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KOHTPOJIBHO-USMEPUTEJIBHBIE CPEJICTBA

Texaunueckas cienuduKaus 1 TeCTOBbIE 3aaHus (BOTIPOCHI OUIETOB /ISl PyOSKHOTO KOHTPOJISI UITH
Jpyrue 3aJaHus) JUist pyOeXHOro KOHTPOoJs 1, 2 Win NpoMeXKyToO4HON aTTecTaluu

HaszBanne nucounmannabl. GMP U TEXHOJIOT'NUA YUCTBIX HOMELHEHHPI
Kon mmcummanabi: GMPTChHP 4203

Hazpanue u mmdp OIL: 6B10106 Dapmarius

O0beM yueOHbIX YacoB/kKpeauToB: 150 gacoB (5 kpeauToB)

Kypc u cemectp m3yuenusi: 5 kype, 10 cemectp
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BOITPOCHI ITPOT'PAMMBI JIJISI TIPOMEXKYTOYHOM ATTECTALIAM

Haivite onpenencnue monstuss GMP. Ilepeuncrure cHoBHbIe TpeGoBanwss GMP. Kakue Bujb
JOKYMEHTAIUX MPUMEHSIOTCSI B IIPOM3BOJICTBEHHOM ITPAKTUKE?

Kakne noxkymMeHThI OTHOCATCS K perjaMeHTUpYIOIMM JokymeHTam? KakoBa poiib JaHHBIX
JOKYMEHTOB B KOHTPOJIM KauecTBa Tmpom3BojctBa? [lpoBenure aHamm3 MHUPOBOTO  OTBITA
¢dopmuposanust GMP.

Packpoiite ocHoBHbIe 3Tanbl pasButusi GMP B Kazaxcrane. Onpenenure poiis GMP B nernouxe
obecrieyenus kayectBa. Kakue ocHoBHbIe yacTu nmpaBui GMP EADC BbI 3HaeTe?

Kakue BubI MpakTUK BXOAAT B KOMIUIEKC cTaHiapToB Haanexanmx ¢dapmMarieBTHUECKUX MPaKTUK?
Kakne HopMaTHBHBIE JOKYMEHTBI TPUMEHSIFOTCSI B TIPOU3BOJICTBE JICKAPCTBEHHBIX CPENICTB?
Asroput™m  oOecrieueHHsi TPOM3BOJCTBA B OKCIUTyaTaluu (TIEPCOHAN, KyJIbTypa, KOHTPOJb
rapamMeTpoB, TEHUUYECKoe o0cimyxuBanue). Onpenemmre ocHoBHbIE YacTu npasuil GMP cornacHo
HOPMAaTUBHBIM JIOKYMEHTaM.

B yem 3akmrouaercsi OCHOBHOM TIPUHIIMIT YMCTHIX MoMerieHnid? [lepednciiTe THIThI YUCTHIX 30H.
Onpenenure OCHOBHBIE TPEOOBaHMSI YHMCTBIX 30H MO KiaccaMm. Jlaiite cpaBHUTEITBHYIO
XapaKTePUCTUKY Ha ATarbl Pa3BUTHS YUCTHIX TIOMEIICHHUH.

Onpenenure poJib MEXITYHAPOIHBIX CTaHAAPTOB B CO3/IaHUI YMCTHIX MoMeleHuil. Kak opranusyror
pabounii Mpolecc B acenTHYeCKOM MpOou3BOJACTBE? MeXIyHapoaHble CTaHIApThl MO YHCTHIM
TIOMEITICHUSIM.

PykoBOJCTBO MO CTEPHIBHBIM JIEKAPCTBEHHBIM CPEICTBAM, MPOM3BOJMMBIM MO aCeNTUYECKOU
TexHoJIoruy. O0IacTH MPUMEHEHUS YUCTHIX TTIOMEIIICHHH.

Omnpenenute MPUHLIUIBI MPOEKTUPOBAHUS TYpOYIEHTHO-BEHTHIMPYEMBIX YHCTHIX MOMELICHU?
Onpenenure NPUMEHEHUE YUCTHIX TOMEIIEHUI BCIOMOTaTEIbHOTO HA3HAYCHMS !

B uem 3akimrouaercst MPUHIMI TPOEKTUPOBAHUSI YUCTBHIX IOMEILIEHUN C OHOHANpPABICHHBIM
BO3AyIIHbIM TMOTOKOM? Kakue TpeOoBaHHS MPEABSBISIOTCS KOHCTPYKUMOHHBIM MaTepuajiaM U
OT/IEJIKE TTOBEPXHOCTEN B YUUCTHIX TOMEUICHHSX !

