEMATHYECKU
nepecMaTpUBAIOTCS U MOATBEPHKIAI0T CIOCOOHOCTH TOCTOSTHHO MPOU3BOIUTH
JIEKapCTBEHHBIE CpPeICTBA TpeOyeMOoro KauecTBa

b) Baxxnsbie Tamnbl mporeccoB MPOU3BOACTBA BATUANPOBAHBI

B) 3anucu nenarorcs TOIBKO C MOMOIIBIO 3aMKUCHIBAIOLIUX TPUOOPOB

I') Cucrema MOXeT 0TO3BaTh BEIOPAHHBIE CEPUU MPOAYKTA U3 IPOJAKU UITH
MOCTaBOK

J1) Cucrema MOKET 0TO3BATh JIIOOYIO CEPUIO MPOIYKTa U3 MPOJAKU UIIH ITOCTaBOK

Bonpoc 7. KoutpoJs kavecTBa (2 NpaBUJILHBIX OTBETA)

A) Oto yactb GMP

b) Kacaercs Tosibko B34THS P00 U IPOBEACHUS HCIIBITAHUI

B) Kacaercs B3sTus 1po0, npoBeieHNs UCIIBITaHUH, criennpUKaLuii,
OpraHM3aI[MOHHBIX IPOLEAYD, MPOLEAYP BEACHUS JOKYMEHTAIMH U TPOLIEAYP BBITyCKa
I') Kacaercs Boiltycka IpoAyKIIMK, a HE MaTEPHATIOB, HAa MTPOJAXKY WM Ha MOCTaBKY

Bomnpoc 8. OcHoBHBIEe TPeOOBAHUA KOHTPOJISI Ka4eCcTBA IJIACAT, 4YTO (3 MPpaBUJIbHBIX
0TBETAa)

A) 3HaunTeNbHbIE N3MEHEHHUS B IIPOLIECCE MPOU3BOACTBA BaJIUANPOBaHbI

b) MeTop1 mpoBeieHUS UCTIBITAHUM BaJIUIUPOBAHbI

B) Cepus npoaykTa He BBIITyCKaeTCs B IPOJaKy WM Ha MOCTaBKy 0e3

[peIBapUTEIILHON CepTUPHUKAIMU Y TOTHOMOYEHHBIM JInom

I') locraTouyHOE KOJTMYECTBO KOHTPOIBHBIX/aPXUBHBIX 00PA3I0B UCXOIHBIX

MaTEepUaJIOB U NPOAYKTOB XPAHATCS B OKOHYATEIbHOU YIIaKOBKE

J1) 3anucu nenarTces TOJIBKO BPYUYHYHO
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Bonpoc 9. O030pbl KauecTBa MPOAYKTA AOJLKHBI NMPOBOAMTHCH (2 NMPAaBHJILHBIX
0TBETAa)

A) Tonbko oauH pa3

b) Exxeronno

B) /IBa pa3a B rox

I') Ang mxeHepruKOBBK JIEKapCTBEHHBIX IIPENapaToB

M) st Bcex 3aperucTpupOBaHHbBIX JIEKAPCTBEHHBIX MIPENapaToB

Bonpoc 10. B pamkax O030poB KadecTBa NMPOAYKTAa KaK MUHMMYM He00X0IMMO
NPOBOIMTH (4 NPaBWIBHBIX 0TBETA)

A) O030p UCXOIHBIX AAHHBIX U PE3YJIbTAaTOB IPOrPAMMbl MOHUTOPHHTA

CTaOMJIBHOCTH M JFOOBIX HEXKEJIATeNIbHBIX T€HACHIUI

B) O630p pe3yabpTaToB NPOrpaMmMbl MOHUTOPUHTA CTAOMIIBHOCTU U JIIOOBIX

HEeXeJaTeNIbHbIX TeHACHUNN

B) OG30p caMbIX Ba)KHBIX CBSI3aHHBIX C Kau€CTBOM BO3BpAaTOB, OT3BIBOB NMPOIYKLUHU U

MPETEH3UI

I') OG30p Bcex CBSA3aHHBIX C Ka4€CTBOM BO3BPATOB, OT3BIBOB MPOIYKIIMHU, TPETCH3UH U

paccieJOBaHUH, TPOBOAUMBIX B 3TO BpeMs

J1) O630p nocneperucTpamoHHbIX 00s13aTeIbCTB HA HOBBIE PErHCTPALIMOHHBIC

YIOCTOBEPEHUS U U3MEHEHUSI PETUCTPALIMOHHBIX YI0CTOBEPEHUN

E) O0630p ncxoaHbIX MaTepuanoB, BKIHOYAs YIIAKOBOYHBIE MaTEpUAIIbI,

UCIIOJIb3YEMbIE B MPOJYKTE, B OCOOEHHOCTH MaTE€PUajIOB U3 CTAPBIX HCTOYHUKOB

7K) O630p Bcex 3HAUMMBIX OTKJIOHEHHUM WJIM HECOOTBETCTBUM, BKIIFOYAs

paccieoBanusl, Beayuuecs no Hum u 3dpdexruBHoctu CAPA

Bonpoc 11. Kakoe yrBepiaenne kacateibHo O030poB kauecTBa NpoaykrTa BepHo? (3
NMpaBUJIbHBIX 0TBETA)

