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BBEJIEHUE

CamocrositenpHas pabota crynenToB (CPC) — oauH U3 BaXHEHIIUX IIEMEHTOB O0y4YCHHUS
B BY3€ 10 KPEAUTHON TEXHOJIOIHH.

Pons mpenonaBarenss npu CPC — opraHuzauus W KOOpPJAWHAIMS [O3HABATEIbHOU
NEeSITeIbHOCTH 00yUaroIIUXCsl, IPU ITOM 3(PPEKTUBHOCTH OCBOE- HUS HOBOT'O MaTepuaa 3aBUCUT
OT COOCTBEHHBIX YCHIIUI CTyJCHTA.

CPC mMoxer ObITh HpeAcTaBICHA MHOrOOOpa3sHBIMM BHJAaMM WHAWBUIYAIBHOM U
KOJJICKTHBHON Pa0OThI OOYYaIOIINXCS, OCYIIECCTBISIEMBIMU O]l PYKOBOJICTBOM M KOHTPOJIEM
npernojiaBaress 0e3 ero HemoCpeACTBEHHOI0 y4acTus, HIOITOMY TpeOyeT OT CTyIeHTOB aKTUBHOU
MBICJIUTEIBHOM NIesTeNlb- HOCTH, KPEaTHUBHOCTH, YMEHHs paboTaTh ¢ HAyYHOW W CHpPAaBOYHOU
autepatypoi, HHTepHeT-pecypcamu, BIaJeHUs KOMIBIOTEPHBIMH  TEXHOJIOTHUSIMH  JUIs
Ipe3eHTaluu cBouX u3bickanuit o teme CPC.

CPC kak caMOIIOArOTOBKAa CIIOCOOCTBYET —(OPMHPOBAHUIO  BBICOKOH  KYJIbTYpPbI
YMCTBEHHOTO TpyJa, NPHOOPETEHHIO TPUEMOB M HABBIKOB CaMO- CTOSITEIBHOH pabOThI
pe3yiabTaTOM KOTOpPOM JIOJDKHO CTaThb HE [POCTOE HAKOIUIGHWE 3HaHUM, a yMeHHe
CaMOCTOSITENIFHO TPOBOJMTH aHAJIHM3 W JENIaTh BBIBOIBI U 3aKIIOUEHHS MO TeMe 3amanus. llpu
3TOM OOJIbLIOE 3HAUEHHE UMEET BBINOJIHEHHE PadoThl B CPOK, MO3BOJIAIOLIEE OCBAUBATH HOBBIM
MarepHal B JJOTHUYECKOW IMOCIIEeTOBATEIHLHOCTH C TEOPETHUECKUM H MPAKTUIECKUM MaTepHaIoM
ayJUTOPHOM paboThl (MpakTHYECKUE PabOThI).

Takum  oOpazom, CPC pasBuBaeT y 0OydaloIIMXCS TakWe KayecTBa, Kak
OpPraHM30BaHHOCTb, TUCUMIUIMHUPOBAHHOCTb, MHUIUATUBHOCTh, MBICIHM- TEJbHBIE YMEHHS U
HaBBIKHM, TIO3BOJISIET  COPMHUPOBATH COOCTBEHHBIM CTHIIb  Pa0OTHI, HamOojee IOIHO
COOTBETCTBYIOLIUH JIMUYHBIM CKJIOHHOCTSIM U 10- 3HABaTEJIbHBIM HABBIKAM CTYJICHTA.

Pesynbrarom CPC sBusitoTCs:

. MOJyYeHHE U YCBOECHHUE JOMIOJHUTEIbHBIX 3HaHUH 10 MpeIMETY,

J OBJIaJIEHUE CIIOCOOaMU U ITpHeMaMK caMoo0Opa3oBaHus (YMEHHE HalTH
premMiIeMble UICTOYHUKH HH(POPMaLINK, riepepadaTbiBaTh 1 0000111aTh MO- JIyYEHHYIO
uH(pOpMaIHIO),

J pa3BUTHE MOTPEOHOCTH B CAMOCTOSATENBHO MOMOJIHEHUH 3HAHUH.

Leas CPC: popMHupoBaHUE Y CTYI€HTOB HaBBIKOB CAMOCTOSITEIbHOTO TBOPYECKOTO
TpyAa, 3aKperyIeHne PUEMOB TTO3HABATEIBHOM NESITETHHOCTH IS JaTbHEUIIIETO TPUMEHEHHS
MOJYYEHHBIX CAMOCTOSITEIbHO 3HAHUM ISl PEIICHHUS MPAKTUUYECKUX U HAYUHBIX 3a]1ay.

3aganusa no CPC
Temaruueckuil njan camocrositejibHOU padorel (CPC) cTyneHTOB

Ne | Tembr Kpatkoe conepxanue dopma I'papux | Kon-
caauu KOHTpPOJ | BO
s(c 4acoB
yKa3aHu
eM
CPOKOB)
Kpenur 1
1 | l'ocynmapcTBeHHOE [TpunIMIIBI OpraHu3anumu [Tpe3enTan
HOPMHUPOBaHUE IIPOMBIIIJIEHHOI'O TPOM3BOCTBA us 2-51
npousBozacTia JIC, dbapm. IpoayKITHH. CocraBneH | Heaens
yIpaBICHUE I"'ocyrapcTBEHHOE HOPMHPOBAHUE ue TeCT. 6
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KaueCTBOM MIPOMU3BOJICTBA JICKAPCTB. 3aIaHU I
VYrpaBieHue KauecTBOM
JIEKApCTBEHHOU ITPOLYKLIUH,
HCTOPHSI Pa3BUTHS, TEPMHUHBI U
onpeieeHus
OcHoBHbIe TIOHATHST | OCHOBHBIE MMOHATHS U MeTofoJiorust | [Ipe3eHTart
Y METO/I0JIOT U CUCTEMBI 00ECIICUCHHUS KaueCTBa. usi
CHCTEMBI O6ecnicuenue kauectna (QA). CocraBneH 94 6
obecrnieueHus BceoO1iee ynpaBieHne KaueCTBOM ue TecT.
KauecTBa. (TQM). YpaBieHue Ka4eCTBOM. 3a1aHUI AR
Obecneuenue Kontposs kauectna (QC).
kagectBa (QA).
Konuemmus GxP B Konnernmus GxP B chepe IIpe3enTaig
chepe oOpanieHus obpanienus JIC. Dtanbl )KU3HEHHOTO | Us
JIC. Dramsl nukia JIC. CBa3b KaXXIoro srama CocraBnen | 3-1
JKU3HEHHOTO ITMKJIa | )KKu3HeHHoro 1ukia JIC (metiom M€ TEeCT. HEeJIeTIs 6
JIC KadecTBa) B MPOU3BOICTBEHHON 3aJaHUNA
cdepe, B TOTpeOUTENLCKOH cdepe.
Hannexamas Hannexamas perynsaropHas [IpesenTary
perynaropHas npaktuka GRP — cucrema ust
npaktuka GRP — JTUIEH3UPOBAHUS, CEPTUDUKAIINH, CocrapneH
OCHOBHEIE 3BEHDS AKKpeTUTAINH, aTTECTAINH, M€ TECT. 3-a 6
CHUCTEMBI roCyapCTBEHHOM pEerucTpaluy Ha 3aJaHuN HeJens
perynupoBanus JIC. | COOTBETCTBYIOIIMX dTarax
roCyAapCTBEHHOTO PETYINPOBAHUS
obpamienus JIC.
Hannexamas JlokymeHnTanusi, TpeOOBaHUS K HEl IIpesenran
peryJsiTopHas cornacHo GMP (1o Bumam): mocee U | ust
npaktuka GRP — cnenuduKanuy, CocraBneH
OCHOBHBIC 3BEHBS periaMeHTUPYIOUTUI TUTT ue TECT.
CHUCTEMBI JIOKyMEHTAluHU (perjaMeHThI, 3aJlaHUuN 6
peryiupoBanus JIC. | MHCTPYKIIMU, METOJUKHN UCIIBITAHUM,
MpoLIeAypbl, IPABUIIA U JP.), 3eg
PETHCTPUPYIOIINI THIT e
JOKyMeHTauu (IpOTOKOJIbI,
OTYETHhI, CepTU(UKATHI aHATIN3A).
Co3nanue 10KyMEHTalluu U
yrnpasienue ero. [Ipasuna
HaJUIeKAIEro JOKYMEHTaIbHOT O
odopmiieHns. XpaHeHNe
JIOKYMEHTOB
Konnemnmnus Konnemmns kagectsa JIC, [IpesenTarl
xauectBa JIC, npoBo3riamenHas BO3. Usl
MIPOBO3TJIANIICHHAS TpuenuacTBO KpuTepueB kadecTBa: | CocraBiieH Ag
BO3. ITonutuka 3P PEKTUBHOCTH U 6E30MaCHOCTh Ue TeCT. 6
BO3 B oTHOIIEHUN npumenenus JIC, coorBerctBue JIC | 3agaHuii HEneHA
oOpamienus JIC: TpeOOBaHUAM crieUPUKALIH,
MIPUOPUTETHHIC npou3BoACTBO JIC B COOTBETCTBHM C
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acnekTsl, ocHoBHbIe | npaBunamu GMP. [Tonntuka BO3 B
pEKOMEHJaluu oTtHouiennu obparenus JIC:
MIPUOPUTETHHIE aCIEKTHI,
PEKOMEH AU
Konuenuus OO0s3aTenbHAs TOKYMEHTALUS 10 IIpesenran
kauecTBa JIC, tpeboBanusim GMP. us
IIPOBO3IJIALLIEHHAS Crerndukanmn: cnenupukanuu Ha | CocraBiieH
BO3. ITonutuka HCXOJIHOE CBIPhE; CIIeM(PUKALIMKI HA | e TECT.
BO3 B oTHOmIEHUN | YIIaKOBOYHBIE MaTEPUAIIbL; 3alaHUI Aoy 6
oOparteHus cnenuuKanuy Ha IPOMEKYTOUHYIO
JIC:mpuoputeTHsie | U HEpac(hacoOBaHHYIO MPOTYKIIHIO; R
ACTEeKThI, OCHOBHbIE | crieM(HUKAIIUN Ha TOTOBYIO
PEKOMEHIalluH. npoaykuur. OcoOeHHOCTH
Ka)XJI0TO BUJIa JOKYMEHTA, IpaBUIia
WX BEJICHUS U XPAHCHUS.
TpeboBanus TpeboBanus crangapra GMP k [Ipe3enrarn
crangapra GMP k MIPOU3BOACTBY cTepuibHbIX JIC us 5.g 6
IIPOU3BOJCTBY (ITpunosxenwue 1): TpeboOBaHMS K Cocrasiex
crepuibHbIX JIC. IIPOM3BOJICTBEHHBIM [TIOMEIIEHUSIM, | H€ TEeCT. 18
000pyJOBaHUIO, IEPCOHATTY. 3a1aHUI
TpeboBanus OO6s3aTenbHas JOKyMEHTAIUS 110 [Ipe3enTary
cranaapra GMP k TpeboBaHusiM GMP. us
MIPOU3BOJICTBY [IpoMBIIITIEHHBIN pErJIaMEHT U Cocranen 6
crepuibHbIX JIC. TE€XHOJIOTUYECKHE NHCTPYKLIUU. ue TecT. 5.
WNHCcTpyKIMHU 110 YIIaKOBKE. 3a1aHUI -
[IpaBuna pa3paboTKH,
WCIIOJIb30BaHUS U XPAHEHUS
UHCTPYKIUHI
TpeboBanus TpeboBanus crangapra GMP k [Ipesenran
crannapra GMP k MIPOU3BOACTBY us 6
MIPOU3BOJICTBY JIEKapPCTBEHHBIX PACTUTEIbHBIX CocraBnex
JIEKAPCTBEHHBIX npenapatos (IIpunoxenue 7) ue TeCT.
pacTUTETbHBIX TpeOOBaHUS K IPOU3BOJICTBEHHBIM 3aIaHU I
IIPENapaToB. MOMEIIEHUAM, 000pyI0BaHHIO, 6-s1
TpeboBanus HCXOJHOMY CBIPBIO. Hezens
crannapra GMP k TpeboBanus crannapra GMP k
MIPOU3BOJICTBY MIPOU3BOJICTBY KHUAKOCTEH, KPEMOB
JKUJKocTel, kpeMoB | u Mazeit (IIpunoxenue
1 Mazei. 9) TpeboBaHUs K IOMEIICHUSM,
000py/I0BaHUIO,
TpeboBanus OO0s3aTenbHas JOKYMEHTAIHS 110 [Ipe3enran
crannapra GMP k tpeboBanusimMm GMP. IIporokosnsl Ha | s 6
IIPOU3BOJICTBY KKy CEPHUIO MPOTYKIIMH. CocrasneH 7
JIEKAPCTBEHHBIX [IpoTokombl HA YIAaKOBKY CEpUU ue TecT. el
PaCTUTENIbHBIX npoaykuuu. [IpoTokosel npueMkn 3alaHuN
Mpenaparos. Kax10# cepun npoaykiuu. Otdop
TpeboBanmst po0. [IpoBeieHne ncnpITaHNiA,
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cranaapra GMP k YTBEPKIECHHBIE METOIUKHU
MIPOU3BOJICTBY UCIBITAHUN MaTepUaIOB U
JKUJKOCTEH, KpeMOB | TpoAyKIuHU. IIpoToKOIIBI
Y Ma3ei. pEe3yJbTaTOB UCIIBITAHUI
MaTepUaIOB U MPOAYKIIUH.
7. | TpeboBanus OO0s3aTenbHas JOKYMEHTALHS 110 [Ipe3enTan
crannapra GMP k tpedoBanusim GMP. IIpotokoisr us 6
MIPOU3BOJICTBY OUYHMCTKHU U UCIOIb30BaAHUS Cocrasnen
JIEKapCTBEHHBIX 000pyI0BaHUs Ha KaXYIO CEPUIO ue TecT.
pacTUTEIbHBIX MPOIYKIIHH. 3a/laHui 74
[IpEnapaToB.
TpeboBanus HEACR
crangapta GMP k
MIPOU3BOJICTBY
JKUJIKOCTEN, KPEMOB
1 Mazei.
8 | PybOexubrii PyOexHbiii KOHTPOJIb. TectupoBa | 8-s
KOHTPOJTb HUE Henenst | 6
9 | TpebGoBanus Tpebosanus crangapra GMP k [Ipe3enTarn
cranaapta GMP k IIPOU3BOACTBY J03UPOBAHHBIX us 6
MIPOU3BOJICTBY a’PO30JIbHBIX MPETapaToB MO CocraBnex
JO3UPOBAHHBIX JTABJICHUEM JUTSI MHTJTSIIAN ue TecCT. O-s1
a’PO30JIbHBIX (ITpunoxenue 10): TpeGoBaHUS K 3aaHui HeAens
MIpenapaToB MoJ MOMEIEHUSAM, 000PYyI0BaHMUIO,
JaBJICHUEM IS MIPOU3BOJICTBY U KOHTPOJIO
VHTAJISLHM. KayecTBa
1 | TpeGoBanus TpeboBanus crannapra GMP k IIpesenTan
0 | cranmapra GMP k nipousBocTBY JIC st usi
MPOU3BOJICTBY BETEPUHAPHOTO MPUMEHEHHUS CocraBnen 10-5
JIEKapCTBEHHBIX (ITpunoxxenue 4): MPOU3BOACTBO M€ TECT.
CPEICTB AJIs n00aBOK K JIEKAPCTBEHHBIM KOpMaM, | 3aJaHHM e
BETEPUHAPHOTO MIPOM3BOICTBO MPEMAPATOB MPOTHUB
PUMEHEHHUS. HKTOINAPA3UTOB.
1 | TpeGoBanus TpeboBanus cranmapta GMP k IIpesenrarg
1 | cranmapra GMP k 0TOOpY MPo0 UCXOTHOTO CHIPbS U us 6
oTbopy mpod YIaKOBOYHBIX MaTEPHAJIOB Cocrasnen | 10-s
ucxoaHoro ceipbsi U | (IIpunoxenue §): TpedboBaHuUs K ue TECT. HeJemns
YITAaKOBOYHBIX MepPCOHAITY, UCXOJHOMY CBIPBIO, 3a/TaHA I
MaTepUasoB. YIaKOBOYHBIM MaTepHaliaMm.
1 | OmacHele cBOiCTBa Or1acHbIE CBOMCTBA OTXOIOB [Ipesentan | 11-s 6
2 | oTX0HOB OMOTEXHOJIOTMYECKOTO TMPOU3BO/I- usi HeAens
OHOTEXHOJO0- CTBa B 3aBUCHUMOCTH OT NPUPOIbI Cocrasnen
TUYECKOTO npoayieHTa. OTHECEHUE OMacHbIX 1€ TECT.
MIPOU3BO/ICTBA. OTXOJIOB K KJIacCaM ONAacHOCTH JJIsl | 3a/IlaHui
Knaccel omacHocTn | okpy»karoiei cpensl. I1a-
JUTSL OKpY Karoei CHOPTHU3ALUS OMACHBIX OTXOJIOB.
cpenpl, KommiekcHoe ncnoiab30BaHue
MacropTU3aLus O0rOMacchl U KyJIbTypalbHOU
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OTIACHBIX OTXOJIOB YKUJAKOCTH TIPH MTOJTYICHUN PA3HBIX
OuorpenapaToB U3 OJTHOTO CHIPbSI,
TIPAMEPBHI.