A) O030pbI KauecTBa MOTYT OBITH CTPYNIHUPOBAHBI 110 TUITY MPOIYKTA, €CIU 3TO HAYUHO

000CHOBAHO

Bb) Tonbko nepxarens PerncrpalimOHHOTO yIOCTOBEPEHHS AOJDKEH MPOBOIUTH OICHKY

pe3yapTaToB 0030pa

B) IlpousBoaurens, U, €CIIM 3TO HE OJHO M TO XK€ JIHUIO, JIepXKaTelb PErUCTPALIHOHHOTO

yIIOCTOBEPEHHSI JOJDKHBI IPOBOIUTH OIICHKY Pe3yJIbTaTOB 0030pa

I') Db dextuBrocTs CAPA nomxHa OBITH TPOBEPEHA BO BPEMsI IIPOBEICHUS

CaMOMHCIIEKIIUU

) DddexruBnocts CAPA nomkHa ObITH IpOBEpeHa BO BpeMsl MPOBEICHUS MHCIIEKIIUU

COOTBETCTBYIOIIUM OPraHOM

Bonpoc 12. YnpasiieHHe pHCKaMH M0 Ka4yeCcTBY SIBJSIETCH CHCTeMaTHYeCKHMM
npoueccom i1 (1 npaBUWJIbHBIA 0TBET)

A) PerpocnieKTUBHOH OLIEHKH U 0030pa KauecTBa UCXOAHBIX MaTepUaoOB

Bb) IIpoakTHBHON M pPETPOCIEKTUBHOHN OIEHKH, KOHTPOJS, KOMMYHHMKAallUM U 0030pa

PHCKOB I10 Ka4eCTBY JIEKAPCTBEHHOTI'O IIpenapara

B) PerpocnieKTHBHOMN OLIEHKU M KOHTPOJISL KAaUeCTBAa UCXOAHBIX TaHHBIX

Bonpoc 13. KakoBbl npunHnunst Ymnpasienusi Puckamm mno kavecrBy? (2
NMPaBUJIbLHBIX OTBETA)

A) OneHka puCKOB 10 Ka4E€CTBY OCHOBBIBAETCSI HA HAYYHOM 3HAHUU U OIIBITE B OTHOLIEHUH
IIPOU3BOJICTBEHHOIO ITpoLiecca

b) Onenka pucka o ka4ecTBY OCHOBBIBAETCSI HA MPEATIOIOKEHUIX

B) Ouenka pucka 1o KauecTBy, IPEXk/I€ BCEro, CBsI3aHa C 3alUTON MalleHTa
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Bonpoc 14. KTo mosken ObITh ocBegomiieH o0 npuHuunax GMP? (1 nmpaBuiIbHBIA
0TBET)

A) TosbKO KJIIOUEBOM MepcoHan

b) Tonpko TOII-mMeHe>KMEHT

B) Becw nepconan

Bonpoc 15. YUto BaxkHo 1S JII0/€eid, 3aHMMAIOIIMX OTBETCTBEHHbIE J0/LKHOCTH? (2
NMPaBUJIbLHBIX OTBETA)

A) Y HUX JOJDKHBI OBIThH CIIEIIUATbHBIE 00SI3aHHOCTH, 3a)UKCUPOBAHHBIE B MTUCHhMEHHBIX

AOJDKHOCTHBIX MHCTPYKIUAX

b) Onu HHUKOTIa HE AOKHBI JIEIETUPOBATH CBOM 00SI3aHHOCTH

B) Ux o0s3aHHOCTH MOTYT OBITH JAEJIETMPOBAaHbl HA3HAUEHHBIM 3aMECTHTEISIM C

JOCTaTOYHBIM YPOBHEM KBaH(DUKAIIUU

I') Heobxoaumo, 4To0BI OBLIIO JAOCTATOYHOE JAyOIMPOBaHHE OOSI3aHHOCTEH Yy MPOYETo

KITFOUEBOTO MEPCOHANA, U HET HEOOXOIMMOCTH B €r0 00BSICHEHUHU

Bonpoc 16. Kakoe yrBep:xkaeHue o PykoBoguTessix NpPoOM3BOACTBA W OTHeJa
KOHTPOJIA Ka4eCTBa BepHO? (2 NpaBHJIBHBIX OTBETA)

A) PykoBoauTenb NpPOM3BOACTBA TAKKE MOXKET SBIATbCA PykoBoauTenem otaena

KonTpousis kauecTBa

b) PyxoBomutenu IIpomsBoactBa u Otaena KoHTposis kadecTBa JODKHBI OBITh

HE3aBHCHMBIMH JIpYT OT Apyra

B) PykoBoaurtenu IIpousBoactsa n Otaena KOHTPOJIA KauyecTBa, KaK MPaBUIIO, JOJKHBI

OBbITh 3aHATHI Ha MOJIHBIA paboYMii IeHb

I') O6s3ann0cTH PykoBonuteneit [IponsBoacTBa u OTnena KOHTPONIS KauecTBa HUKOT 1A

HE MOTYT OBITh JA€JIErMPOBaHbI

Bonpoc 17. KaxkoBbl  00513aHHOCTH  PYKOBOAMTEJNSI  NPOHU3BOJACTBEHHOIO
AenapramenTa? (3 NnpaBHJIbHBIX 0TBETA)