1 | OmacHele OracHbIE CBOMCTBA OTXOIOB [Ipesenran | 12-s 6
3 | CBOMCTBA OTXOJIOB XUMHUYECKOTO MTPOU3BOJICTBA (CUHTE3 | Us HEeJIeIs

XUMHUYECKOTO neK. penaparoB). OTHeceHHe CocraBneH

MIPOMU3BOJICTBA OIACHBIX OTXOJIOB K KJlaccam 1€ TeCT.

(cunTE3 OTNIACHOCTH JIJISl OKPY KaIOIIIEH 3a1aHUI

MpenaparoB). Cpe/ibl, OCHOBHBIEC KPUTEPHH.

Kiaccer omachoctu | Ilacnoptu3aiius onacHBIX OTXO/OB.

OTXOJIOB JUISt OmacHble CBOMCTBA OTXOJI0B

OKpYXKarolien HOBOT'QJICHOBOT'O IIPOU3BOJICTBA.

Cpenbl, uX Kumaccer omacHOCTH 0TXO/10B U

MacIopTH3aIIUs. BEHTHJIAIIMOHHBIX BBIOPOCOB TSI

OrnacHble CBOICTBA | OKpYXaIOIIEH Cpeibl, OCHOBHbBIC

OTXOJIOB KPUTEPHUH U UX MMACIIOPTH3AIIUS

HOBOTAJIECHOBOT'O OnacHble (TOKCUYECKHE, B3PBIBO-

MIPOM3BO/ICTBA. M0KapOOTaCHbIE) CBOMCTBA JIETYUUX

Kitacchl ormacHOCTH | DKCTPareHToB U pacTBOpUTENEH

OTXOJIOB U raj€eHOBOI'0 U HOBOTAJICHOBOTO

BEHTHJIALIMOHHBIX MIPOU3BO/ICTRA.

BBIOPOCOB s

OKpYyKaroueun

cpenbl, uX

MacropTU3aIus
1 | [IpenensHO [IpenenbHO gOMyCTUMBIE [IpesenTan | 13-s 6
4 | nomycTuMble koHueHTpauuu (I11K) us HEJENs

KOHIEHTPAIlUU 3arpsI3HSAIONINX BEIECTB B CocranieH

3arps3HAIOIINX MIPUPOJHBIX cpeaax (BO3ayX, BOAA, 1€ TEeCT.

BEIIIECTB B MOYBa, PACTUTENLHOCTD, )KUBOTHBIE | 33/IaHUN

MPUPOJTHBIX CPEaxX | OPraHU3MBI).

(BO31yX, BOJA, [TpuGops! 1715 X onpeAeneHUs Ha

MoYBa, npousBoAcTBe. [IpenensHo

PaCTUTENBHOCTD, nomyctumbie copocsl (IT1C) B

’KUBOTHBIC OKpY’KaIoIIyIo cpeay. MeToapl

OpTaHHU3MBI), YCTaHOBJICHHS ITUX

MpeACIbHO XapaKTEePUCTHK.

JOITYCTHMBIE BrnusiHve BpeIHBIX U OMAaCHBIX

cOpOCHI. CTOYHBIX BOJI Ha OKPYKAIOIIYIO

Mexanuyeckue, cpeny. MexaHuueckue,

XUMUYECKHE, XUMUYECKHE, (PU3HKO- XUMHUCCKHE

(bU3UKO-XUMHYECKUE | B OMOJIOTUYECKUE METOIBI OUYMCTKU

1 OMOJIOTHYECKHE CTOYHBIX BOJI

METO/Ibl OUUCTKHU (KaHaJTU3AMOHHBIX CTOKOB).

CTOYHBIX BO/I, OcHOBHas 11€JTb OYHCTKHU.

TEXHOJIOTHYECKOE [Tpumensiemoe 00opyIOBaHUE.

000py0BaHNe
1 | PyGexHslit PyGexxHblif KoHTposb. Beimonnenne | TectupoBa | 15-5 4
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Hroro yacos 15 men. 100

TEMA Ne 1. ['ocygapcTBeHHO€ HOpMHUpOBaHUE Mpou3BoAcTBa JIC, yrpaBieHne KaYeCTBOM.
Hess: chopmupoBaTh 3HaHUS B 00JIACTH UCTOPHH PA3BUTHUSA YIIPABICHHS KAYE€CTBOM.
3AJAHUAL.
1. s ocBOEHUS TEMbI HEOOXOIUMO MTPOBECTU PAOOTY C IUTEPATYPOH U FIEKTPOHHBIMU Oa3zaMu
JAHHBIX, IPU 3TOM HEOOXOAUMO OOpAaTUTh BHUMAHHUE HA CIIEIYIONINE BOIPOCHI:

- MByunTh OCHOBHBIE pa3/i€iibl HCTOPUU PA3BUTHS CUCTEMBI KAUECTBA

- OsnakomuTtbes ¢ ucropueii pazsutusi GMP (Good Manufacturing Practice)

- Hcropus passutus GMP B Kazaxcrane.

- TQM, xak METOI0JIOTHS BCEOOIIETO YIIPABICHNUS Ka4eCTBOM

- Hcropus pazsutusit UCO cepun 2000. OCHOBHBIE MOIX0IbI BHEAPEHUS U PA3BUTHS

- YkaxuTe OCHOBHBIE MOHITHSI, UCIIONIb3yeMbIe B cTanAapTax MCO

~  IlpuHnuns! opraHu3ay NPOMBIIIJIEHHOTO TPOU3BOJCTBA (apM. IPOAYKIIUH.
['ocynapcTBeHHOE HOPMUPOBAHUE MPOU3BOICTBA JIEKAPCTB. Y IIPAaBIECHUE KAUYECTBOM
JIEKapCTBEHHOM MPOAYKLNHU, UCTOPHSI Pa3BUTHS, TEPMUHBI U OIIPEIEICHUS
2. OTpa3uTh B MPE3EHTAIMH U TECTOBBIX 33/IaHUSX CIEAYIOIINE BOMIPOCHI TEMBI.

. OCHOBHBIC TIOHSTHSI 1 METOIOIIOTHSI CHCTEMBI 00ECTICUCHUST KaYeCTBa.
. O6ecneuenne kauecta (QA).

. Bceobriiee ympasnenue kadectsom (TQM).

. VipaBieHne KayeCTBOM.

. Kontpois kauectna (QC).

®opma BbInoJHeHus: 1. [ToaroToBka u 3amuTa Npe3eHTaLUM.
2. CocTaBiieHHE TECTOBBIX 3a/1aHUH.
Cpoxku caaum: 2-s HeJeosl.
KoHnTpoJs nmo Bonpocam
JlaiiTe omnpeneseHne TEpMUHY «MEHEIKMEHT KaueCTBa»
Ucropus cozpanus GMP B mupe
Haiite onpeneneHne TEpMUHY «Y IPaBIEHUE KauECTBOM»
Hcropus passutuda crangapros MCO
Jaiite onpeniesieHne TEPMUHY «Y IPABIECHUE Ka4€CTBOM IIPOTYKLIMN»
Ucropus passutus GMP B Kazaxcrane
Haiite onpenenenue repmuny «GMP»
Odunmanbaeie pykoBojcTBa 1o GMP
[TpuHIMTIIBI OpraHU3alMy IPOMBIIIJICHHOTO MPOU3BOCTBa (hapM. npoaykuuu B PK.
lO ['ocynapcTBeHHOE HOPMHUPOBAHUE MPOU3BOJICTBA JIEKAPCTB.
11. YipaBneHue KadecTBOM JIEKapCTBEHHOM NMPOIYKIIUU, UCTOPHS pa3BUTHSI, TEPMHUHBI U
onpeeIeHus

12. Ucropus pazsutust GMP B Kazaxcrane
*hkhkkkhkhkhkkhkhkkkhkhkkkhhhkkhhhkhhkhkkhkhhkhkihkhiikkx

©OoNOLEWN

TEMA Ne 2. OcHOBHBIE IOHATHS X METOJIOJIOTHSI CUCTEMBI 0OECIIEUeHIsI KaueCTBa.
Oo6ecneuenue kauecta (QA).
HEJIb: chopmupoBaTh 3HaHUS B 00JIACTH MPUHITAIIOB ¥ METOJIOJIOTHS CUCTEMBI 00CCIICUCHUS
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KauecTBa.
3AJJTAHUMS. OTpa3uth B IPE3ECHTALMU U TECTOBBIX 3aIaHUSAX CIEAYIOIINE BOIPOCHI TEMBI.
e OCHOBHBIE TIOHATHUS U METOOJIOTHUSI CHCTEMBI 00CSCIICUeHUS KaueCTBa.
o O6ecneucnue kauectra (QA).
e YmpaBieHUE KaYECTBOM.
o Konrposns kauectBa (QC).
®opma BbinoJHenus: 1. [logroToska u 3amura npe3eHTaINM.
2. CocTaBlicHHUE TECTOBLIX 3aaHUMN.
Cpoxu craum: 2-s1 HeJeIsl.
KonTposas no Bonpocam
1. Jlaiite onpenenenue tepmuny «crangaptel UCO»
2. BceoOuiee ynpasienue kadectBoM (TQM). OcHoBHbIE 11eNH U 3a7a4n
3. Jlatp onpeneneHne MOHATHIO «Y TIOJTHOMOYEHHBIH OpraH B 00JIACTH 3IPaBOOXPAHEHHUS.
4. Tlokaxute cXeMaTHYECKU OPraHU3AIlMOHHYIO CTPYKTYpy MuHuCTepCTBa 31paBOOXpaHeHuUs
Pecny6nuku Kazaxcras.
5. latb onpenenenre NoHsITUIO «KauecTBO JIeKapCTBEHHBIX CPEJCTBY.
6. Komnerennus [IpaButenberB Pecrrybnukn Kazaxcran B 001acTé OXpaHbl 3J0POBbS TPaK/IaH.
7. Jlatb ompenenenue NoHATHIO0 «KauecTBO MEAUIIMHCKONW TOMOIIIH.
8. KoMuTeT KOHTpOJISi METUIIMHCKOHN 1 (hapMaleBTHUECKON AeaTenbHOCTH. DyHKIHH.
9. 3agauu u ¢pyakuu Komurera mo KOHTPOJIIO MEAUIIMHCKON U (papMarieBTHIECKOH

nearensHoctu M3 PK.
*khkkhkkhkhkhkhkhkhkhkhkhkhkhkhkhkhkhkhkhkhkhkhkhkhkikhkikikikik

TEMA Ne 3. Konuenuus GxP B cdepe obpamenus JIC. Dransl xkuzHenHoro nukia JIC
HEJIb: chopmuposars 3nanus 0 Konuenun GxP B chepe obpamienus JIC
3ATAHUSA. Otpa3nuTs B IPE3EHTALNN U TECTOBBIX 33JaHUAX CIEIYIOIINE BOIIPOCHI TEMBL:
e Konnermus GxP B chepe oopamenus JIC, ee 3HaueHHE U POJIb.
e Dranbl )xu3HeHHOro 1ukia JIC.
e  (CBs3b KaXJI0T0 3Tana xu3HeHHoro nukia JIC (netnm kayecTBa) B IPOU3BOICTBEHHOM
cthepe, B moTpedUTENHCKOM chepe.
®opma BbinoaHeHust: 1. [ToaroroBka u 3ammra npe3eHTaLUN.
2. CocTaBneHe TECTOBBIX 3aJJaHHIl.
Cpoxu caaum: 3-s1 HeJes..
KonTtpoJus no Bonpocam
¢ Yro coboii mpencrasnser Konnenuus GxP B cepe obparienus JIC, kakoBbl ee
3HAYEHHE U POJIb?
e KakoBbl OCHOBHBIE 3Tallbl )KU3HEHHOTO HKna JIC.?
e Kak cBa3aHbl Mex 1y co00# KaxkabIi aTan xku3HeHHoro nukia JIC (metim kauecTsa) B
MIPOU3BOJICTBEHHOM chepe?
e Kak cBsi3aHBI MKy COOOM Kax bl dTam xu3HeHHOTo Iukia JIC (metnm kayecTBa) B

noTpeduTensckoi chepe?
E R T R T P T R S S S S P S S S S S S P S S S S e S S e S b o

TEMA Ne 4. Hagnexaias perynaropHas npaktuka GRP — ocHOBHBIE 3BEHbsI CHCTEMBI
perynupoBanus JIC.

Heasb: chopMupoBaTh y CTyIE€HTOB YMEHUS U MPAKTHUYECKHE HABBIKH IO BOIPOCAM
JOKYMEHTAIUU NPH CO3AaHUH (papMalleBTUYECKOro MpoIyKTa

3ATAHUS. Otpa3uTs B IpE3EHTALNN U TECTOBBIX 3aJaHUX CIIEIYIOIINE BOIPOCHI TEMBI.
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1. Hapnexamas perynsropHas npaktiuka GRP — cucrema nuiieH3upoBaHus, cepTHPUKALIY,
aKKpeIUTAaIllH, aTTeCTalluu, TOCYIapCTBEHHOM perucTpaiiy Ha COOTBETCTBYIOMIMX 3Tarnax
rocy/1apCTBEHHOIO peryinposanus oopamienus JIC.

2. YUto coboii nmpeacraniseT cuctema jureHsupoBanus JIC? KakoBel TpeGoBaHUs 3TOM
CHUCTEMBI?

3. Uto coboii mpeacraniser cuctema ceprudukanuu JIC? KakoBsl TpeOoBaHUS ITOM
CUCTEMBI?

4. Yro coboii mpeacTaBiseT cucTeMa akKpeauTanuu npousBoactsa JIC? KakoBbl
TpeOOBaHMS ITOU CUCTEMBI?

5. Uro coboii mpencTaBisieT cuctema arrectanuu npoussoactsa JIC? KakoBel TpeboBaHus
ATOM CUCTEMBI?

6. Urto coboii mpencTaBiIseT cucTeMa rocyJapCTBEeHHOMN perucTpaniui Ha COOTBETCTBYIOIINX
ATamax rocyJapcTBEHHOTO perynupoBanus oopamienus JIC? KakoBsl TpeOOBaHMs 3TON
CUCTEMBI?

7. Uto mpeacTanisieT coO00i perucTpalmoHHOE J0Che?

8. Ha3snaueHme perucTpaiioHHOTO J10Che.

9. IlepeuncnnTh MOIYJIH PETUCTPALIMOHHOTO JTOCHE.

10. Cogepxanuie MOAYJIsI XUMUYeckasi, papMarieBTudeckas 1 OMoIOruyecKas JOKyMEHTAIIHSL.

11. Copepxanue MOAysl (papMarieBTUIecKas pa3padoTKa.

12. O01mKe XapaKTepUCTUKH TOTOBOM MPOIYKIUH.
®opma BemonHenus: 1. [Toaroroska u 3anura npe3eHTanum.

2. CocTaBleHIE TECTOBBIX 3aaHUI.
Cpoxu caaum: 3-s HeJEIsl.
KonTtpoas no Bonpocam
1. Jlate ompeneneHne MOHATHIO «JIUIIEH3UpOBaHUEY.
2. Jlatb ompenenenue noHATHIO «[ ocynapcTBeHHAas! perucTpalus JIeKapCTBEHHOTO
CPEICTBA.

3. Kakue 00beKThI MOABEPratoTCcsl 0053aTeIbHON rOCyIapCTBEHHON PETUCTPAIIUU U

nepeperucTpauu’?

4. Kaxkue kareropuu JIC He moiexat [ 'ocyaapcTBEHHOM perucTpainm.

Hatp onpeneneHne NoHATHIO «I eHepUIeCKOe JIGKaPCTBEHHOE CPEICTBOY.
6. Opran, ocymecTBIsOMUN ["0CyIapCTBEHHYIO PETrHUCTPAIUIO, TIEPEPETUCTPALIUIO U

BHECEHHE U3MEHEHUI B PETUCTPAIIMOHHOE JI0ChE JIEKAPCTBEHHOTO CPEJICTRA.

o

7. Jlath ompeneneHue MOHATHIO «bamK-TIPOIYKTY.

8. Jlate onpenencuue moHsATHIO «PedepeHTHBIN pernapary.

9. HucnexrupoBanue GpapmMaleBTUUECKOT0 MPOM3BOICTBA MPU PETUCTPALIUH U
nepeperucrpanuu JIC.

10. Hatp onpenenenue nmouatuio «besonacHocTh U 3pPEeKTUBHOCTD JTEKaPCTBEHHBIX
CPEACTBY.

11. Tats onpenenenue noHATUIO «I oCyIapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTBY.

12. IlenTpanpHOE 3BEHO TOCYJAPCTBEHHOTO peryaupoBanus peiHka JIC mo HOMeHKIarype,
3P PEKTUBHOCTH, OE30MACHOCTH, Ka4eCTBY, MH(POPMAIIUH JUIsl Bpaueil 1 moTpeOuTeneii.

13. Jlatb ompezeneHne MOHATHIO « DKCIIEPTU3a JICKAPCTBEHHBIX CPEIICTBY.

14. Tats onpeneneHue noHATuio «I'ocyaapcTBeHHas IepeperucTpanus JIeKapcTBEHHOTO
CpEe/CTBaY.

*hkhkkhkkhkhkhkkhkhkhkkhkhkhkhkhkhkhhkhkhhkhihhihhiiikh
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TEMA Ne 5. Konnenust kauectsa JIC, nmpoBosriamennas BO3. [Tonutunka BO3 B oTHOMIEHHH
oOpamienus JIC: NpHOpPUTETHBIE aCHIEKThl, OCHOBHBIE PEKOMEHIAIIH

HEJIb: chopmupoBaTh 3HaHHUS O IPHOPUTETHBIX aCTIEKTaX U OCHOBHBIX pekoMeHanusax BO3

B cpepe oOpalleHus JIeKapcTB, 00 HHCTPYMEHTaX TOCYAapCTBEHHOTO peryInpoBaHMsl KauecTBa
JIEKapCTBEHHBIX CPEJICTB

3AJJAHUS. OTpa3uth B IPE3CHTALIMU U TECTOBBIX 3aIaHUSAX CJIEAYIOIIUE BOIPOCHI TEMBI.

- Konuenuus kauectsa JIC, npoBosrnamennas BO3.

- TpueanHcTBO KpUTEpUEB KauecTBa: 3PHEKTUBHOCT U Oe30macHoCTh npuMeHenus JIC,
cootBetrcTBHUe JIC TpeboBaHusIM crienudukanuu, mpon3Boactso JIC B COOTBETCTBUU C
npaBuigamu GMP.

- Tlonutruka BO3 B otHOmEHNH oOpamienust JIC: mpuopUTETHBIE aclIEKThl, PEKOMEHIALIUH.

- TocynapctBennas ®apmaxornes PecriyOiuku Kazaxcran

- IlpaBo Ha MPOU3BOJCTBO JEKAPCTB

- HopmarnBHO-TEXHHUYECKas JOKYMEHTALMSI IPOMBIIIJIEHHOTO TPOU3BOICTBA JIEKAPCTB

- TocynapctBennas papmakones

- Hapnexamasi npon3BoACTBEHHAsA IPAKTUKA

- Konuenuus obecrieueHns kauecTBa Npu MPOU3BOJCTBE.

®opma BeinoHenus: 1. Iloaroroska u 3ammra npe3eHTaLUMN.
2. CocTaBieHHUE TECTOBbIX 3a/1aHUH.

Cpoxku caaum: 5-s Heens.
KoHnTtpoJus no Bonpocam

1. B uem 3akmouaercs Konnenuus kauectsa JIC, npososrnamennas BO3. [Tonutuka BO3
B oTHouieHnu obpaieHus JIC. KakoBbl ee mpuOpUTETHBIE aCIEKTHl U OCHOBHBIE
pexoMeHanuu’?
[Jatp onpeneneHne NOHATUIO «AHAIUTHYECKUI HOPMAaTUBHBIA JTOKYMEHT.
Konnenmnus GxP.
Hatp onpenenenne NOHATHIO «T€XHOIOTMYECKUN PETTIAMEHT.
Crennduxanus kayecta. Onpenenenue. [lopsaaok pa3paboTKu.
[Tpuxa3 M3 PK, pernamenTupyromuii nopsnox paspadorku AH/I. OcHoBHBIE
TpeOOoBaHUS.
7. Kax ocymectBusieTcsi rocyJapCTBEHHbIN KOHTpoJb ipou3BocTBa JIIT B PecriyOmnrke

Kazaxcran?
8. Tocynmapcreennas @apmaxornest PK |, 11, III Tom. OcHOBHBIE pa3/es.
9. Crpykrypa u ¢pyHKIMH ucnbITarenbHoro nentpa «HID JIC, UMH u MT» M3 PK.
10. [ate onpeneneHue MOHATHIO «CepTH(PHUKAT KaueCTBay.
11. HopmaTuBHBIE JOKYMEHTHI, pErilaMeHTUPYIOIINE POU3BOJICTBO JICKAPCTBEHHBIX CPENICTB
12. Jlath onpenienieHre MOHATHIO «JIeKapCTBEHHOE CPEICTBOY.
13. HopmupoBanue ynakoBku 1 MapkupoBku JIC.

14. TIpaBo Ha dapmMaleBTUUECKYIO ACSITEIbHOCTD.
kkhkkhkkhkkikkkhkkhkkkhkkhkkikkkhkkhkkikhkkikkkhkkhkhkikikkik
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TEMA Ne 6. Tpe6oBanus cranaapra GMP k npousBoacTBy crepuibHbIx JIC.

HEJIb: chopmupoBath 3HaHUS B 00JIaCTH MMPOU3BOJCTBA CTEPHIIbHBIX JID — HHOBEKITNHT,
uHQy3ui, rna3ueix JID, JIC ¢ antubnorukamu, JIO 1711 HOBOPOKICHHBIX U IP.

3AJTAHUS. OTpa3uth B IPE3CHTALIMU U TECTOBBIX 3aIaHUSAX CJIEAYIOIIUE BOIPOCHI TEMBI.

- Tpebosanus crangapra GMP k npoussozactBy crepuibHbix JIC (IIpunoxenue 1).

- TpeboBaHus K NPOU3BOJCTBEHHBIM IIOMEIIEHUSM.

- TpeboBanusi K 060PYIOBAHHIO
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- TpeboBanus k mepcoHamty.
- TpeboBanus K HCXOJHOMY CHIPbIO.
- TpebGoBaHus K BCIIOMOTaTEIbHBIM BELIECTBAM, PACTBOPUTEIISM, BCIIOMOTaTeIbHBIM
MaTepuaiam.
- TpeboBanus K ynakoBKam, YKyIIOPOUHBIM CPEACTBAM, STUKETKAM
- TpeboBanus K KauecTBY CTEPHIIbHBIX JIEKAPCTBEHHBIX (HOPM.
TpeboBaHus K yCIOBHSIM XPaHEHHUS TPOMEKYTOUHBIX MPOIYKTOB, FTOTOBOM MPOIYKIIUU
d)opMa BbiNoJIHeHHsi: 1. [ToaroTroBka u 3ammra npe3eHTalnn.
2. CocTaBiieHHE TECTOBbIX 3a/IaHUH.
Cpoxku cnaum: 6-s Henens.
KOHTpPOJIb 10 TeCTOBBIM 32/ IaHUSIM:
Bapuanm 1
~ BemiecTBo mim cMech BEMIeCTB, 00J1a1al0NIIe ONPEIeIeHHON (hapMaKoIOTHIeCKOM
AKTUBHOCTBIO, MpeHa3HAUYCHHBIE /IS IPOU3BOJICTBA U M3TOTOBJICHUS JIEKAPCTBEHHBIX
npenaparos, 37o (2)
A. ekapcTBeHHas CyOCTaHIIUS
B. BecnomorarenbHble BeliecTBa
C.BbAB
D.BAJ
E. akTuBHBII (papManieBTHUECKUI HHTPEIUEHT
~ Ilpenapatsl, cofeprkaniye 6uosornyeckue 0eiaKku, a Takke OMOCUMUIISIPBI, Ha3bIBatoTcs: (1)
A. nexapcTBeHHbIE MpenapaTbl OMOIOTHYECKOro MPOUCX OKACHUS
B. nexkapcTBeHHBIC TIpenapaThl OPraHNYECKOTO MPOUCX OKICHHUS
C. nexkapcTBEeHHbBIE MpenapaThl PACTUTEIBHOTO MPOUCX 0K ICHUS
D. nexapcTBeHHBIE MpemapaThl MPUPOTHOTO MPOUCXOKIACHUS
E. Gank kieToK
~ Xumunueckue, papMaleBTHICCKUe U ONOJIOTHYECKUE TaHHbBIC BKIFOUAOT HH(opMaruio o: (3)
A cucTeMe oOecrieyeHHsl KauecTBa Ha IPON3BOICTBE
B. KIMHUYECKHX MCIBITAHUIX
c.  o(opmIIeHHEe TOTOBOI'0 JEKapCTBEHHOI'O CPE/ICTBA
D. OIMCaHHE COCTaBa
E. CTaOMIBHOCTHU
~ Komrmekc TpeboBaHMi, rapaHTHPYIONINX WICHTHYHOCTH M CTAaOMIBHOCTD TPOM3BOJICTRA,
KOoHTpoJs kauecTBa JIC ¢ nenpro odecrieueHust ux 0e30macHOCTH, 3PPEKTUBHOCTH, KauecTBa
U COOTBETCTBHS TPEOOBAHUSIM PETHCTPAIIMOHHOTO J0Che, 3TO: (1)
A. Hajuexaniast npon3BOACTBEHHAs! TPaKTHKa
B. Hagnexamast mucTpuObI0TOpPCKast MPaKTHKA
C.T® PK
D. Hamnexamasi HHKeHEepHAst IPaKTHKa
E. Hapnexaias gpapmakoneiiHas mpakTHKa
~ KOMITIIEeKT TOKyMEHTOB ¥ MaTePHAIIOB YCTAHOBJICHHOTO COJCPKAHMS, TIPEICTABIISIEMBIN
BMECTE C 3asBJIICHHEM Ha TocynapcTBeHHyro peructparnuto JIC: (1)
. PETUCTPALMOHHOE 10ChE
OTYeT KIMHUYECKUX UCTIBITAHUI
OTYeT JOKJIMHUYECKHUX UCTIbITAaHUI
“drug master file”
KOMIUIEKT aIMUHUCTPATUBHOM UHOpMalnii
Bapuaum 2

mo o
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~ JlekapCTBEHHOE CPEJICTBO B ONPEACIICHHOM JeKapcTBeHHOH dopme: (1)
A. TeKapCTBEHHBIN Mpenapat

B. nexapctBeHHas cyOCTaHLIUS

C.akTuBHBIN (hapMaIeBTUUECKUI HHTPEIUCHT

D. BcnomorareinbHO€E BELIECTBO

E. 6ank-poaykt

~ K 3asBi1eHH10 0 TOCYapCcTBEHHOM peructpanui, nepeperucrpauuu JIC npunararores: (3)

A. perucTpanMoHHOE J0ChE B IBYX IK3EMILIAPaX, COJIEepKallee TOKYMEHThI 1 MaTepuaibl

B. 06pa3upbl JIC B konuuecTBax, HEOOXOIUMBIX JJIs1 IPOBEACHUS TPEXKPATHOIO aHalln3a B
COOTBETCTBUU C TPEOOBAHUSIMU HOPMATUBHO-TEXHHUUECKOTO JOKYMEHTA [0 KOHTPOIIIO 3a
KayecTBOM U 6e3omacHocThio JIC

C. crannapTHble 00pa3Ilbl JIEKAPCTBEHHBIX BEIIECTB U MOCTOPOHHUX MPUMECEH, PACXOIHBIC
MaTepHabl, MPUMEHIEMbIe IpU TipoBeneHnn nccienoBanuii JIC (B HCKITIOUHUTEIBHBIX
CIIy4asiX ¥ Ha YCIIOBHUSIX BO3BpaTa)

D. TEXHOJIOTHYECKAsi CXeMa IMPOU3BOCTBA

E. JaHHBIC MApPKETUHIOBOT'O aHAIH3a

~ OcHOBaHWMsI ISl OTKa3a B TOCyapCcTBeHHOU peructpammu: (1)

A. Ooiiee HU3KHeE MOKa3aTeny kadecTBa u 6e3onacHoctu JIC, ueM periiaMeHTUPOBAaHHBIE HOPMBI

B I'® PK, EUR. PH n USP

HACBIIIEHHOCTh PhIHKA MpenapaTaMyu JaHHOW TPYTIIbI

BBICOKHE 11eHbI cTouMocTu JIC

HU3KHe 1eHbl croumoctu JIC

3aHATOCTH PETYIATOPHBIX OPTaHOB

~ B perucrparmontoe gocke (CommonTechnical Document) Bxozsit: (4)

A aJIMUHHCTpaTHBHAs nHpopmarus (Moxyis 1)

B. o0Ilee coepikaHue, BBOIHAs 4acTh, O0lIee pe3toMe M0 KayecTBY, JOKINHIUECKUI 0030p,
pe3roMe 10 TOKITMHUYECKAM HCCIIEIOBAHUSM M PE3IOME 110 KIIMHUYECKAM HCIIBITAHUSM
(Momyb 2)

c. kadectBo (Moayis 3)

D. OTYETHI O JOKIMHHYECKUX HcchenoBanusax (Momayib 4)

E. 3aKIIOYCHHE

~ AxTuBHBIA (apmaneBTrueckuid uHrpenueHt (API):

F.  TOTOBOE JIEKapCTBEHHOE CPEICTBO

G. BCIOMOTaTeIbHOE BEIECTBO

H. JIEKapCTBEHHOE CPEACTBO B ONpEeIEHHOM JIeKapCcTBEHHON hopMme

I JIeKapcTBeHHas (opma

J.  JIEKapCTBEHHOE CPEJICTBO, MPEAHA3HAYCHHOE ISl TIPOM3BOJICTBA WIIH U3TOTOBIICHHS
JIeKapCTBEHHBIX MTPENapaToB

Bapuanm 3

~ IIpumecs (impurity) — 3T0 1000 KOMIIOHEHT CYOCTaHIIIH, KOTOPBII He opeaesieH

XUMHUYECKH KaK CyOCTaHIIMSL, MOKET IPEACTaBIATh co00ii: (2)

CTaOUITU3UPYIONIYIO CYOCTAHITHIO

HE UICHTU(UIUPOBAHHYIO IPUMECH

BCIIOMOTATENbHYIO CYOCTaHIINIO

UACHTU(PHULUPOBAHHYIO [TPHUMECH

KOHCEPBAHT

~ Xumudeckue, hapMarieBTHUCCKUE U OMOJIOTHYECKHE TaHHbIC BKIIOYAOT HH(opMaIuio o: (4)

F. paspaboTke

moow

moo >
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IIPOM3BOJICTBEHHOM IIpOLiecce