A) YTBepkaaTh MHCTPYKLUH, CBA3aHHBIE C TPOU3BOICTBEHHBIM IIPOLIECCOM

b) IIpoBoauTh OLIEHKY IPOTOKOJIOB CEPUU

B) V1Bepxnarh ciennuKanuy 1 HHCTPYKIIMH TI0 B3ATHIO TIPOO

I') T'apantupoBaTh NPOM3BOJACTBO M XpaHEHUWE NPOAYKIMH B COOTBETCTBHM C

JOKyMEHTAaIuen

1) KoHTponupoBaTh NMOABEAOMCTBEHHOE MOJpa3AeiieHUE, COAEp)KaHWE NMOMEUICHUH U

o0opyIoBaHUs

Bonpoc 18. PykoBoauTesnb OTaesia KOHTPOJIsSI Ka4ecTBa HeceT 0TBETCTBEHHOCTD 3a (3
NPAaBUJIBHBIX 0TBETA)

A) O1neHKy POTOKOJIOB CEpUU

B) I'apanTuio TOro0, YTO MPOBECHBI BAJUIAIINH aHATUTHIECKUX METO/I0B

B) O6pamienne ¢ mpoMeXyTOUHBIMHA U OATK-TIPOTyKTAMH U UX XPaHCHHE

I') YTBepkaeHue Bcex mpoleayp KOHTPOJIS KauecTBa

J1) T'apanTHio TOro, 4T0 MPOBOAUTCS HEOOXOAUMOE IEPBUYHOE U AajbHElIIee 00yueHue

COTPYJIHHUKOB BCEX J€MapTaMEHTOB

Bomnpoc 19. O6b14H0 y pyKoBOAUTE/ICH MPOU3BOACTBA U 0T/J€/1a KOHTPOJIA KauyecTBa
eCThb HeKOTOpble 00IHe MM COBMECTHO HCHOJHsieMble 00SI3aHHOCTH, OTHOCSIIIMECH K
KadecTBy. Cpeau HUX MOTYT ObITH (2 MPaBUJIBHBIX 0TBETA)

A) Ilpon3BoacTBeHHAs TUTHEHA

b) Otenka mpoTOKOJIOB cepun
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B) T'apanTus TOro, 4ro OIEHKAa JOKYMEHTOB IO IPOU3BOJACTBY U IOJIUCH CTABUTCA
YIOJTHOMOYEHHBIM JINLIOM
I') Xpanenue 1OKyMEHTOB

Bomnpoc 20. Uro He00X0AMMO YYUTHIBATH NPOU3BOAUTEII0 KACATEJIbHO 00yueHusi? (2
NpaBHJIbHBIX 0TBETA)

A) Bech nepcoHan 10JKeH IpoiTH 00yUYeHHe TOJIbKO 110 Teopuu U npaxktuke GMP

b) Corpyanuku, palotaromye B 30HaX, IJ€ 3arpsA3HEHUE NPEACTaBIsSIET OMNACHOCTb,

JIOJDKHBI IPOMTH criennanbHoe 00yueHue B JOMOJHEeHHe K oomemMy ooyuenuto no GMP

B) Bce corpynHuku, 3aHSATbIE B IPOM3BOJCTBEHHBIX 30HAaX M B JIaOOpaTopusix IO

KOHTPOJIIO KauecTBAa, BKJIIOYAsl TEXHUYECKUH, 0OCITYyKHMBAIOIIUN MEPCOHAT U MepCOoHal,

OCYIIECTBISIONINNA yOOPKY, JOJDKEH MPOUTH 00yueHue

I') IIporpammbl oOyueHUs HODKHBI OBITH yTBepXaAeHBI [ eHepambHbM JlHpexkTopoM

KOMIIaHUHU

Bonpoc 21. KakoBbsl Bamm eiicTBUsI B OTHOIIEHMH HEOOYUYEHHBIX COTPYAHMKOB M
nmocerurTesieil B 30HaX MPOU3BOJACTBA U KOHTPOJIsi KayecTBa? (2 mpaBUJIbLHBIX OTBETA)

A) IlpeanoyTurensHO, YTOOBI OHU HE IOMYCKAIIUCh B ATH 30HBI

b) Ilocne Toro, kak WM TPEIOCTABHIN COOTBETCTBYIONIIYIO WH(OPMAIUIO O TUTHCHE

COTPYJIHHUKOB, U UM ObLjIa BbIJaHa 3aIIUTHAS OJI€Xk1a, OHU MOTYT BXOJUTh B 3TU 30HBI O€3

KaKoro-1100 KOHTPOJISI CO CTOPOHBI

B) Ilocne Toro, xkak UM MPEJOCTABUIM COOTBETCTBYIOUIYIO HH(OPMAIIMIO O TUTHCHE

COTPYAHHMKOB, ¥ UM ObLJIa BbIJaHA 3allIUTHAs OACKIA, OHU MOTYT BXOAHWTH B 3TH 30HBI

TOJIBKO MO/JI TIIATEIbHBIM KOHTPOJIEM

I') Ix Hukorga He cneAayeTr JOMmyCKaTh B 3TH 30HbI

Bonpoc 22. Kakoe yTBepxaeHne KacaTeJbHO MHCTPYKIHUI MO THTHeHe BepHO? (2
NpaBHJIbHBIX 0TBETA)