JOKITMHUYECKUX UCTIBITAHUSIX

XapaKTEePUCTUKAX U CBOMCTBAX

nporeaype u TpeOOBaHUAX KOHTPOJIs KadecTBal 9369799

B COBPCMCHHYIO KOHICHIIIUIO obOecrneucHUs Ka4ecTBa JICKAPCTBCHHBIX CPCACTB BXOIAT

CleAyIoNre cTanaapTsr: (3)

CTaHJAPT HAJUIeKAIIETo (Ka4YeCTBEHHOT0) MPOU3BOCTBA JIEKAPCTBEHHBIX CPE/ICTB
CTaHJapT HaJuIeXkalel (KaueCTBEeHHON ) KIIMHUYECKOM MPaKTUKH

CTaHJapT HaJyIeKallel (KaueCTBEHHON) MApKETUHIOBON IIPAKTUKHI

CTaHJapT HaJuIeXkallel (kaduecTBeHHOM) 1a00paTOPHOM MPaKTUKU

CTaHJAPT HaUIeKALIEeH (Ka4YeCTBEHHOM ) MOTPEOUTENECKOM MPAKTUKU

VYmakoBka jekapctBenHoro cpezctsa (JIC): (4)

cuctema gocrasku JIC

cpencTBo, obecrieynBarouiee npoiecc odpamenus JIC

KOMILJIEKC CPEICTB, 00eCIeunBarOIINX mpoiiecc oopamenus JIC
zanmuiaet JIC oT noBpexaeHui U moTephb

npenoxpanser JIC oT Bo3neicTBrs (PaKTOPOB OKPYKAIOLIEH CPE/IbI

q)apMaHeBTI/I‘leCKI/Ie (baKTOpr, BIMUAOIIMEC HA 6I/IOJ'IOFI/I‘IGCKYI-O HJOCTYITHOCTD JICKAPCTBCHHBIX

BerrecTs: (3)

BCIIOMOTaTEIIbHBIC BEIIECTBA

BU/I JIEKAPCTBEHHON (DOPMBI U IYTH BBEJICHUS
TEXHOJIOTHS MPOU3BOICTBA

MarepualibHBIE MOTEPH TIPOU3BOJICTBA

BO3pPacCT nepcoHalia
,hkkhhkhhkhhkhhkhhkhhkhhkhhkhhkhhkhhhhhhix

TEMA Ne 7. Tpe6oBanus crangapra GMP k mpou3BOJCTBY JIEKApCTBEHHBIX PACTUTEIbHBIX

npenapaToB

HEJIb: chopmupoBarh 3HaHus B 00actu npou3BojicTBa JIC U3 pacTUTETBLHOTO CHIPHS.
3AJAHUMSA. OTpa3uTh B MPE3EHTALMH U TECTOBBIX 33JaHUAX CIEAYIOIINE BOPOCHI TEMBI.

Tpe6osanus crangapra GMP k npoussozactsy JIC u3 pactutenbHoro coipbs ([Ipunoxenne
7).

TpeGoBaHus K MPON3BOACTBEHHBIM TOMEIICHUSM.

TpeboBanus kK 000pyIOBAHUIO

TpebGoBanus K IEPCOHATTY.

TpeboBaHMs K HCXOAHOMY CBIPBIO.

TpebGoBaHus K Ka4eCTBY JIEKAPCTBEHHBIX ()OPM, IPUTOTOBIEHHBIX U3 CBEKETrO MIIN
BBICYHIEHHOI'O PACTUTENBHOTO ChIPBS.

TpebGoBaHus K yHaKOBKaM, YKYIIOPOYHBIM CPEICTBAM, STUKETKAM.

TpeboBaHMs K YCIOBUSIM XpaHEHHS IPOMEKYTOUHBIX MPOTYKTOB, TOTOBON MPOIYKIIHUH.

®opma BbinoaHeHus: 1. [loaroroska u 3ammura npe3eHTaIUM.

2. CocraBiieHHUE TECTOBBIX 3aJaHUH.

Cpoxu ciauu: 6-s Heesl.
KonTpoJs nmo Bonpocam:

1.

N3 xakux pasnenoB cocrout [Iprka3 MuHuCTpa 3ApaBOOXpaHEHUS U COLIMAIBHOTO Pa3BUTHUSA
Pecriyonuku Kazaxcran ot 27 mas 2015 roga Ne 392 «O06 yTBep»)A€HUN HAAIEKAIIAX
(dapMaleBTUUECKUX MPAKTUK

N3 kaxux [Ipunoxenunii cocrout crangapt GMP?
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10.

11.

KakoBsl TpeboBanus cranaapra GMP k npousBoactBy JIC U3 pacTUTENBHOTO CHIPHS
(ITpunoxxenwue 7)?

KakoBbl TpeOOBaHUS K MPOU3BOJACTBEHHBIM IIOMEIIEHUSAM B TPOU3BO/ICTBE MPEMApPaToB U3
pPacTUTEIBHOTO ChIPbA?

KakoBbl TpeGoBaHuUs K 000PYAOBAaHHUIO B IPOM3BOACTBE MPENapaToB U3 PACTUTEILHOTO
ChIpbsi?

KakoBbI TpeOoBaHuUs K IEPCOHAITY B IPOM3BOACTBE MPENapaToB U3 PACTUTEIHHOTO ChIPbs?
KakoBbl TpeOOBaHUS K MCXOJHOMY CBIPbIO B IPOM3BOICTBE NPENApaTOB U3 PACTUTEIHHOTO
ChIpbs?

KakoBbl TpeOOBaHMS K paCTBOPUTEINIAM U JIpYTUM BCIIOMOTaTeIbHbIM MaTepHUaiaM B
IIPOM3BOJICTBE MPENAapPaTOB U3 PACTUTEIBHOIO ChIPbs?

KakoBbl TpeOOBaHUS K KaU€CTBY JIEKAPCTBEHHBIX (POPM, IPUTOTOBJICHHBIX U3 CBEXKEr0 MU
BBICYIIEHHOI'O PACTUTEIBHOIO ChIPbsi?

KakoBbl TpeOOBaHMs K yIaKOBKaM, YKYHOPOYHBIM CPEJICTBAM, STUKETKaM B I'aJICHOBBIX
npenaparo??

KakoBbl TpeOOBaHUS K YCIOBUAM XpaHEHHsI IPOMEKYTOUHBIX IPOJYKTOB, FOTOBOM
IPOAYKIMHU B IPOU3BOJICTBE MPENAPATOB U3 PACTUTEIBHOIO ChIPhs?

*hhkkkhkhkkkhkhkkkhkhkkhkhkkihkkhkikkhkkikkhkihkkikiikk

TEMA Ne 8. Tpe6oBanus crangapra GMP k mpou3BoJCTBY KHAKOCTEH, KPEMOB U Ma3eil

(ITpunosxenue 9): TpebOBaHUS K MOMEIIEHHUSIM, 000PYIOBaHUIO, IPOU3BOICTBY.

HEJIb: chopmupoBath 3HaHus B 00acTu npou3BojicTsa JIC mjist HapyKHOTO TPUMEHEHUSI:

JKUJIKOCTEN, KPEMOB U Mas3eil.

3AJTAHUS. Otpa3uTh B IPE3EHTALNN U TECTOBBIX 3aJJaHUSX CJIEYIOIINE BOIPOCH! TEMBI.

O6ume TpeboBanus cranaaptra GMP k mpou3BOJCTBY KUAKOCTEH, KpEMOB U Mazei
(ITpunoxenue 9).

TpeboBaHMs K TPOU3BOACTBEHHBIM TOMEIIEHHSIM.

TpebGoBanust K 000PYAOBAHUIO

TpeboBaHus K epcoHay.

TpeGoBaHMs K UCXOTHOMY CHIPBIO.

TpeOGoBaHMsI K KAY€CTBY IPUTOTOBJICHHBIX JIEKAPCTBEHHBIX (DOPM.

TpeGoBanus K ylakoBKaM, YKYIIOPOYHBIM CPEJICTBAM, 3TUKETKaM

TpeGoBaHMsI K YCIOBUSM XPaHEHUS TPOMEKYTOUHBIX TPOAYKTOB, TOTOBOM MPOAYKLIUN

®opma BbinoaHenus: 1. [loaroroska u 3ammura npe3eHTAIUH.

2. CocTaBiieHUE TECTOBBIX 3aaHHHA.

Cpoxu cnaum: 7-s Henens.
KonTpoJs nmo Bonpocam:

1.

N3 xakux pazaenoB coctouT [Ipukas MunmcTpa 31paBoOXpaHEHUs U COITUATBHOTO PAa3BUTHUS
Pecniyonuku Kazaxcran ot 27 mas 2015 roga Ne 392 «O06 yTBep k) AeHUN HAATIEKAIIUX
(dbapmareBTUIECKUX MPAKTUK

W3 kakux [Ipunoxxenuii cocrout crangapt GMP?

Kaxossl TpeboBanus crangapra GMP k mpou3BoacTBy HapykHbIX JIC: sKMaKOCTEl, KpeMOB
u maseii (Ilpuaoxenne 9) (Ilpunoxenue 7)?

KakoBbl TpeboBaHMs K TPOU3BOACTBEHHBIM nomelneHusaM? KakoBsl TpeboBaHUs K
obopymoBanuio?

KaxoBbl TpeboBaHus K epcoHaTy?

KakoBbI TpeOOBaHUS K HCXOIHOMY CBHIPBIO?
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7. KakoBwI TpeOOBaHUS K PACTBOPUTEISIM, OCHOBAM U JAPYTUM BCIIOMOTATEIbHBIM MaTepHraiam?

8. KakoBbI TpeOOBaHMS K Ka4e€CTBY HAPY)KHBIX JIEKAPCTBEHHBIX (DOPM B 3aBUCIMOCTH OT
Ha3HAUYCHUS?

9. KakoBsl TpeOOBaHMS K yIIaKOBKaM, YKYITOPOYHBIM CPEJICTBAM, STUKETKAaM B MPOU3BOJICTBE
HapyXHbIX JID?

10. KakoBbl TpeOOBaHMsI K YCIOBUSAM XPaHEHUS TPOMEKYTOUHBIX MMPOJTYKTOB, TOTOBOM

IPOAYKIIMH B IIPOU3BOJICTBE HapyKHbIX JID?
R R R R R R R R R R R R R R R R R R R R R R R AR R R R R R R A R T R

TEMA Ne 9. PYBEJKHBIN KOHTPO.1b

HEJIb: ITpoBepka ycBO€HUS CTYAEHTaMH IPOrPAMMHOI0 MaTeprall, OCBOEHHOTO Ha JIEKIIHSIX,
npakTuyeckux 3aHatusx u B xoae CPCII u CPC.

®OPMA MMPOBEJEHMUMSA: KoHTposb 110 BapraHTaM BONPOCOB. (IMCbMEHHO-YCTHBIN ONPOC)
Cpox npoBenenusi: 8-s1 Hesemsl.

[TepedyeHb KOHTPOJIBHBIX BOIIPOCOB MpeACTaBiIeH B MaTepraiax Pyoexxnoro koHTposts Nel.
®opMa BbINOJHECHNS/ONEHUBAHUA . Y CTHBIH, MMCbMEHHBII BOIPOC-OTBET.

Bapuanm 1
1. OcHOBHBIE TPUHLIUIIBI TOCYIaPCTBEHHON MOTUTHKHU B 00JIACTH 3/1PAaBOOXPAHEHUS
PK

2. Tpebosanus B PK, npenbsiBisiemMble K MPOU3BEACHHBIM U BBOSUMbBIM
nexapctBeHHbIM cpescTBaM (Koneke PK «O 310po-Bbe HaceneHus 1 cucteme
31paBooxpaHeHus», Pasnen 4)

3. JlaTp omnpenencHue NOHATHIO «I €eHEpHYECKOe JIEKapCTBEHHOE CPENCTBOY.

4. DKcrepTH3a JIEKapCTBEHHOI'O CPEACTBA Kak 00s3aTebHOE YCIOBUE TPU
I'ocynapcTBeHHOM perucTpanuy U nepeperu-CTpaluy J€KapCTBEHHbBIX CPEICTB.
5. Cucrema obecrieueHus! KayecTBa MPU MPOBEACHUHU JOKIMHUYECKOTO
UCCIIeIoBaHMs 0€30I1aCHOCTU JIEKapCTBEHHBIX CPECTB.

Bapuanm 2
1. FocynapcTBeHHOE perynupoBaHue B o0mactu 3apaBooxpaneHus B PK

2. Jlommyck K IpOU3BOACTBY JEKAPCTBEHHBIX CPEICTB, N3/1CIUN MEIUIIUHCKOTO
Ha3HAYCHHS M MEIUIIMHCKON TEXHUKHU B paM-KaX CUCTEMbI TapaHTUPOBAHUS
kauectBa B PK.

3. Jatp onpenenenre noHITHIO «bank-mpoayKT.

4. Tlopsimok mpoBeNEeHUs TOCYAAPCTBEHHOW PETUCTPAIINH, TTIEPEPETUCTPAIIUN U
BHECEHHSI U3MEHEHHI B PErHCTPallMOHHOEI0ChE JIeKapCTBEHHbIX cpeacTB B PK.

5. KoHTposb 3a TpoBeICHNEM KIMHUYECKUX MCCIICIOBAHNHN JICKAPCTBEHHBIX CPEICTB.
Bapuanm 3

1. Komuret KOHTPOJIA MEIUITUHCKON 1 (I)apMaHCBTHQCCKOIZ ACATCIIBHOCTH. q)yHKI_II/II/I
2. I[aTL ONpeaACIICHUC TTOHATUTIO «AHAIUTUYECKUI HOpMaTI/IBHHﬁ HAOKYMCHT».

3. Opran, ocymectBisitouuii ['ocyaapcTBeHHYIO pErucTpanuio,
MEePEePErucTPallii0 U BHECEHWE M3MEHEHHI B PErU-CTPAlMOHHOE JI0CHE
JIEKapCTBEHHOT'O CPEACTBA.

4. Kakue Marepuanbl U IOKYMEHTHI (KOMIUIEKT) MPHIIATalOTCs K 3asBJICHUIO O
rOCYJIapCTBEHHOW PETMCTPAlMHU, IIEPEPErU-CTPALIMH JIEKAPCTBEHHOTO CPEJICTBA B
YIIOJTHOMOYEHHBIN opraH?

5. BuIpl KIMHUYECKUX UCCIIEIOBAHUN.

Bapuanm 4
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1. I[aTB OIPECACIICHUC ITOHATUIO <<3,Z[OpOBbe>>.

2. Kounnemmus GxP.

3. Kaxkue 00BeKThI IIOABECPIrar0TCA 00s13aTeIpHOMI FOCY,HapCTBeHHOﬁ perucTrpanuu u

nepeperucrpauuu’?

4. ®apmakosiornyeckuit Llentp PI'TI «HanroHanbHBIN HEHTP SKCIEPTU3BI
JIEKAPCTBEHHBIX CPENICTB, U3JCINI MEAUIIMHCKO-TO HA3HAYEHUS U METULIUHCKOM
texuuku» M3 PK, 3amaun u pyHKImm.

5. IIpoBeneHne KIMHMYECKUX UCIIBITAHUH 110 cTaHaapTam Hapnexainel KIMHUYeCKOU
IIPAKTUKH.

Bapuanm 5

1. 3nauenue, crpykrypa Konexca PK «O 310poBbe Hapoaa u cucteMe 3/[paBOOXpPaHEHUSD.

2. Jlatp onpenesieHNe NOHATHIO «TEeXHOJIOrnYeCKUN PErIaMEHT.

3. HucnextupoBanue ¢papMaleBTUYECKOro Mporu3BOICTBA PU PETUCTPALIUU U
nepepeructpanuu JIC.

4. OGnacts npumeHenus Haanexamas auctpuObroTOpCKast MpakTUKa

5. Ncnerratensusiid neHTp PI'TI «HanmoHanbHbIM HEHTP SKCIIEPTU3bI
JIEKAPCTBEHHBIX CPEJICTB, U3AEJINI MEIULIMHCKO-TO HA3HAYCHUS U MEAULIMHCKON
texHukn» M3 PK.

Bapuanm 6
1. 3apaun 1 pyHkuuu Komurera o KOHTPOIIO MEAUIMHCKON U (hapMalieBTHUECKOi
nesitensHoct M3 PK.

2. Crneuncukarus kauecta. Onpenenenue. [Topsagok pazpaboTku.
3. Hatb onpenenenue noustuio «besonacHocTh 1 3 (HEKTUBHOCTH JIEKapCTBEHHBIX
CPEACTBY.
4. KanndukannoHHbie TpeOOBaHMs, IPEAbBISEMbIE TIPH JINIICH3NPOBAHUN
(bapMarieBTUYECKOro MPOU3BO/ICTBA.
5. O6macts mpumenenust CT PK 1616-2006 «Hannexxamas KTMHUYeCcKast MPaKTHKA.
OCHOBHBIE IOJI0KEHUS».

Bapuanum 7
1. Jlate onpenenenue noustuio «dapmarieBTUUecKas A€ TeIIbHOCTDY.

2. IIpukaz M3 PK, pernamenTtupyromuii nopsaaok pazpadborku AH/I. OcHoBHbIE
TpeOoBaHUs.

3. OCHOBHBIE COCTABJISIOLINE CUCTEMBI J0MyCcKa (hapMaleBTHUECKONW IPOAYKIIUH Ha
PBIHOK.

4. O0uMe XapakTepUCTUKU TOTOBOM MPOIYKIMU B pazjene «XuMudeckas,

CbapMaHeBTI/I‘IeCKaH A OMOJIOTHYECKAS JOKYMCH-Talus»
5. O6macts mpumenenust CT PK 1613-2006 «Hamiexammas nabopaTopHast MpakTHKA.
OCHOBHBIE TTOJIOKEHHUSD.

Bapuanm 8

1. HazoBute BuabI (papManieBTUUECKON A€ TETbHOCTH.

2. OcHoBnbie puHIUIEl GMP.

3. JlaTb onpeneneHue NOHATHIO «I'0Cy1apCTBEHHBIN PEECTP JICKAPCTBEHHBIX CPELCTBY.

4. Conmeprkanue MOIyJsl hapMalieBTUUYECKas pa3pad0TKa PErUCTPALIMOHHOTO JOChHE.
5. CT PK 1614-2006 «Hamnexarmast

TUCTPUOBIOTOPCKASI TPAKTUKA.

OCHOBHBIE TTOJIOKEHUS
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Bapuanm 9

1. icnonHuTENbHBIE OPTaHbl, OCYIIECTBISIOIINE TOCY1apCTBEHHOE PETyIMPOBaHNE B
00J1aCTH 3IpaBOOXPAHECHHUS.

2. CT PK 2006 1617-2006«IIpon3BoacTBO JeKapCTBEHHBIX cpeacTB. Hamnexamas

IIPOU3BOICTBEHHAs IpakTHKA. OCHOBHBICIIOIOKEHUSY. Pa3iesbl 1 NPHIIOKEHMSL.

3. Hatp omnpenenenue nousturo «OpdaHHble IpenapaTh».

4. ConepxaHue MOAYJIsl XUMUYEcKasi, (papmalieBTH4eckas u OMoJoruyecKkas
JTOKYMEHTAIHSL.

5. OcHoBusble pazaenst GDP.

Bapuanm 10

1. Crpykrypa HaunonansHoro uentpa sxcneptussl JIC, UMH u MT.

2. I'ocynapcreennas @apmakories PK |, Il tom. OcHoBHBIE pa3iensl.

3. Hatp onpenenenue nousaTuo «HopMaTUBHO-TEXHUYECKUN JOKYMEHT 110

KOHTPOJIIO 32 KaueCTBOM M 0€30I1aCHO-CThIO JIEKAPCTBEHHOT'O CPEJICTBAY.

4. IlepeynciuTh MOIYJU PETUCTPAITMOHHOTO JTOCHE.

5. Uudopmarus, coaepxaiiascs B XUMUYECKOU, (hapMalleBTHUECKON 1 OMOIOTHYEeCKOU
JOKYMEHTaIluu

Bapuanm 11

1. ITokaxuTe cXeMaTH4eCKU OpraHU3alMOHHYIO CTPYKTYpy MUHMCTEpCTBA
3npaBooxpanenus Pecniy6nmku KazaxcraH.

2. Crpykrypa u pyHKmu ucnbitarensHoro nenrpa « HLDJIC, UMH u MT» M3 PK.

3. LlentpanpHOE 3B€HO TOCYAapCTBEHHOTO peryiaupoBanus peiHka JIC mo
HOMEHKIaType, 3QPeKTUBHOCTH, 0€30I1aCHOCTH,KaueCTBY, HH(OPMALIUHU I Bpaden
U otpedurenei.

4. Ha3HaueHue perucTpaioHHOTO TOChE.

5. ®apmareBTuueckas pazpadotka JIC.

Bapuanm 12

1. Ha kakux mpaBUTEIbCTBEHHBIX IOKYMEHTaX OCHOBBIBAETCS 3aKOHOJIATEIHCTBO
Pecniy6mmku Kazaxcran 06 oxpaHe 3/10-pOBBS TpaxaaH?

2. Jlatb onpenenenue moHATHIO0 «CepTuduKar KauecTBay.

3. IIpoenenue ouenku u koHTpoisa JIC B EC ocymectBusiercs EBpomneiickum
areHTCTBOM I10 OIEHKE JICKAPCTBEHHBIX CPEJICTB MO Ha3BAHUEM ...

4. Yto mpezcTasisieT cOO0H perucTpaluoHHOe A0Che?

5. OcHOBHBIE ATaIlbl pa3pabOTKH HOBBIX MPEmapaToB.

Bapuanm 13

1. JlaTp onpeneneHue NOHATHIO «310POBbEY.

2. HopmaTuBHBIE JOKYMEHTBI, pETJIaMEHTUPYIOIINE MPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB

3. IIpouecc peructpamnuu B EC Ha3biBaeTcs ...

4. TlepeuncnuTh Kakue XapaKTEPUCTUKU YKA3bIBAIOTCS B pazjiese «XUMHUECKas,

(dapmanieBTHUECKas U OMOJIOTHYECKasi JOKyMEHTALUs»?

5. 3agaun (hapMareBTHUECKON pa3pabOTKH.

Bapuanm 14
1. Jlath onpeneneHrie NOHATUIO «JIeKapCTBEHHOE CPEICTBO.

2. Hapnexxarast mpor3BOACTBEHHAS TTPAKTHKA, €€ Pa3/IeIbl.
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3. MexxayHapoiHasi KOH(DEPEHIUs 110 TapMOHHM3AIMN TEXHHYECKUX TPeOOBaHHH K

perucTparyu JeKapCTBCHHBIX MpenapaToBIJis YeIOBEKa Ha3bIBACTCS . . .

4. CocTaBUTh CXEMY CO3aHUS JIEKAPCTBEHHOW CyOCTaHIINH «XHUMHUYSCKast pa3padoTKay.

5. Madopmarus, mpenocTaBisieMas B peTUCTPAMOHHOE T0Che O hapMareBTUYECKOM
paspaboTke.

Bapuanm 15

1. Jlath onpenencHue moHATHIO «I[IPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB, U3ACIIHI

MEIUIIMHCKOTO HAa3HAYCHUS U MEIUIH-CKON TEXHUKN.

2. Kommerennus [TpaButensctB Pecniyonimkn Kazaxcran B 0071acTi OXpaHbl 3J10pOBbs
rpaXKaaH.

3. aTe onpenenenne nonsTHo «I"ocynapcTBeHHAS IEPEPETUCTPALHS JIEKAPCTBCHHOTO
CpeACTBay.

4. CTpyKTypa pEerucTpaiiOHHOTO J0ChE.

5. JKnzueunsrii uki JIC
*hkhkkhkkhkkkhkkhkhkhkkhkhkhkkhkkhkkhkkhkkhkkhkhkkhkhkkikikk

TEMA Ne 10. Tpe6oBanus crangapra GMP k mpou3BoJCTBY T03UPOBAHHBIX a3P0O30JIbHBIX
IpenapaToB MO AaBJICHUEM ISl MHT AL

HEJIb: chopmupoBath 3HaHUS B chepe MPOU3BOACTBA JO3UPOBAHHBIX a3P030JIbHBIX
IpenapaToB MOJ1 AaBJICHUEM JJIsl MHTAJILUI Ha OCHOBaHUH TpeOoBanuii crangapta GMP
(ITpunoxenue 10)

3AJTAHUSA. Otpa3nute B IPE3EHTALNN U TECTOBBIX 3aJaHUSX CIEIYIOIINE BOIPOCH TEMBI.

O61ue TpeboBanus crangapra GMP k mpou3BOACTBY a3p030JIbHBIX [IPENApaTOB M0
JTaBJIEHUEM JJI BHYTPEHHEr o (MHTaJSILMK) U Hapy>KHOTO IPUMEHEHHUS: >KUIKOCTEH, KpEMOB
u mazelt (Ilpunoxenue 10).

TpeboBaHMs K TPOU3BOACTBEHHBIM TOMEIIEHHSIM.

TpebGoBanust K 000PYAOBaAHUIO

TpeboBaHus K epcoHay.

TpeboBaHMs K HCXOAHOMY CHIPBIO.

TpeboBaHMs K KaueCTBY MPUTOTOBJICHHBIX JIEKAPCTBEHHBIX (POPM.

TpeboBaHMs K yITakoBKaM, YKYIOPOYHBIM CPEJICTBAM, STHKETKaM

TpeboBaHMs K yCIOBUSM XpaHEHHS IPOMEKYTOUHBIX MPOYKTOB, FTOTOBOM MPOTYKIIUU

®opma BbinoaHenus: 1. [loaroroska u 3ammura npe3eHTAIUH.

2. CocTaBiieHUE TECTOBBIX 3aaHHHA.

Cpoxu cnaum: 9-s Henens.
KonTpoJs no Bonpocam:

1.

)

© © N o o &

U3 kaxux paznenoB coctout [Ipuka3 MuHucCTpa 31paBoOXpaHEHHS U COIIMAILHOTO Pa3BUTHS
Pecniyonuku Kazaxcran ot 27 mas 2015 roga Ne 392 «O06 yTBepkA€HUN HAATEKAIIUX
(dhapmareBTUIeCKIX MPaKTUK»?

N3 kakux [Ipunoxenuii cocrout crangapt GMP?

KaxoBsl TpeboBanus crangapra GMP k mpon3BOACTBY a3p030JIbHBIX MPETAPATOB AJIS
BHYTPEHHET0 (MHTaISIMK) 1 HapykHoro mpuMeHenus (IIpunoxenue 10)?

KakoBbl TpeboBaHUs K TPOU3BOACTBEHHBIM ITOMEIICHUSIM?

KakoBbl TpeOoBaHMs K 000PYIOBAHHIO?

KaxoBbl TpeboBaHUs K IEpcoOHATY?

KakoBbl TpeOOBaHUS K HCXOTHOMY CBHIPBIO?

KakoBbl TpeOOBaHUsI K paCTBOPUTENSIM, OCHOBaM U JIPYI'MIM BCIIOMOTaTeIbHBIM MaTepuanam?
KakoBbl TpeOOBaHMS K KAY€CTBY MHTAJISIIMOHHBIX JICKAPCTBEHHBIX (DOPM B 3aBUCIMOCTH OT
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10.

11

12.

HazHa4YeHus1?

KakoBbl TpeOOBaHUS K KAYECTBY HAPY)KHBIX JICKAPCTBEHHBIX (POPM B 3aBUCUMOCTH OT
Ha3HadeHus?

KakoBbl TpeOOBaHUS K YIIAKOBKaM, YKYTIOPOYHBIM CPEICTBAM, dTHKETKAM B IIPOU3BOICTBE
a’p030JibHbIX JID?

KakoBbl TpeOOBaHUS K YCIOBHSAM XPaHCHHSI IIPOMEKYTOYHBIX TTPOTYKTOB, TOTOBOM

IPOAYKIIMH B IIPOU3BOJICTBE HapyKHbIX JID?
R R R R R R R R R R R R R R R R R R R R R R R AR R R R R R R A R T R

TEMA Ne 11. Tpe6osanus cranaapta GMP k npoussoactBy JIC 1151 BeTepuHApHOTO
MIpUMEHEHUS

Heab: OcBouTh 0COOEHHOCTU MTPOU3BOJCTBA U TpeboBaHus cTrannapra GMP k mpousBoacTBY
JIC niig BeTeprHApHOTO MPUMEHEHMUSI

3AJTAHUS. Otpa3uTs B IPE3CHTALUN U TECTOBBIX 33aJaHUX CIEIYIOIINE BOMPOCHI TEMBI.

Tpeb6oBanus crannapra GMP k nmpouzBoactBy JIC 11t BETEpUHAPHOTO MTPUMEHEHHS
(ITpunoxxenue 4).

TpeboBaHMs K MPON3BOACTBEHHBIM IIOMEIIICHHSIM.

TpeboBanust K 000PYIOBAHHUIO

TpeOGoBaHwMsI K TIEPCOHAITY.

TpeboBaHMs K UCXOAHOMY CBIPbIO.

TpeboBaHMs K KaUeCTBY MPUTOTOBJICHHBIX JIEKAPCTBEHHBIX (POPM.

TpeboBaHus K ymakoBKaM, yKYHOPOUYHBIM CpeJICTBaM, STUKETKaM

TpeboBaHMs K yCIOBHSIM XPaHEHHS TPOMEKYTOUHBIX TMPOTYKTOB, TOTOBOM MPOTYKIINA
TpeboBaHMsI K TPOU3BOACTBY JOOABOK K JIEKAPCTBEHHBIM KOPMaM.

TpeboBaHMs K MPOM3BOACTBY MPEMAPATOB MPOTUB IKTONAPAZUTOB.

®opma BbinoJHeHus: 1. [loaroToBka u 3amuTa Npe3eHTaNM.

2. CocraBiieHUE TECTOBBIX 3aaHUHA.

Cpoxku caaum: 10-1 Hegens.
KonTtpous nmo Bonpocam:

1.

w
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11.

N3 kakux pazaenos coctout [Ipuka3 MunucTpa 31paBoOXpaHEHHS U COLIMAIIBHOTO Pa3BUTHS
PecniyOnuku Kazaxcran ot 27 mas 2015 roga Ne 392 «O0 yTBepkKA€HUN HaAIEKALUX
(apMaleBTUYECKUX MPAKTUK»?

N3 xakux [Ipunoxenuii cocrout cranaapt GMP?

KakoBsl TpeboBanus cranaapra GMP k npon3BoACTBY BETEpUHAPHBIX MpEnapaToB s
BHYTPEHHET0, HApY>KHOTO U MapeHTepanbHoro npuMmenenus (Ilpunoxenue 4)?

KakoBbl TpeOOBaHUS K MPOU3BOJCTBEHHBIM OMEIIEHUSM?

KaxoBsl TpeboBaHUs K 000pYIOBaHHIO?

KakoBbl TpeboBaHuUs K IEpCOHATY?

KaxoBbl TpeOOBaHUS K HCXOJTHOMY CBIPbIO?

KakoBbl TpeOOBaHUS K paCTBOPUTENSIM, OCHOBAM M JPYTUM BCIIOMOTaTeIbHBIM MaTepuanam?
KakoBbl TpeboBaHUsI K KauecTBY cTepuibHbIX JID 11 BeTepuHapHOi pakTUKu?

KakoBbI TpeOoBaHUs K yIIaKOBKaM, YKYITOPOYHBIM CPEICTBAM, STUKETKAM B ITPOU3BOICTBE
BeTepuHapHbIX JID?

KakoBbI TpeOOBaHUS K YCIOBUSAM XPaHEHUS IPOMEKYTOUHBIX MPOTYKTOB, TOTOBOM
MPOAYKIIMU B IPOU3BOJICTBE BeTepUHAPHBIX JID?

*hkhkhkkhkhkkkhkhkhkkhkhkhkkhhkhkhhkhkkhhkhihkhrhhihhiiikh
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TEMA Ne 12. Tpe6osanus crangapra GMP x oT60py npo0 HCXOJHOTO CHIPbS U YIaKOBOYHBIX

MaTepHaJIoB.

Hesb: OcBOUTH 0COOEHHOCTH 0TOOPA IPOO UCXOIHOTO CHIPHS U YITAKOBOYHBIX MAaTEPHAJIOB B

COOTBETCTBUU C TpeOoBaHusIMH cTaHaapTa GMP.