A) [lns Bcero npeanpusThs J0JDKHA OBITh YCTaHOBIIEHA 00IIast MHCTPYKIHMS MO THTUEHE

b) Ha npeanpusituu A07KHBI OBITH pa3paboTaHbl M BHEAPEHBI MHCTPYKIIMH 10 TUTHEHE C

y4eTOM 0COOECHHOCTEH KOHKPETHOT'O IPOU3BOJICTBA

B) B uHCTpyKIIMU 110 TUTHEHE HE BXOAAT IPOLEAYPHI 110 MPAaBUIaM HOIIEHUS OJIEXK bl JJIs1

nepcoHaa

I') UucTpyKuuu 1o rurueHe JOJIKHbI IPOABUTATHCS PYKOBOJICTBOM

Bomnpoc 23. KT0 n0/12k€H NPOXOAUTH MeAUIMHCKHUA 0cMOTP? (1 mpaBUJIBLHBIH OTBET)
A) Bce corpynHHKHM, IpUHUMaeMble Ha paboOTy M IpU HEOOXOOMMOCTH B MHTEpecax
paboThI U JIMYHOTO 37I0POBbSI COTPYAHUKOB, pabOTAIOUINX B 30HAX, /i€ MPUMEHSIOTCS
TUTHEHNYECKHE MMPaKTUKU

b) Bce cotpynnuku, npuHUMaeMble Ha paboTy

B) Bce cotpynHuku Bo Bcex JemapTaMeHTax

Bonpoc 24. Ilpuem nuimm, NUThe, KeBAHHE Pe3MHKH WM KypeHHE J0JIKHO ObITh
3anpenieHo (1 npaBWIbHBINA 0TBET)

A) B npou3BOACTBEHHBIX 30HAX, HO MOXET OBITh Pa3pelIeHO B 30HaX XpaHEHUs

b) B npon3BOICTBEHHBIX 30HAaX U 30HAX XPaHEHMS

B) Beszne na npeanpusituu

Bonpoc 25. Kak Heo0XoauMM0O OCYIIECTBJSATH MNPOU3BOACTBO HEKOTOPbBIX

AOMOJHUTEJbHBIX MNPOAYKTOB, TAKMX KaK BbICOKO3((eKTHBHbIEe TNpenaparbl WJIH
HeJIeKapCTBeHHbIe npenaparbl? (2 NpaBUJIBLHBIX 0TBETA)
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A) OOpareHue ¢ 3TUMH NPOJLYKTaAMU HUKOTA HE TOJDKHO IIPOXOJAUTH B OJHUX U TEX XKe
IOMEILIEHUAX

b) B uCKIIOYMTENBHBIX ClydasX IPOU3BOJICTBO MOXKET OCYIIECTBIATHCA B OJHHUX
IIOMEUICHUAX MPH NIPOBEACHUM ONPEIEIEHHOI0 KOMIUIEKCA MEPOIIPUATHN

B) Ilpon3BoacTBO Bcersa MOMKET OCYLIECTBIATHCS NPU MPOBEAECHUU OIPEIEICHHOIO
KOMIIJIEKCa MEPOIIPUATUI

I') Heo6xoauMo MmpoBOIUTH BaTUAALIMIO OYUCTKH IEpe]l MPOBEICHUEM OIpPENEICHHOIO
KOMIUIEKCA MEPOIPUATHH

1) HeoOxoauMo NpoOBOAUTH BAIMAALMIO OUYHUCTKU MOCJE MPOBEICHHS ONpPENeICHHOIO
KOMILJIEKCa MEPONIPUATUI

Bonpoc 26. KakoBa npeanoyrnre/ibHasi IVIAHNPOBKA NMoMelleHUii? (2 NpaBUIbHBIX
0TBeTAa)

A) IlnanupoBka 10JIHA MO3BOJSATH MPOU3BOACTBY MPOXOAUTH B U30JUPOBAHHBIX 30HAX

b) IInanupoBka K0JKHA O3BOJIATE IPOU3BOJCTBY IPOXOJUTH B COEAMHEHHBIX

30HaX B COOTBETCTBUHU C IOCIIEI0BATEILHOCTHIO IIPONU3BO/ICTBEHHBIX ONIEpallnii

B) IlnanupoBka JofKHA JO3BOJIATH IEpeKpelIMBaHUE MMOTOKOB MaTepuana i TOro,

YTOOBI CHAKOHOMHTb ITPOCTPAHCTBO

I') IInanupoBka moJKHa OBITH OpPraHM30BaHa TaKUM OO0pa3oM, 4YTOOBI H30EeKaTh
MepeKpenIuBaHusl IOTOKa MaTepHalioB

Bonpoc 27. I'le 00bIYHO [OJIKHO TIPOBOAMTBLCS B3BeIIMBAHHE MEPBUYHBIX
MaTtepuaaos? (1 npaBUIbHBIN 0TBET)

A) Bcerna npsiMo Ha TOUKE UCTIOIb30BAHUS

b) B oTnensHOM MOMENIEHHH, CIIEHUAIBHO 000pYI0BAaHHOM IS 3TOTO

B) B 30He koHTpOJIA KauecTBa

Bonpoc 28. Ilomemenust 1151 yNIaKOBKH JICKAPCTBEHHBIX NPENapaToB J0KHbI ObIThH
CIenMaJIbHO 000pY/10BaHbI, YTO0bI (2 NPaBUJILHBIX 0TBETA)

A) CoKOHOMHTH MECTO

b) BeinonHATe nponenypbl 10 KOHTPOJIIO KauecTBa

B) 130exatb cMemeH s Wi MePeKPECTHON KOHTAMUHAIIH

I') IlpoBoauTh onepanuu Mo yrnakoBKe B IOTHYECKOM MOPSAKE

Bomnpoc 29. MoryT i1 HCXO/IHbIE, IPOMEKYTOUHbIE MATEPHAJIBI, 0AJK-NPOAYKTHI WJIN
NMepBUYHbIE YIIAKOBOYHbIE MAaTEePHUAJIbI NOABEPraThCcsi BO3AeiICTBUI0 OKPY:KalolIleH cpeabl?
(2 npaBUJIBHBIX 0TBETA)