3ATAHUSA. Otpa3ute B IPE3EHTALNN U TECTOBBIX 3aJaHUIX CIIEIYIOIINE BOIPOCHI TEMBI.

- Tpebosanus crangapra GMP k 0T00py npo0O NCXOAHOTO CHIPhS U YIIAKOBOUHBIX
matepuanoB (IIpunoxenue 8).

- TpeboBaHus K NPOU3BOJACTBEHHBIM y4acTKaM, IPEIHA3HAYEHHBIM AJIs1 0TOOpa Mpod

- TpeboBanus K 060PYIOBAHHIO.

- TpeboBaHus K mepcoHay.

- TpeboBanus kK kauecTBy Mpoo.

- TpeboBaHus K ynakoBKaM, yIIakOBOUHBIM MaTepHajaM, yKyOPOUYHBIM CPECTBAM,
ATUKETKaM JJIs OTOOpaHHBIX MPOO.

- TpeboBaHus K YCIOBUSIM XpaHEHHs] OTOOpaHHbBIX IIPOO.

®opma BbinogaHeHusi: 1. [loaroroska u 3ammra npe3eHTaLUM.

2. CocTaBlieHIE TECTOBBIX 3aJaHHIl.

Cpoxu cnaun: 10-s Hegens.

KonTposas no Bonpocam:

1. W3 xakux paszznenos coctout [Ipukaz Munucrpa 34paBoOXpaHEeHUS U COLUAIBHOIO Pa3BUTHA
Pecny6nnku Kazaxctan ot 27 wmas 2015 roma Ne 392 «O6 yTBep:kIeHUU HaIISKAITIX
(dapManeBTUYECKUX MPAKTUK»?

2. W3 xakux IIpunoxenuit cocrout crannapr GMP?

Haiite obuue TpedoBanus cranaapra GMP k oT6opy npob MCXOIHOTO ChIPbS U

ynakoBOuHbIX MarepuanoB (I[Ipunoxenue 8)?

KakoBbl TpeOoBaHUsI K MPOU3BOICTBEHHBIM ITOMEIIEHUAM?

KakoBbl TpeboBaHUs K 000py10BaHUIO?

KaxoBbl TpeboBaHus K epcoHaTy?

KakoBbl TpeOOBaHMS K HCXOJHOMY CBHIPbIO U YITAKOBOYHBIM MaTepuanam?

KaxoBbl TpeOOBaHMS K YTaKOBKaM, YKYITOPOYHBIM CPEICTBAM, 3TUKETKAM JUIsl OTOOpPAHHBIX

npo6?

9. KaxoBsl TpeOoBaHUs K YCIOBUSIM XpaHEHUS IPOO?

w
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Tema Ne 13. OnacHble CBOMCTBA OTXOI0B OMOTEXHOJIOTHUYECKOTO MPOU3BOIcTBA. Kitacchl
OTMaCHOCTH JUJIsl OKPYXKaIolllel cpe/ibl, TacCIOpTU3aIUsl ONACHBIX OTXO/0B
HEJIb: 3akpenuth 3HaHUS CTYACHTOB IO ONPEACIICHUIO OMACHBIX CBOMCTB OTXOJ0B
OMOTEXHOJIOTHYECKOT0 TPOU3BOICTBA, IPUHITUIIAM UX MMACTIOPTU3ANNH, KOMIUIEKCHOMY
HCITOJIb30BAaHNUI0 OMOMACCHI M KYJIbTYPAIbHON KHUAKOCTH, a TAKXKE CIIOCO0aM UX YTHUIU3AINH
3AJAHUSA. OTpa3uTh B IPE3EHTALMH U TECTOBBIX 33JaHUSIX CIEAYIOIINE BOIPOCHI TEMBI:

- OmacHble CBOMCTBA OTXOI0B OMOTEXHOJIOTMIECKOTO TIPOMU3BOJICTBA B 3aBUCHMOCTH OT
MPUPOBI MPOAYIICHTA.

- OTHeceHME ONAaCHBIX OTXO0JI0B K KJIacCaM ONACHOCTH ISl OKPY>KArOLIEH Cpeibl.

- IlacmopTu3anus OMacHBIX OTXOJ0B OMOTEXHOJIOTUYECKOTO MMPOU3BOJICTBA. .

- KomrmekcHoe ucnonb3oBanue 6MoMacchl U KyJIbTypaibHON KUAKOCTH TPU MOTy4YEHUU
pa3HbIX OMOMPENnapaToB U3 OJAHOTO CBHIPhS, IPUMEPHI.

- CnocoObI ¥ MyTH YTHJIM3AIUU OTXOJA0B U OTOPOCOB OMOTEXHOJIOTHYECKOTO MPOU3BOACTBA
®opma BbinoaHeHust: 1. [loaroroska u 3ammura npe3eHTaLNM.
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2. CocraBiieHHE TECTOBBIX 3aJJaHUMH.

Cpoxu cnaum: 11-1 Henens.

KoHTpoJib mo Bonmpocam

1. KakoBa cTpykTypa 6MOTEXHOJOTHYECKOTO ITPOU3BOJICTBA B 3aBUCUMOCTH OT MPUPOIBI
npoayueHTa?

2. [aiiTe mepeuyeHb BO3MOXKHBIX OMACHBIX OTX0J0B OMOTEXHOJIOTMYECKOI0 TPOU3BOJICTBA IS
OKpY>KaroIEH Cpeibl.

3. KakoBsl onmacHble CBOWCTBA OTX0/10B OMOTEXHOJIOTHYECKOT0 MPOU3BOACTBA B 3aBUCIMOCTH
OT MPHUPOJIBI MPOAYyLIeHTA?

4. Ilo KaKMM KpUTEPHSIM OCYIIECTBIISIETCS OTHECEHHE OMACHBIX OTXO0B K KJIacCaM OMAacHOCTU
JUTSL OKpYKarolen cpeabi?

5. Kak ocymecTBnsieTcs macnopTusaiys OMacHbIX OTXOJ0B OHOTEXHOJIOTHYECKOTO
IIPOU3BOJICTBA?

6. Kak ocymiecTBisieTcsi KOMIUIEKCHOE HCIOIb30BaHHE OMOMACCHI U KYIbTYPalbHOM KUIKOCTH
MIPH MMOJIYYCHUN Pa3HBIX OMOTIPEriapaToB U3 OJHOTO ChIpbs? [IpuBeauTe mpumepsl.

7. KakoBbl ciocoObl ¥ MyTH YTUIM3AIUH OTXOJ0B U OTOPOCOB OMOTEXHOIOTUYECKOTO
IIPOU3BOJICTBA?

*hhkkkhkhkkkhkhkkkhkhkkhkhkkihkkhkikkhkkikkhkihkkikiikk

Tema Ne 14. OnacHble CBOMCTBAa 0TX0A0B XMMHUYECKOT0 Mpon3BocTBa. Kitacchl omacHOCTH 11t
OKpPY’KaroIllel cpeibl, MacmopTU3aLKs ONACHBIX OTXOI0B
HEJIb: 3akpenuTh 3HaHUS CTYACHTOB MO ONPEIEIECHUIO OMMACHBIX CBOMCTB OTXO/I0B
XUMUYECKOTO MPOU3BO/ICTBA, IPUHIUIIAM UX MMACTIOPTU3ALNUH, KOMIUIEKCHOMY MCIIOJIb30BAaHUIO
MOJIYTIPOLYKTOB U Jp. BCIIMIITATENIbHBIX MaTepraioB XUMHUYECKUX PEaKIHii, a Takxke crocodam
UX YTUIU3ALUU
3AJAHUS. OTpa3uTh B MPE3CHTAIIMH U TECTOBBIX 3aaHUSIX CIEAYIOIINE BOTIPOCHI TEMBI:
- OmnacHble CBOMCTBA OTXOJ0B XMMHUYECKOTO TPOU3BOICTBA B 3aBUCUMOCTH OT IPUPOIBI
VCXOJIHBIX KOMIIOHEHTOB U KaTaJIN3aTOPOB.
- OTHeceHue OIMacHbIX OTXO0JI0B K KJIACCaM OMACHOCTH ISl OKPY>KAIOIIEH Cpeibl.
- IlacmopTu3anus omnacHbIX OTXO0/I0B XMMUYECKOTO TPOU3BOCTBA. .
- KomruiekcHoe Hcnoib30BaHNe peareHTOB XMMHUYECKOT0 MPOU3BO/ICTBA MPYU MOITYUEHUU
pPa3HBIX MPENapaToB U3 OJJHOTO ChIPbS, IPUMEPHI.
- CriocoObl ¥ MyTH YTHIU3AIMH OTXO0JI0B U OTOPOCOB XMMUYECKOTO IMPOU3BOICTBA
®opma BbinoaHenus: 1. [loaroroska u 3ammura npe3eHTAIUH.
2. CocTaBiieHHE TECTOBBIX 3aJJaHUM.
Cpoxu cnaum: 12-s Heens.
KonTpoJs mo Bonnpocam
1. KakoBa cTpyKTypa XUMHYECKOTO IMPOU3BOJICTBA B 3aBUCUMOCTH OT IMPUPOJIBI UCXOTHBIX
peareHToB?
2. JlaliTe mepedeHb BO3MOYKHBIX OMACHBIX OTXOJI0B XUMUYECKOTO TPOU3BOJICTBA ISl
OKPYKarOIIEH CPeIbL.
3. KakoBbl onacHble CBOMCTBA OTXOJOBXUMHUYECKOTO MTPOU3BOJICTBA B 3aBUCHUMOCTH OT
IPUPOJIBI MpoayLIeHTa?
4. Tlo KakMM KpPUTEPHSM OCYILECTBIISIETCS OTHECEHHUE OMACHBIX OTXO0/0B K KJlaccaM
OIACHOCTH JUIsl OKpY Karolei cpeapbl?
Kaxk ocymiecTBisieTcss macrnopTu3anys OMacHbIX OTXOJ0B XMMHUYECKOT0 TIPOU3BOICTBA?
Kaxk ocyiecTBisieTcs KOMIUIEKCHOE UCIOIb30BaHUE UCXOHBIX PEareHTOB,

o o
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KaTaJIM3aTOPOB U APYTUX BCIIOMOTATEIbHBIX BEIIECTB MPU MOTYYECHUU PA3HBIX
MpenapaToB U3 OJTHOTO ChIpbs? [IpuBeauTe MpuMepsI.

7. KakoBbI cItIOCOOBI ¥ TIyTH YTUIIM3AIUU OTXOJI0B U OTOPOCOB XUMUYECKOTO
Mpou3BOACTBA?

*khhhhkkkkkhkhkhkhirhkhhkhhkhkhkhiiiiiiixdkdkdx

Tema Ne 15. OnacHble CBOMCTBA OTX0/I0B HOBOTAJIEHOBOT'O ITPOM3BOIcTBA. Kitacchl onacHOCTH
JUTSL OKPYKAIOIEl Cpeibl, MacOpTU3AIUs OTIAaCHBIX OTXO0B
HEJIb: 3akpenuTh 3HaHUS CTYAEHTOB MO OIPEIEIECHUIO OMTACHBIX CBOMCTB OTXO/0B
HOBOTAJICHOBOTO ITPOU3BOJICTBA, MPUHIIMIIAM HX MACMOPTU3ALMH, KOMIIJIEKCHOMY
HCITOJIb30BAHUIO HCXOIHOTO CBIPhSl U PACTBOPUTENICH/IKCTPAreHTOB, a TAK)KE CIIOC00aM MX
YTHIIM3ALUN
3AJAHUSA. OTpa3uTs B MPE3EHTALNH U TECTOBBIX 3aJaHUSIX CIEIYIOIINE BOIPOCHI TEMBI:
- OmacHble CBONCTBA OTX0/I0B HOBOTAJIEHOBOTO IIPOM3BOICTBA B 3aBUCUMOCTH OT TIPHUPO/IBI
HCXOJIHOTO CHIPbSI I PACTBOPHUTEIICH/IKCTPAreHTOB.
- OTHeceHHe OMaCHBIX OTXOJIOB K KJIACCaM OMACHOCTH ISl OKPY>KAIOIIECH Cpeibl.
- IlacmopTu3zanus onacHbIX 0TX0/I0B HOBOTAJICHOBOT'O IIPOU3BO/ICTBA
- KoMruiekcHoe UCIoib30BaHNE UCXOAHOTO CHIPhS M PACTBOPUTENICH/IKCTPAreHTOB TIPH
MOJIYYEHUH PA3HBIX [IPENapaToB U3 OJTHOTO ChIPbsI, IPUMEPHI.
- CnocoObl ¥ yTH YTUIIM3ALKUK OTX0/I0B M1 OTOPOCOB HOBOTaJI€HOBOI'O IPOM3BOACTBA
®opma BbinoJHeHus: 1. [loaroToBka u 3amura npe3eHTauM.
2. CocTaBlieHHE TECTOBBIX 3aJIaHUH.
Cpoxu caaum: 13-1 Hegens.
KoHnTtpous mo Bonpocam
1. KakoBa cTpykTypa HOBOTaJIEGHOBOTO ITPOU3BOCTBA B 3aBUCUMOCTH OT MPUPO]IbI HICXOJHOTO
CBIPbSI U PACTBOPHUTEIICH/IKCTPAreHTOB?
2. JlaliTe mepeyeHb BO3MOXKHBIX OMACHBIX OTXOJ0B HOBOTQJIEHOBOI'O MPOU3BOJCTBA JIS
OKpY>KaroIlEeH Cpeibl.
3. KakoBbl onacHble CBOKMCTBA OTX0/I0B HOBOTAJIEHOBOT'O IMTPOU3BOJICTBA B 3aBUCUMOCTH OT
MIPUPO/IBI UCXOIHOTO ChIPbSI U PACTBOPUTENIEH/3KCTPAreHTOB?
4. Ilo KakMM KpUTEPUSIM OCYILIECTBIISIETCS OTHECEHHUE OMACHBIX OTXOJIOB K KJaccam
OTIACHOCTH JIJIST OKPYXKAIOIIEH CpeIbl?
5. Kak ocyiiecTBisieTcsi nacopTU3alis OMacHbIX OTX0A0B HOBOT'AJIGHOBOT'O MTPOU3BOJICTBA?
6. Kak ocymecTBiIsIeTCsl KOMIIJIEKCHOE MCITOJIb30BAHNUE UCXOHOTO CHIPhS U
pacTBOpUTENEH/IKCTPAreHTOB MPH MOTYYECHUH PA3HBIX MPEapaToB U3 OJHOTO CHIPhS?
[IpuBennTe mpuMeEpsI.
7. KakoBbI cIOCOOBI ¥ IMyTH YTUIM3AIHUH OTXOA0B U OTOPOCOB HOBOTAJIEHOBOTO
MPOU3BOACTBA?

*hkhkkkhkhkkkhkhkkhhkkkhkikhkkhkhkkhkhkhkkhhihkkhkihkkiiikkx

Tema Ne 16. [IpenenbHO 1ONMYCTUMbIE KOHIIEHTPALIMKU 3arps3HAIONIMX BEIIECTB B IPUPOIHBIX
cpenax (Bo3ayx, BoJa, MOYBA, PACTUTENILHOCTD, dKUBOTHBIE OPTaHU3MBI), ITPEAEIIBHO
JIOTTYCTUMBIE COPOCHI

HEJIb: 3akpenuTh 3HaHUS CTYJEHTOB O MPEACIbHO JOMYCTUMBIX KOHIIEHTPAIUIX
3arpsI3HSIONIMX BEIICCTB B IPUPOIHBIX Cpeaax (BO3ayX, BO/A, MOYBA, PACTUTEILHOCTD,
KUBOTHBIC OPraHU3MBbI).
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3ATAHUS. Otpa3uTh B IPE3EHTALNU U TECTOBBIX 3aJaHUAX CJIEIYIOIIME BOIIPOCHI TEMBI:
e IIpenensHo nonmycrtumsle koHueHTpanuu (I1JIK) 3arpsi3Hstomux BemecTs B IpUpOAHbIX
cpenax (Bo3ayX, BOJa, 10YBA, PACTUTEIbHOCTb, ’KUBOTHBIC OPTraHU3MBbI).
e [Ipubops! 11 UX ONpPEEIEHNs HAa IPON3BOICTBE.
o IlIpenensuo momyctumsbie copocsl (ITJIC) B okpyxkaroIiyto cpeny.
e MeTozb!l YCTAaHOBJIEHUS 3TUX XaPaKTEPUCTUK
®opma BbinosHeHus: 1. [loaroroska u 3ammura npe3eHTAIUH.
2. CocTaBieHHE TECTOBBIX 3a/IaHUH.
Cpoku cnaun: 14-s nenens.
KounTtpous nmo Bonpocam
1. Yto Takoe npeaenabHo pomyctuMble KoHnenTpauuu (IT1K) 3arps3Hsronmx BemecTs B
IPUPOHBIX cpenax (BO3ayX, BOJa, 104Ba, PACTUTEIbHOCTD, )KUBOTHBIE OPraHU3MBbI)?
2. Kakue npubops! npumensitores ais onpeaenenus [1JIK B Boznyxe n kaHaIM3alMOHHBIX
CJIMBax Ha MPOU3BOACTBE?
3. KakoBsl npeaensHo gonyctumslie copocsl (ITJC) B okpysxkatomiyto cpeny?
4. Kakumu metogamu yctanasiubaroTcs xapaktepuctuku [TK u TTJIC?

*hkhkkkhkhkkkhkhkkkhkkhkkhkhkkhkkhkkhkhkkikihkkhkihkkiiikk

TEMA Ne 17. PYBEXKHBIV KOHTPOJIb No2

HEJIb: [IpoBepka ycBoeHHs CTyA€HTaMH IIPOTPAMMHOI0 MaTeprall, OCBOEHHOTO Ha JIEKIUSX,
npakTuueckux 3ansaTusx u B xone CPCII u CPC.

®OPMA IMPOBEJEHMUSA: KouTpoib 1o BapuaHTaM BOMPOCOB (MUCHbMEHHO-YCTHBIH OMpoc)
Cpoxk npoBeaenusi: 15-1 Henens.

[TepevyeHb KOHTPOJIBHBIX BOIPOCOB MpEJICTaBlIeH B MaTepuanax PydexHoro koHTposst Ne2.
®opma BbINOJIHEHUSI/OLeHNBAHUSA . Y CTHBIH, TIMCbMEHHBIN BOIIPOC-OTBET.

Bapuanm 1
1. OCHOBHBIX IPUHIIMIIBI YIIPABJICHUS pUCKAMU KauecTBa?
2. [TonsTHe «YnakoBKay (MepBUYHAS U BTOPUYHAS).

[Tokazarenu kauecTBa, BIUSIONIUE HA OE30MACHOCTh JIEKAPCTBEHHBIX CPEJICTB.
OcCHOBHBIE 337]a4H UCTIBITATEIHFHON JJabopaTopuH (IIEHTPA) MO KOHTPOJIIO

KaueCTBa JIEKAPCTBEHHBIX CPEJICTB.
Bapuanm 2

1. [IepeuncanTe MOAYIN PETUCTPALMOHHOTO JTOCHE.

2. OOBEKTHI, KOTOPBIE TTOABEPTAIOTCS 0053aTEIbHON TOCYIapCTBEHHON PETUCTPAINH,
repeperucTpanum.

3. OnpeneneHne XpOHMIECKONH TOKCUYHOCTH COEUHEHUS

4. OcHoBHBIE 33/1a4U B TEXHOJIOTUU JIEKAPCTBEHHBIX (POPM, KOTOPBIE TOMOTAIOT
peniaTb BCIOMOTaTebHbIE BEIECTBA.

Bapuanm 3

1. Cogepxanre MoayIs 00 aIMUHUCTPATUBHON MH(POPMAITIHN PETHCTPAIIHOHHOTO
JIOCBE.

2. KoHnnenmus o6ecriedeHus: KauyecTBa JICKAPCTBEHHOTO CPENICTBA (CXema).
3. OkcrnepTHas opranuszanus B chepe odpamienus JIC.

4. TpeboBanwsl, TPEIBIBIIEMBIC K BCTIOMOTATEIHbHBIM BEIIECTBAM.
Bapuanm 4

1. Hasnauenmne perucrpanuonnoro gocbe popmarta CTD.

2. WHHOBaIMOHHBIN Mpenapar, AaTh ONpeesieHne, CHHOHIUMBI.

3.

3amaun JOKIMHUYECKUX UCCIIEI0BAaHUH JICKAPCTBEHHBIX CPE/ICTB.
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4, KJ'IaCCI/I(bI/IKaI_[I/I}I BCITOMOI'aTCJIbHBIX BECUICCTB.
Bapuanm 5

1. Jlate onpeneneHue NOHATUIO «BcromorarenbHOe BEIECTBOY.
2. Conepsxanue moxayis pestome OT/I.

3. CTalbuIbHOCTH JIEKAPCTBEHHOIO IIperapara.

4. OcTpas TOKCUYHOCTD MPU OAHOKPATHOM BBEJICHUH.

Bapuanm 6

1. YTo oTHOCHUTCS K MOJIYJIIO aJMUHUCTPATUBHAS HHPOpMAIHSI.

2. Jlatb onpenenenue NOHATHIO «Banuaanus TeXHOJIOTHYECKOTO MPOLIECCay.

3. Hatb onpenenenve NoHATHI0O «OpUTHHATIBHBIN MTpemapaT.

5. [TpaBuna GMP dapmanieBTHUeCKIX BCIIOMOTaTe/IbHBIX BEIIECTB.

Bapuanm 7

1. [lepeuncnuTh HE3ABUCUMBIX SKCIIEPTOB PETUCTPAIIMOHHOTO JTOCHE.

2. [TpomexxyTouHbIe MPOYKTHI B MPOM3BOACTBE TOTOBOI'O MPOAYKTA.

3. Wudopmarnus o hapmakoanHaMuke U papMaKOKHHETHUKE B PETUCTPALIMOHHOM
JI0ChE.

4. ®opmMo0Opa3yrolre BCIOMOTaTeIbHBIE BEIECTBA .

Bapuanm 8

1. CaeneHnusi, IpUBOANMBIE B OTYETAX SKCIIEPTOB B PETUCTPALIMOHHBIX TOKYMEHTaX.

2. [ToHsTHE «AKTHBHAS CyOCTaHIIH». XapaKTePUCTHKA CYyOCTaHIINN.

3. Llenb TOKITMHUYECKOTO dTara n3y4eHHsI HOBBIX JIEKAPCTBEHHBIX CPEICTB.

4. [TpaBuna GMP neiicTByromux papmManeBTHIECKUX BEIIECTB.

Bapuanm 9

1. Konnenus oGecriedeHus: kKauecTBa JEKapCTBEHHOTO CPEICTBA (CXeMa)..
2. Jatpb onpeneneHue NoHATHIO «bHOIOCTYITHOCTBY.

3. Hamexamnias maboparopras npaktuka GLP

4. TpeboBanusi, npenbsaBiasieMble K mpou3BoacTBy JIC.

5. Cono0mn3upyroIye BCroMoraTeibHbIe BEIIeCTBa.

Bapuanm 10

1. OcHoBHbIe nosioxeHus pestome CTD.

2. Jatb onpenenenne NoHATUIO «bHOAIKBUBAIEHTHOCTH.

3. Hamnexamas auctpudbroTopcKas mpaKkTHKa.

4. IIponenypa rocynapcrtBeHHou perucrpanuu JIII.

Bapuanm 11

1. O6muit Texunueckuit fokyment (OT/CTD).

2. Konnenius kauecTBa JIeKapCTBEHHOTO CPE/ICTBA.

3. [Topsinox nHCIIEKTHPOBaHUS (papMaIleBTHUECKOTO IPOM3BOJICTBA.
4 Kakmue cBeieHus MPUBOANUT B OTUETE IKCIIEPT-aHAIUTHK.

Bapuanm 12
1. CTpyKTypa UCHIBITaTEIHHON JTa00opaTOPUH (LIEHTPA) MO KOHTPOIIIO KauecTBa
JICKapPCTBEHHBIX CPEJICTB.

2. Metoap! onpeieTIeHAsT CTa0MIIbHOCTH.

3. OCHOBHBIE 3JIEMEHTBI CUCTEMBI JIONYCKa JIEKAPCTBEHHBIX CPEJICTB Ha
dbapmaneBTUUECKHI PHIHOK.

4. Wndpopmanus, Heodxoaumas pH papmareBTHIeCKON pa3paboTke
BCIIOMOTATEIbHBIX BEIIECTB.

Bapuanm 13

Ilonamue «Axkmuenas cyocmanyusa». Xapakmepucmuka cyocmanyuu.

1. [TopsiioK poBeeHHsI SKCIEPTH3BI PETHCTPALIMOHHOTO JOCKE.

2. OcHoBHbIe 3a1aun ICH.

3. BcnoMoraTensHble BelecTBa Ui pa3padOTKU pallMOHAIBHOIO COCTaBa

TabJIeTOK 0e3 MOKPBITUsS (METOJ] TPECCOBA-HHUS).
Bapuanm 14
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Crpykrypa peructpannonnoro gocke CTD-dopmara.
Crienudukanus Ka4ecTBa JEeKapCTBEHHOTO CPEIICTRA.
[TpoBeneHue u TOKyMEHTHPOBAHUE aHAIHM3a PUCKOB.

. [TpaBuia mpou3BOACTBA TOTOBBIX MPOAYKTOB U MX KOMIIOHEHTOB corniacHo GMP.
Bapuanm 15
I[OKYMCHTBI, KOTOPELIC HGOGXOI[I/IMO npujiaratb K aiIMUHUCTPATUBHBIM JJaHHBIM.

Paznenbr oprannzanuonHoi yactu cranaapra GPCL.

Cdepa npuMeHeHHs 1 00bEKThI MpuMeHeHus npaBwmi GPP.
Oranbl 3kcneptusbl JIC npu rocy1apcTBEHHON perucTpanuu.
5. OcHoBHuble TpeboBanuss GMP mpu npousBojacTse.

How e

H bR

Bapuanm 16

1. O0630p KIMHUYECKUX JIAHHBIX.

2. [Tpumecu — noHsTHE, KIaccupUKAIUSI

3. Oranbl 3kcnepTu3sl JIC mpu rocynapcTBEHHOW PErHCTpaivy.

4. HopmaTuBHBIE JOKYMEHTHI, B COOTBETCTBUU C KOTOPBIMH OCYILIECTBIISCTCS
npou3ssojicTBo JIC.

Bapuanm 17
1. KOHTpOJIb HCXOAHBIX MaTEPHUAIOB.

2. Jatb onpenenenue noHATH0 «IIpon3BOACTBO JIEKapCTBEHHBIX CPEICTB,
U3JEIUA MEIULMHCKOIO HA3HAYCHUS] UMEAMLIMHCKONW TEXHUKHY.
3. OcHoBHbl€ pa3zens! U pykooacTea ICH.

4. OcHoBHble TpuHIUIBI GSP.
Bapuanm 18
1. TpeboBaHMs K MHCTPYKIIUHU 110 METUIIMHCKOMY TPUMEHEHHIO.

2. buodapmanust: papmaneBTuueckue HakTopsl.

3. Opran rocyaapcTBeHHOTO KOHTpoJisi 3a kauectBoM JIC B PK.

4. Crpykrtypa ICH.

Bapuanm 19

1. [lepeveHb TOKYMEHTOB PETUCTPAIIIOHHOTO JIOChE, MIPEIOCTABISIEMBIX MIPH
sKcnepTH3e JekapcTBeHHbIX cpeacTB BPK B ¢popmare OO11iero TeXHHYECKOro
nokymenta (s JIC, mpousBeieHHBIX B yeioBusx GMP)

2. TpeboBaHUs K MapKUPOBKE HA YIAKOBKE.

3. JIOKITMHIYECKHE NCCIIE0BAHMS HOBBIX JICKAPCTBEHHBIX CPEICTB.

4. Llens npoekra no rapmonusanuu ICH.

Bapuanm 20

1. [TepeueHbJOKYMEHTOB PETUCTPAIIMOHHOIO JI0ChE, MPEI0CTABISIEMbIX

MPUTOCYAAPCTBEHHOM PETUCTPAIIUHU, TTepepe-THUCTPALNH JIEKAPCTBEHHBIXCPEJICTB B
Pecrry6nuke Kazaxcran

2. O6miee pe3rome Mo KauecTBy.

3. Cucrema 1omycka JeKapCTBEHHBIX CPEJICTB Ha (papMaIieBTUIECKHI PHIHOK.
4. 0O030p NOKJIMHUYECKHUX JAHHBIX
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Ipunoxenne 1

Kpurepun BoinosHeHus (TpeGOBAHUS K BHITIOTHEHHUIO 3aJaHUA)

1.®opmbl BhIMoaHennss CPC ocHoBaHbl Ha paboTe ¢ JUTEPATYpOH, AJIEKTPOHHBIMU
6a3aMy JaHHBIX U KOMIIBIOTEPHBI- MU 00YYaIOMIMMHU MTPOrpaMMaMH MO0 T€MaM U BOIPOCcaM
pabodeil MporpaMMbl, KOTOpblE HE M3ydaJuChb Ha NPAKTHUYECKUX 3aHATUAX.OHH
IPEJCTABISIOT COOOI:

*[IOATOTOBKY U 3alllUTY IIPE3EHTALINH;

¢ [IOJIFOTOBKY IJIOCCApUEB, KPOCCBOP/IOB, KPUIITOPTPaMM, YaliHBOPIOB

e COCTaBJICHUE TeCTOBBIX 3amannii (3-x MSQ TecToB).

2. Kpurtepuu BbinojHenus (TpedoBaHus K

BbITNIOJTHEHUIO 32/1aHUA).

1 IToaroToBka  3alUTa MpPe3eHTaIIH

TpeboBanust kK 0pOPMIEHUIO CIAII0B:

- €IMHBINA CTUIIH 0(OpMIICHUS, IPUDTHL: K 3aroJOBKaM — He MeHee 24, K TeKCTy U
HaJIMUCAM — HEe MeHee 18, MOKHOMCITONB30BaTh KUPHBIA MIPUQT, KYPCUB, CTPEIKU U JIP.

- (hoH ToIKEH OBITH OOJIEe XOIOAHBIM (BCE OTTEHKH CHHETO WU 3€JICHOTO);

- B OJIHOM CJIaiijie MCTI0JIb30BaTh He Oosiee 3-X 1BETOB s (POHA, 3aTOJIOBKA U TEKCTA;

- HCTIOJIb3yeMasi KOMITbIOTepHasl aHUMaIlKsl He JOJKHA OTBIIEKATh OT OCHOBHOTO COJEPKAHUS
IIpE3EHTALNH;

- 3aroJIOBKHU B ClIaiiiaX AOJKHBI IPUBJIEKaTh BHUMAHUE;

- TeKCT B CJIalJjax JOJDKEH PacrolaraThCsl TOPU30HTAIBHO, a TAKXKE JOJKEH OBITh SCHBIM,
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YETKUM, KOHKPETHBIM HCOCTOATH U3 KOPOTKHUX NPEIIOKEHUN;
- HanOoJiee BaykHast HH(pOpMaLM JOJKHA PACIIONAraThCs 10 LEHTPY Cllaiia;
- uHpOpMaLIKs MOKET OBITh MPEJCTaBlICHa B BUE TaOJHII, CXEM, TUarpaMM, pUCYHKOB U

¢dororpaduii, HAANNCU KHUM JOJDKHBI PacIiojlaraTbCsi CHU3Y;
- KOJIMYECTBO CIIalJIOB IO TEME 3aJaHus AOJKHO ObITh He MeHee 10 u He Gonee 15,
- IPOIOJDKUTEIBHOCTD Npe3enTauu 10-15 MunyT.

OrueHka mpe3eHTaluyd MPOBOAUTCS MO COAEPNKAHUIO MaTepHalia, KOTOPBIA PacKpbIBAET
TeMy 3aJlaHusl, U JU3aiHYCIai]I0B.

2. IToaroToBKa M 3alIMTa TJI0CCapus

['moccapuii mpeacrapinseT coOoi clioBapb TEPMUHOB U HarOO0JIee 4acTO UCIOJIb3YEMBIX
BBIPaKCHUH.