A) Her

b) la, mpu ycinoBuu, 4TO BHYTPEHHNUE TOBEPXHOCTH TTOMEIIICHHUH TJIa/IKKE, HE TTIOPUCTHIE 1

00ecreurnBaOT BO3MOXKHOCTh O€CTIPENITCTBEHHON U 3(PPEKTUBHON YOOPKHU

B) Her, eciiu oHU BBIJEISIOT YaCTHITHI

I') Her, nckirouast mepBUYHbBIE YITAKOBOYHBIE MaTEPHAIIBI

Bonpoc 30. I'me no/nkHa pacnosararbesi 30Ha oT0opa mpo0d sl HMCXOAHBIX
MaTtepuaaos? (1 npaBUIbHBIN 0TBET)

A) B oTnenbHONM 30He WM B 30HE XpPaHEHMs, IPU YCIOBUH, YTO INPEAOTBPAILACTCS

IIepEKpeCTHAs: KOHTAMUHALIUSA

b) Bcerna B oTensHO# 30He

B) B 30H€ KOHTpOJIS KauecTBa

Bonpoc 31. JIaGopaTopuu o KOHTPOJII0 Ka4ecTBa J0JKHBI (2 NPaBUJIbHBIX OTBETA)
A) Pacnionararbcsi B IpOU3BOJICTBEHHBIX 30HAX
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b) BeITh H301MpOBaHBI OT IPOU3BOACTBEHHBIX 30H

B) Pacnionararbces B 01HO 30HE ¢ 1a00paTOPUSIMU KOHTPOJISI OMOTIOTUYECKHX,
MHUKpPOOHOJIOTMUECKUX NTPENAPaTOB U paAHOU30TONIOB

I') BoITh M305IMpPOBAHBI OT JIAOOPATOPHI KOHTPOJISI OMOJIOTMUECKHUX,
MUKPOOHOJIOTUYECKUX MPETapaToB U PaIMOM30TONOB

Bonpoc 32. KomHarbl 0TABIXa, IPHEMAa UMY U TyaJieThl (2 NPAaBHJIBHBIX 0TBETA)
A) JlomxHbI ObITH U30JIMPOBAHBI OT JPYTUX 30H

b) HJI nomKkHBI OBITH OTJENEHBI OT IPYTUX 30H, a JOJKHBI OBITh COETMHEHBI C

30HaMH MIPOM3BOJICTBA U XPAHEHUS JJISl TOTO, YTOOBI ObLT yIOOHBINA JOCTYIT

B) JomkHBI OBITH KaK MOYKHO MEHBITIE

I') lomKxHBI COOTBETCTBOBATH YMCIEHHOCTH IIEPCOHAIIA

33. I'ne 10JIKHBI PacnoIaraTbCcsi peMOHTHBIE y4acTKu? (1 mpaBU/ILHBINA OTBET)
A) Kak MOxHO OJrKe K TPOU3BOJICTBEHHBIM 30HAM, HO OTJENIEHBI OT HUX