Kaxxnpiii TepMUH NOMDKEH OBITH MPECTABICH OMpPEIeieHEM C KOMMEHTAPUIMH U
npumepamu. [Ipumepsl MOTYTOBITH B BUIE TEKCTA, pUCYHKA, OTO, CXEMBI, IUArPAMMBI U

zp.
I'.Hoccapl/li/i MO2KeT ObLITH BBINIOJIHEH B BHU/IC:

- Ipe3eHTaluu (CMOTpHU TpeOOBaHUS K PE3EHTALIUN)
- pedpepata Ha 4-5 crpanul] (cMOTpu TpeOOBaHUS K pedeparty).
K rimoccaputo 00s13aTenbHO TOIHKEH OBITh MPEICTABICH CIHCOK
HCIIO0JIb30BAaHHON JIUTEPATYPBHI.
3. CocraBieHHe TECTOBBIX 3aJJaHUN
TecroBble 3amaHus cocTaBiAOTCA MO KOHKpeTHOW TeMe CPC m nomKHBI conepkaTh He
MeHee 20 BompocoB. Kaxoe TecToBoe 3a/1aHue JOJKHO ObITh KOHKPETHBIM U UMETh OJINH
IIPaBWIBHBIN OTBET M YETHIPE BapHaHTa OJHOPOAHBIX AMC- TPAKTOPOB. BepHO OTMEUEHBI
[IPaBUJIbHbBIE OTBETHI.
4. CocraBieHne KpOCCBOP/I0B, YaHHBOP/IOB.
KpoccBopa cocrasmsiercst u3 7 u 6oJiee CJIOB, CIIOBA JAOKHBI CTHIKOBAThCS 4 U Oosee pas.
Bomnpocs!l kpoccBopa 10MKHBI ObITh COCTABICHBI KOPPEKTHO, JIOTUYHO U MPEAONPEEIATh
HEOOXOIUMBIH OTBET, OQOPMIIEHHE JOKHO COOTBET- CTBOBaTh TpeOoBaHusM. dopmar
KpOCCBOpZa: OH JOJDKEH OBITh COCTaBJEH Ha jucTe Oymaru A4, TeKCT KpoccBOpAa HaOU-
paeTcst KOMIbIOTEpHbIM HIpudToM 14 mukc nuOO0 OT pyKHM YEpHON MacTod NeyaTHBIMU
OoykBamu. L{udpsl kpoccBopJa M0 BEPTUKATU U TOPUZOHTAIM JOJKHBI OBITh YETKUMHU H
MOHATHBIMU. OYeHb JIETKUI JJII COCTaBJICHUS BUJ KPOCCBOpJa — 3TO YaWHBOPJ,KOTOPOE
MPEJCTABIAIOMIMNA COOOH IIETIOUKY CJIOB, B KOTOPOM TMoOcCieHsst OykBa INEpBOrO ClIOBa
SBIIAETCS nepBoi OykBoil BTOporo. To ecTh, ClioBa B HallHBOp/E HE JOJIKHBI IIepeceKaTbCs,
a TOJIBKO COYETaThCS APYT C APYTOM.

3.Cpoku caaun CPC

Cpoxknu cnaun CPC npencrasienst B Tabnuiie « TemaTnueckuii mian CPC u cpoku cnaum»

(cM. pazzmen 3 «3ana- vus o CPCy).

4 Kpurtepuu ouenku CPC

Kpurepun omenku CPC ocnHoBaner Ha 'OCO PK 5.03.006-2006 «Cucrema o0Opa3zoBaHHS
Pecnyonuku KazaxcraH.

KoHTpob 1 OllEHKa 3HAHWIA B BBICIINX YYCOHBIX 3aBEICHHAX», YTBEPKICHHOrO OT 25 aBrycra
2006 rona.

MunnMansebei Oaiur: 1 MakcuManbHbI Oamwr: 4

Ne | dopma Ouenka Kpurepum ounenku
KOH-
TpoJst
1. | Cocrasne- ['moccapuii BBINOJIHEH B TOJHOM 0OBeMe cioBapsi, oo
HHE OT1nu4HO IPaBUIBHO OT- PakaeT OCHOBHbIE TEPMUHBI U MOHATHS. M)
[JI0CCApHs COOTBETCTBYeT | CpaBHHUTEJIbHOE TOJKOBaHHWE TepMHMHOB. CrnaH B cpok. Cr1
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OLIEHKaM: YBEpEHHO U 0€30IMO0YHO OTBEUaeT Ha BCE
A (4,0; 95-100%); | 3a1aHHBIC BOIIPOCHI.
A- (3,67; 90-
94%)
Xoporio ['moccapuii BBINIONHEH B IMOJTHOM OOBbeMe cloBapsi, oQof
COOTBETCTBYET | MPABWIBHO OT- PAKACT OCHOBHBIC TCPMHUHBI M MOHSTHS. M
OLIEHKaM: CPaBHMUTEJIBHOE TOJIKOBaHHWE TepMUHOB. CaaH B cpok. Cr1

B+ (3,33; 85-89%);
B (3.0; 80-84%);
B- (2,67; 75-79%).

IIPU OTBETE HA BOIMPOCHI JIOMYCKAET HETIPHH-
[UAMHANbHBIE OIINOKH.

B- (2,33: 70-
74%);
VoBieTBopuT. | 1J10CCApHH BEIIOJIHEH B HOIHOM 00beMe CI0Bapsi, OGOpMII
Cootserctyer | PaBHIBHO OT-
OIICHKAM; paxxacT OCHOBHBIC TCPMHWHBI U IMOHATHA. CﬂaH B CpPOK. Hp]

C (2,0; 65-69%);
C- (1,67; 60-64%);
D+ (1,33; 55-59%)
D (1,0; 50-54%)

3alUTE CTYACHTHCYBCPCHHO OTBCYACT Ha BOIIPOCHI, JOITYCKe
MPUHIUIIAAIIBHBIC OIINOKU.

Heynosnersopur.
CootBercTBYET
OLICHKE
Fx (0,5; 25-49%)

F (0; 0-24%)

['moccapuii BBIIIOJIHEH HE B IOJTHOM 00bEeMe, HEaKKypaTHO U
CIaHbl B Ha3Ha-

YEeHHBIN CpoK. [Ipu oTBETE HA BOIPOCHI CTYIAEHT TOMYCKAET T
OLIMOKH, HEOPUCHTUPYETCS B MaTepHale.

IIpe3enranu
ATEMBI

Hpe3eHTaI_II/I}I BBIIIOJIHCHA CaMOCTOATCIBbHO, B Ha3Ha4YC€HHBIMN

OTan4HO Y
CootBeTcTRYET o0remoMm He Menee 20 craioB. I/VIcnonbzoBaHO HE M€
omerkait JUTEPATypHBIX  MCTOYHUKOB. Craliapl  cojepiKaTelbHb
A (4,0; 95-10096); | TAKOHIIHELE. [Ipu 3ammre aBTOp MAEMOHCTPHPYET Ty
A- (3,67; 90- 3HaHus 1o TeMe. He nomyckaer ommboK Mpu OTBETE Ha BOI

94%) BO
BpeMsi O0CYKICHHUSI.

Xopomuio [Ipe3eHTanus BBINOJIHEHA CAMOCTOSITEILHO, B HA3HAYCHHBII
CootBercTtByer | oobeMoMm He MeHee 20 craiinoB. Mcmosnb3oBaHO He Me
OIIEHKaM: JUTEPATYPHBIX ~ MCTOYHUKOB. Cialapl  coJepiKaTeTbHE
B+ (3,33; 85-89%);| nmakonmunsble. [lpum 3ammre aBTOp JEMOHCTPHPYET XOf

B (3.0; 80-84%);
B- (2,67; 75-79%).

3HaHHUA TI0 TEMC. HOHYCKaeT HCTIPUHIHWITNATIbHBIC OIITHOK
OTBC-

B- (2,33; 70- T€ Ha BOIIPOCHI, KOTOPBIE CaM UCITPaBJISIET.
74%);
VnosnerBoput. | IIpe3eHTanus BeINIOJHEHA CAMOCTOSITENIBHO, B HA3HAYEHHBIN
CootBerctByeT | 00beMoM HeMeHee 20 ciaiioB. Mcmonb30BaHO HE MEHeEe |
OLICHKAaM: JIMTCPATYPHBIX MCTOYHUKOB.

C (2,0; 65-69%);
C- (1,67; 60-64%);
D+ (1,33; 55-59%)

D (1,0; 50-
54%)

Cnaiinpl He conepkarenbHbl. [Ipu 3amuTe aBTOp H0MyCKaeT
NPUHUUIHATIBHBICOIIMOKH ITPH OTBETE HAa BOIPOCHI.
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HeynosnerBopur. | [Ipe3eHTanust He ciaHa B Ha3HAUYEHHBIH CPOK, 0OBEM COCTE
CootBerctByer | meHee 20 cnaiigoB. Mcmons30BaHO MEHEE S JHTEpaT)
OLICHKE nctouyHukoB. Ciaiifipl HE co- AepxkareibHbl. [lpu 3amumre
Fx (0,5; 25-49%) | momyckaer rpyObie OMIMOKH IPU OTBETE Ha
F (0: 0-24%) Bompockl. He opueHTHpYETCS B COOCTBEHHOM MaTepHare.
3 IToaroroBka OTIHYHO TecroBble 3ananus conepxar He MeHee 20 BoripocoB. Caar
CoOTBETCTBYET cpox. Conepxa-
OLIEHKaM:
A (4,0; 95-100%);
A- (3,67; 90-94%)
TECTOBBIX Xopomio TEeJIbHAS OCHOBA TECTA, YETKAs MOCTaHOBKA Bompoca. OJHOTH
3a-aHui Coorperctpyer | 1 aACKBAT"
or@kan: HbIE BApUAHTHI OTBETOB. MIMeeTrcs anroputm oTBETOB. BepHO
B+ (3,33; 85-89%);| OTMEHCHBI N1pa-BUIILHBIE OTBETBI.
B (3,0; 80-84%);
B- (2,67; 75-79%).
B- (2,33; 70-74%);
VoBieTBopuT. | LecTOBbIE 3a/1anus cozepxar He menee 20 Borpocos. Criaubl B
Cootserctayer | COACPKATENb-
Has OCHOBA TECTa, YETKas IIOCTAHOBKA BOIIpoca. HeoqHOTUTIHE
L GHKaMs BapHaHTBI OTBETOB. MIMeeTcst alroput™ 0TBETOB. BepHO oTMeue!
C (2,0; 65-69%); | mpaBuIIBHBIC OTBETHL.
C- (1,67; 60-64%);
D+ (1,33; 55-59%)
D (1,0; 50-54%)
Heynosnersopur. | TectoBble 3amanus cojepkaT He menee 20 BompocoB. Cr
CooTBeTCTBYET | Ha3HAYEHHBIN Cpok. Heconmep:kaTenbHas OCHOBa TeCTa, HET
OLIEHKE MOCTaHOBKAa Bompoca. Heox- HOTUNHBIE BapuUaHThl OT
Fx (0,5;25-49%) | Umeetcs anroputm oTBeToB. He Bce BepHBIE
F (0: 0-24%) OTBETHl OTMEYEHBI TIPABHIIBHO.
OtnuyHO TecroBble 3a1anus coaepxat menee 20 BonpocoB. Heconep-
CooTBeTCTBYeT | jKaTelbHasi OCHOBATECTa, HEUETKasl MOCTaHOBKA BOIPOCA.
OIICHKaM: HeonnotumHeie BapuaHThl 0TBETOB. He
A (4,0; 95-100%); | umeetcs anroputma oTBeTOB. HeBepHo ormeueno Goinee S
MPABWIbHBIX OTBETOB.
A- (3,67; 90-
94%)
CocrapneHnue OT1nu4HO KpoccBopa cocraBnien u3 7 u 6oliee cloB, CI0Ba CTBIKYETCH -
KpoccBOpa CootBercTByeT | Oojiee pa3, B BOIPOCAX KPOCCBOPJa OTCYTCTBYIOT OIIMOKH,
noTeMe OLIEHKaM: BOTIPOCHI COCTaBJICHBI KOPPEKT-
A (4,0; 95-100%); | HO, JIOTUYHO ¥ TIPEAOIPENEIIIOT HEOOXOJUMBI OTBET,
A- (3,67; 90-94%) | ohopmitenne cooTBeT-CTBYET TpeboBanusaM. CiaH B CPOK.
4 Xopomuio KpoccBopa coctaBien u3 7 cioB, CJIOBa CTBHIKYHOTCS 3 P
CoOTBETCTBYET | BOIpOCaxX KPocc- BOPAA OTCYTCTBYIOT MPHHIIMITAATIHHBIE OIL
OLICHKaM: BOIIPOCHI COCTaBJICHBI KOpP- PEKTHO, HO HMEIOTCS HEOO!
B+ (3,33; 85-89%); | HerounocTH, ohopMIICHHUE COOTBETCTBYET
B (3,0; 80-84%); | TpeboBanusm. CraH B CPOK.
B- (2,67; 75-79%).
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B- (2,33; 70-74%);

Y 10BII€TBOPHUT.
CootBeTcTBYET
OLICHKaM:

C (2,0; 65-69%);
C- (1,67; 60-64%);
D+ (1,33; 55-59%)

KpoccBopa coctaBiieH u3 7 clioB, CI0Ba CTBIKYIOTCS 2 pa3a
BOIIpOcax Kpocc-
BOpJ1a, UMEIOTCS HETOYHOCTHU, OLIUOKH.

D (1,0; 50-
4%)
HeynosnerBoput. | KpoccBop cocTaBieH u3 MeHee / CJIOB, CJIOBA CTHIKYIOTCS M
CootBeTcTBYeT | pa3 (WM HECTHIKYIOTCS); B BOIIPOCAX KPOCCBOP/A UMEIOTCS
OIICHKE MPUHIUIIAATILHEIE, TPYObIe
Fx (0,5; 25-49%) | OLIMOKH.
F (0; 0-24%)
CocraBiienu OTnn4HO YailHBOpAT ~ COCTaBJI€H  NpPaBWIbHO,  aKKypaTHO.CJIOBA
€ JyailHBOpJa CooTBETCTBYET | MIEpPECEKAIOTCSl W COYETAlTCsl Apyr ¢ jApyrom. Bo
noreme OLICHKaM: COCTaBIiEHbl ~ KOPPEKTHO,  JIOTMYHO U  Mpeaomnpen
A (4,0; 95-100%); | HeOOXOAMMBIH OTBET,0()OPMIIEHHE COOTBETCTBYET
A- (3,67; 90- TpeboBanusiM. CaH B Ha3HAYSHHBIN CPOK.
94%)
5 Xopomnio YailHBOpT  COCTaBJIIEH  MPaBWIbHO,  aKKypaTHO.CJOB
Cootperctpyer | [EPCCCKAIOTCI 1
ouStxay COUYETAIOTCS IPYT C ApYyroM. Bompocsl cocTaBieHbl KOPPEKT

B+ (3,33; 85-89%);
B (3,0; 80-84%);
B- (2,67; 75-79%).

HO  UMEITCA  HeOosblllie  HETOYHOCTH,
COOTBETCTBYET TpeboBaHusIM. CIaH BCPOK.

odopmrel

B- (2,33; 70-
74%);
VY nosnerBoput. | YaliHBOpJ cOCTaBiIeH HE MPaBHIbHO.Cl10BAa HE COYETAIOTCS [
CootBerctByeT | Apyrom. MimeroTcst HeKOTOpble OMNUOKU, 0oopmiieHue
OLICHKaM: HECOOTBETCTBYET TPEOOBAHUAM

C (2,0; 65-69%);
C- (1,67; 60-64%);
D+ (1,33; 55-59%)

D (1,0; 50-
54%)
HeynosnerBoput. | YaliHBOpA COCTaBJIeH HE MPaBWIBHO.. IMetoTcs rpyOble ol
CooTtBercTBYeT | 0OOpMIIEHHEHECOOTBETCTBYET TpeboBanusiM.He caan B
OLICHKE Ha3HA4YE€HHBIA CPOK

Fx (0,5; 25-49%)
F (0; 0-24%)

IIpunoxenne 2

1. Pexomenayemas ureparypa
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