b) Kak M0HO fanbliiie OT MpOU3BOJACTBEHHBIX 30H, U OTJICICHBI OT HUX

B) Bcerna B oT/ienbHBIX 3JaHUSIX

34. KakoB nopsiiok o0paiieHusi ¢ BecCaMM M H3MeEpPHUTEJbHbIM o0opyaoBaHueM (2
NMPaBUJIbLHBIX OTBETA)

A) OHO JOMKHO OBITH TOCTYITHO TOJIBKO JJISl OTIEpAIlfil IO KOHTPOIIIO KauecTBa

b) Heo6xoaumo mpoBoIuTh X KaTHOPOBKY JIBa pas3a B TOJI

B) Ono nomKHO OBITH TOCTYITHO ISl OTIEPAIIAiA 110 IPOU3BOJICTBY U MPOBEACHUIO

KOHTPOJIA

I') Ix moBTOpHAast KaauOpOBKa JOJKHA TPOBOAUTHCS C ONPeIeIEHHBIMU

WHTEpBaJIaMu

35. KakoB nopsok o0paimeHnsi ¢ HEHCIIPAaBHBIM 000pyaoBaHHeM? (2 MPaBHJIbHBIX
0TBeTAa)

A) Ecimu BO3MOXHO, HEOOXOIMMO YJaduTh HEUCIIPaBHOE OOOpYJOBaHUE W3 30HBI
MIPOU3BO/ICTBA U KOHTPOJIS KAUeCTBA

b) Ecam BO3MOXHO, HEHWCIpaBHOE O0OOpYyIOBaHHWE JOJDKHO OCTaBaThCs B 30HE

MIPOU3BOJICTBA M KOHTPOJISl Ka4eCcTBa

B) HewucnpaBHoe  o0opyaoBaHHEe  JODKHO  OBITh ~ YETKO  MPOMApKHPOBAHO

COOTBETCTBYIOILIEH ATHKETKOMN

I') He ny>HO0 oOpaiats BHUMaHUs Ha HEUCIIPAaBHOE 000pYA0BaHUE

36. Uto Heo0XoAMMO YYNTHIBATH NPH PeMOHTe M 00c1y:KuBaHuN o6opynoBanus? (1
NPAaBUJIbHBINA 0TBET)

A) PaboTel 10 PEMOHTY M TEXHMYECKOMY OOCIYKMBAaHHIO HE JOJDKHBI OKa3bIBaTh

OTPULATENBHOTO BIUSHUS Ha KAYECTBO MPOAYKIIMH

b) PemonTHbIE pabOTHI U pabOTHI IO OOCTYKUBAHUIO JOJKHBI BBIIOJTHATHCS KaK MOKHO

ObIcTpee, He3aBUCUMO OT TOT'0, IIPOILE JIU IEPCOHAT HE00X0AUMOe 00yUeHHe UIH HeT

B) PemonT u o0O0cmyXHBaHHE JOJDKHBI MPOBOIUTHCS TOJNBKO IIOCIE OCTaHOBKH

IIPOU3BO/ICTBA HA COOTBETCTBYIOLIEH 30HE

37. Kakasi Iu1laHMpPOBKA Heo0XoAMMa JIsl TPyOOnpoBoaa, 0CBeTHTEJIbHBIX IPHOOPOB,
Y4aCTKOB BEeHTHJIAIMU U NPoYuX npudopos? (1 npaBWJILHBIA 0TBET)

A) ITo Mepe BO3MOKHOCTH, JIJIs1 00JIeTYeHUs 0OCITYKUBaHUS, HEOOXOIUMO, YTOOBI JOCTYTI

K HUM OBITh C BHYTPEHHEW CTOPOHBI POU3BOJICTBEHHBIX 30H

b) I1o Mmepe BO3MOXKHOCTH, JUIsl 0OJIerYeHUsl 00CTy)KUBaHUs, HEOOXOAUMO, YTOObI 1OCTYII

K HUM ObUI C BHELLIHEH CTOPOHBI IPOM3BOJICTBEHHBIX 30H
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38. Yro Takoe [loche nmpeanpusiTus/mpou3BoACTBeHHOro y4acrka (Sit/l MAst/dr
Eill)? (1 npaBWIbHBIH 0TBET)

A) Sitll MAst/lr Eil/l sBasercs HOKYMEHTOM, OIKMCHIBAIOIIMM BCE TEXHHYECKHE

COTJIAIICHUS] MEXIY 3aKa34YMKaMHU M MUCIOJHUTEISIMU ISl OCYLIECTBICHUS ACATEILHOCTU

CTOPOHHUMH OPraHU3aIUSIMU

b) SitJl MAst/lr Eilll saBmsieTrcss TOKyMEHTOM, OMNHUCHIBAIOIIUM JCSTEIHHOCTD

MIPOU3BOAUTENS, UMEIONTYI0 OTHOIIeHHe kK GMP

B) Sit/l MAst/Ir Eil/l sBnsieTcss TOKyMEHTOM, OMHUCHIBAIOIIUM MYTh CHHTE3a MPOIYKTOB,

MPOU3BOIMMBIX Ha JTAHHOM TUIOIIAIKE

39. Kakasa nngopmanus npusogurca B Ceprudpukare ananusza? (2 npaBHIbHBIX
0TBeTAa)

A) B Hem mpuBOmUTCS 0030p pe3yJbTaTOB MCIBITAHWK Ha 00paslax MPOAYKIHMH WU

MaTepHaloB, a TAK)KE OL[EHKA COOTBETCTBUS YCTAaHOBICHHOH crielU(pUKAIIIN

b) B Hem npuBOAUTCS MOJHBINA KOMIUJIEKT MMEPBOHAYAIBHBIX TAHHBIX O MPOBEIACHUU

UCIBITAHUA Ha TMPONYKUMH WIM MaTrepuajgax, a TakXkKe OLEHKa COOTBETCTBUSA

YCTQHOBJICHHOH crienupuKam

B) B Hem Takke MOXET MPUBOJUTHCS OTYET MO BAIUAALMU HUCHOJIB3YyEMbIX

aHAJIMTUYECKUX METOJIOB

I') B HeM Taxxe MOKET NMPUBOIUTHCS MOATBEPKACHUE COOTBETCTBUS C YCTaHOBJIEHHON

cneumbuxauneﬁ Ha OCHOBAHHHU OLCHKH JJAHHBIX, NOCTYIAOMUX B pCaJIbHOM BPEMCHHU U3

MIPOLIECCHO-aHATUTUYECKON TEXHOJIOTUH, IPUMEHAEMOMN K TapTUHU

40. KakoBbl KJIHYeBbI€ aCNEKThI JJsl CO3IAHUSI U KOHTPOJIA AoKymMeHTanuu? (3
NpaBHJIbHBIX 0TBETA)

A) UHCTpyKUMK W/WIK 3alliCH TOJIKHBI CYIIECTBOBATh B OJHOPOJHBIX CUCTEMaXx, MO0 B

OyMakHOH, TOO B AIEKTPOHHOU (hopme

b) VHCTpyKIMM W/WiM 3amicl MOTYT CYIIECTBOBaTh U B OyMaKHOH M B IJIEKTPOHHOMN

dhopme

B) UHcTpyKIuy He JOJDKHBI OBITh HAMCAHBI OT PYKU

I') UncTpykunu MoryT ObITh HAaIUCaHbI OT PYKH

J1) 3anucu, caenanHble OT PYyKH, JOHKHBI OBITh OPraHU30BaHbl TAKUM 00pa3oM, 4TOOBI UX

MO>KHO OBUIO JIETKO YJAJIUTh B CIIy4ae OMIMOKU

E) 3anucu, caenanHble OT pyKH, JOJKHBI OBITH HECTUPAEMBbIMU

41. Kak 10/LKHBI BOCHPOM3BOAUTHCS PadovyHe JOKYMEHTBbI MCXOAsl W3 OCHOBHBIX
A0kyMeHTOB? (1 mpaBUJIbHBIH OTBET)

A) Heo0xommumMo, 9TOOBI ObIJIa BO3MOXKHOCTh BOCTIPOU3BEICHUSI pa00OUnX TOKYMEHTOB M3

OCHOBHBIX JOKYMEHTOB 0€3 OCYyIIEeCTBIECHUS KOHTPOJIS HaJ MPOILECCOM BOCCTAHOBJICHHUS

IUISL TOTO, YTOOBI CAKOHOMHUTH BPEMSI

b) Heo6xoauMo ocyliecTBIIATh KOHTPOJIb IPU BOCIIPOU3BEIEHUHU pab0UnX JOKYMEHTOB U3

OCHOBHBIX

B) JlomkHo OBITH paspemieHHe Ha BOCHPOU3BEJCHHE pabouumx JIOKYMEHTOB U3

YTBEPKJICHHBIX 1 HEYTBEPKICHHBIX OCHOBHBIX JOKYMEHTOB

42. Kak J0/15kHbl BOCHPOU3BOAUTHLCH padouyme JOKYMEHTBbI MCXOAsi M3 OCHOBHBIX
AOKYyMeHTOB? (1 npaBHJIBbHBIN OTBET)

A) HeoOxomumMo, 94TO0BI ObIJIa BO3MOKHOCTh BOCTIPOU3BEEHUS pa00OUnX JTOKYMEHTOB M3

OCHOBHBIX JOKYMEHTOB 0€3 OCYyIIEeCTBICHUS KOHTPOJIS HaJ MPOILECCOM BOCCTAHOBJICHHUS

JUIsL TOTO, YTOOBI CAKOHOMHUTH BPEMSI

b) Heo6xoanmo ocymiecTBAsTE KOHTPOJIb ITPU BOCTIPOU3BEACHUE PaO0UNX JOKYMEHTOB U3

OCHOBHBIX
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B) HomkHo OBITHh pa3penieHne Ha BOCHPOU3BEACHUE pabounx JOKYMEHTOB W3
YTBEP)KJICHHBIX U HEYTBEP)KICHHBIX OCHOBHBIX JJOKYMECHTOB

43. KakoB nopsiiok odpamenus ¢ 3anucsivu? (2 npaBUJIbLHBIX OTBETA)

A) 3anucu 1O0MKHBI OBITH COCTABIIEHBI MITH 3aMIOJIHEHBI 0 TOTO, KaK OyAeT MpeaArnpuHsITO
Ka)KJl0€ IeUCTBUE

b) 3anucu AomKHBI OBITH COCTABJICHBI WJIM 3aMOJIHEHBI BO BpeMs TOTO, KOTJa
IpeInpUHUMAETCS IeHCTBHE

B) 3anucu 10mKHBI OBITH COCTABJICHBI WM 3aMIOTHEHBI TOIBKO MOCTE 3aBEPIICHUS BCETO
npotecca

I') 3anmucu AOMKHBI OBITH COCTABJICHBI WJIM 3allOJTHEHBI TaKUM 00pa3oM, 4TOOBI ObLTa
BO3MOKHOCTb IIPOCIEAUTH BCIO IEATEIbHOCTh

J1) 3ammcu AOMKHBI OBITH COCTABJICHBI HJIM 3allOJHEHBI TaKUM 00pa3oM, 4ToOBI ObLIa
BO3MOYKHOCTh OTCJI€KMBAHUS TOJIBKO KPUTHUECKUX OIepaluii

44. Kakum o0pa3oM He00X0AMMO BBOJAUTHL HM3MEHeHHMsl B JaHHbIe JokymeHTa? (3
NMPaBUJIbLHBIX OTBETA)

A) JIroboe m3MeHeHHe, BHECEHHOE B JAaHHBIC JIOKYMEHTA, JOJDKHO OBITh MOAMNUCAHO U

JOJKHO UMETh J1aTy

b) Tonbko n3MeHeHus: B JaHHBIX JOKYMEHTA, CBSA3aHHBIX C KPUTUUYECKUMHU OINEPALUSIMU,

JOJKHBI OBITh MOAMKUCAHBI U JOJKHBI UMETh JIaTy

B) INocne BHeceHHsI U3MEHEHUS], OpUTHHATIbHAS WH(OpMAaLKs JOJDKHA CTaTh HEUUTaeMOM

JUTSsl TOTO, YTOOBI H30€KaTh My TAHHIIBI

I') Tlocne BHeceHHMs W3MEHEHUs OpHUTHMHaIbHAas WHGOpPMAIUS [OJKHA OCTaBaThCS

YUTAEMOU

) I'ne cnenyet, Heo6X0aKMMO, 4TOOBI ObliIa MPUBEIEHA IPUYNHA BHECEHUSI U3MEHEHUS

E) Her HeoO0XoAMMOCTHM B MOJNUCAHMM W3MEHEHUW B JaHHBIX, OTHOCSAIIUXCS K

HEKPUTUUYECKHUM Ollepanusim

45. Heo0xoauMo OCYHIECTBJATHh XPaHEHHE JOKYMEHTAlUU IO cepur (roroBoH
JIeKapcTBeHHOH (opMbl) B TeyeHHe (1 mpaBUIbHBIN OTBET)

A) Kak MHHUMYM B TEYEHHE OJHOTO TOZa MOCJIE MPOBEACHUS CepTU(UKAIUU TTAPTHH

YIOJTHOMOYEHHBIM JINLIOM

b) Kak muaumym B Teuenue 10 seT nocine BblycKka apTUU

B) B Teuenue ogHOro rosaa mnociie UCTEUEHUs: CpOKa OJHOCTH MAPTHUHU WM KaK MUHUMYM

B TE€YEHUE 5 JIET MO0C/I€e MPOBEACHUS CEPTU(PUKALNN APTUU YIIOJIHOMOYEHHBIM JIMIIOM, B

3aBUCUMOCTH OT TOT'O, YTO JJIUTCS JOJIbIIIE

46. Cpox rogHoctu cepum (roroBoil JiekapcrBeHHoil ¢opmbl) - 3 roxa. Ha
NPOTSIZKEHUN KAKOI0 BpeMeHsi Heo0XOAMMO COXPAaHATh JOKYMeHTanuw Ha cepuro? (1
NPaBUJIbBHBINA 0TBET)

A) 5 ner

b) 3 rona

B) 8 ner

47. JIOKyMeHTAllHI0 HA CEPHUI0 IKCIEPUMEHTAJIbHOI0 JEKAPCTBEHHOI0 MNpenapara
He00X0AuMO XpaHUTH (1 NpaBUJILHBIN OTBET)

A) Kak MuHHMYM B TeEU€HHE TpeX JIeT IIocle NPOBEIACHUS CcepTUUKALNN

YIOJTHOMOYEHHBIM JINLIOM

b) Kak MUHHMYM B Te€4eHHUE 5 JeT mocie 3aBeplieHus Wik (GOPMaJIbHOTO MPEKpaIeHUs

MOCJIEHETO KIIMHUYECKOTO UCTIBITaHHSI, B KOTOPOM HCII0JIb30BaJIach
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B) Kak MunumyM B TeueHue JBAALATH JIET IPOBEICHUS CEPTUPUKAIINN YTTOTHOMOYEHHBIM
JUIIOM

48. B cneum])mcauuu Ha NMEPBHUYHLIC WU IIEYATHBIC YIIAKOBOYHBIC MaAaTCPHAJIbI

He00X0IMMO BKJII0YATh (1 NpaBUWIbHbBII OTBET)

A) MakcumalibHbIN MTEPUOJI XPAHEHUS TIEpEe]l TOBTOPHOU MPOBEPKOI
b) MunumainbHblil epuo1 XpaHeHUs epe MOBTOPHOU MPOBEPKOI
B) Cpok rogaoctu

49. Kakne u3 YKa3aHHBIX CHeIII/I(l)I/IKaIII/Iﬁ JOJIKHBI ObITh B HAJIMYUH AJiIsd TOTOBBIX

npoaykToB? (4 NpaBUJILHBIX OTBETA)

A) MuHUManbHBIN EPHO XpaHEHUS 10 TTOBTOPHOTO MCCIIeIOBAHUS

b) Cpox rognoct

B) MakcumanbHBIH epruo XpaHeHHUs 0 TIOBTOPHOTO UCCIIEA0OBAHUS

I') Uactpykuus mo ot6opy npod U MPOBEAECHUIO UCCIIeI0BAHUS

1) Onucanue nekapcTBEHHON (GOPMBI U TTOIPOOHOM nH(popMau 00 yrakoBKe
E) Cocras

X) Ccpuika Ha (hapMakomneiHyIo CTaTbio

50. Kakoe yTBepxaeHHe O NPOU3BOACTBEHHON peuentype M NPOU3BOACTBEHHBIX

HHCTPYKIUSAX BepHO? (3 MpaBUJIbLHBIX 0TBETA)

A) OHU 1OJKHBI OBITH OJJOOPEHBI
b) Onu 10KHBI OBITH B HATMYWH JJI KKIOTO TTPOTYKTa
B) Onu nomxubl ObITH B HAJWYUHM TOJBKO S MPOAYKTOB C MaKCHMAaIbHBIM HIIU

MHUHUMAaJIbHBIM pa3MeEpOM
I') OHu nomKHBI OBITH B HAJTMYUHU U1 IPOU3BEIEHHBIX BCEX Pa3MEPOB
J1) OHM 10JKHBI OBITH B HATMYUH TOJIBKO JUIS OTJEIBHBIX IPOTYKTOB

Karou k TECTyY «HpaBI/IJIa HaJJaexKalein l'[pOH3BO}]CTBCHHOﬁ NMPaKTHKH B CUCTEME

GMP»»
Ne Bompoca 1 2 3 4 5 6 7 8 9 10
OtBer a b I1L,E|AB,| BB |ab, | A,B |[AB,T'| b, | 4,E,
| XK
Ne Bompoca 11 12 13 14 15 16 17 18 19 20
OTtBer A, B, T b A, B B |[AB| 5B |[AILAT A A.T'| b,B
No Bonipoca 21 22 23 24 25 26 27 28 29 30
OtBeT B, I’ b, T b b BJ | BT b B,I' | 5,B A
Ne Bompoca 31 32 33 34 35 36 37 38 39 40
OTtBer b, T’ AT b B, ' | A,B A b b A, T |B,B,E
Ne Bompoca 41 42 43 44 45 46 47 48 49 50
OtBer b b b,I' |[ALJI| B A b A,B |B,JILE,| AB,I’
K
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