OCHOBHBIE MOHSATHE O YUCTHIX MOMelIeHHsIX. Ha30BuTe OCHOBHBIC MPUHLMUIBI UCHBITAHUS YHCTHIX
[IOMEIICHUI.

CdopmynupyiiTe nocneaoBaTeNIbHOCTh UCIIBITAHKS YUCTOro MoMeIieHus. B uem 3akirouaercs cyTh
W3MEPEHU U IEMOHCTPAIHS COOTBETCTBUS KI1ACCy YUCTOThI?

Omnpenenute mapaMeTpbl YacTo BhIOMpaeMble IjIsi MOHUTOPUHIA YMCTBIX MoMenieHuid. Packpoiire
0COOEHHOCTH CUCTEMbI IOATOTOBKH BO3/yXa U BOJBI B (papMalieBTUYECKUX MPEAIIPUITUSX.
Oco0eHHOCTH KOHTPOJIS IBIDKEHHUS BO3/yXa MEXKITy YACTHIMU TIOMEIICHUSIMU 1 BHYTpH HUX. Kakue
BUbI QUIBPOB Uil OYHMCTKM BO3/yXa IMPUMEHSIOTCS B UMCTBIX momerieHusx? Kakum oGpazom
OCYIIECTBIISIETCS. KOHTPOJIb IEPEKTOB YCTAHOBIIEHHBIX (PUIIBTPOB?

Yucteie nomenieHus. Mcropuss umcteix mnomernneHuit. CTaHAapThl KIacCU(UKALMK  YHUCTHIX
MOMEIIIEHHI B (hapMalleBTUUECKOI MPOMBINIIEHHOCTH. Kakum 06pa3oM OCyIIECTBIAIOT KOHTPOIb
KOJIMYECTBA MUKPOOPTaHW3MOB B YHCTOM MOMEIICHHIA?

BzaumogeiictBue mnoapasnenenuii B pamkax cucrembl GMP. [Ipou3BOJACTBEHHBIE TTOMEIICHHS.
TpeOoBaHMs K YMCTHIM TMOMEIICHUSM U TEXHOJOTHUYECKOMY OOOPYIOBAaHHMIO B COOTBETCTBUH C
tpeboBanusMu GMP. OpraHu3zaiivoHHast CTPYKTypa MPEIpUsTHSL.

Mexnynaponnas Koudenepaimsi OOImIECTB MO  KOHTPOIIO 3arpsi3HEHHNA. MexayHapoIHbIe
CTaHJAPTHI MO YUCTHIM NoMeleHusM.  [IpakTuyeckue pekoMeHaalmu U pykoBoACTBO MHcTHTyTa
WCCIICIOBAHUSL  OKpYXaloIled  cpeAbl M TEXHOJNOTMH.  VICTOYHMKM  JOKYMEHTOB IO
(hapmalleBTHIECKUM MOMEIICHHSM.

Kak ocymiecTBisercss mpoeKTHUpoBaHUE TYpOYIEHTHO-BEHTHIMPYEMbIX YHUCTHIX MOMEIICHUN U
YHUCTBIX MOMELIEHUI BCIIOMOTaTeNbHOro HazHaueHusi? IIpoeKkTMpoBaHUE YMCTBHIX MOMEMICHUH C
OJIHOHAIPABJIEHHBIM BO3YILHBIM TIOTOKOM M YCTPOMCTBA C OUMCKOW BO31yxa. KOHCTpyKIIMOHHBIE
MaTepHuasbl U OTAEIKAa TOBEPXHOCTEH.

[Momemenuss u  obopymoBaHwe sl  MPOW3BOJACTBA  JIEKAPCTBEHHBIX ~ CPEACTB  (3HaHM,
MIPOM3BOJICTBEHHBIE TIOMEIIECHUS], CKJIQJICKUE TIOMEILEHHs, TOMEIICHUSI KOHTPOJII KauyecTBa,
o0opyaoBaHue).




«OHTYyCTiK KasaKcTan MeauumHa akagemusachl» AK

ONTUSTIK-QAZAQSTAN ol SOUTH KAZAKHSTAN

MEDISINA MEDICAL
AKADEMIASY ACADEMY
D

AO «lOxHO-KazaxcTaHCKas MEAUUMHCKAS aKafaemMusa»

Kadenpa «TexHonmorus nekapcTs U papMaKOrHOZHHY 43/ - 2025

KonTponbHo-uzMepurensubie cpeictBa «GMP U TEXHOTOTHS YUCTBIX TTOMEIICHUI» Crp 4 u35

21.

KoHCTpyKIIMOHHBIE MaTepualbl M OT/enKa moBepxHocTeil. OOmme TpedoBanus. TpaauioHHbIE
CTPOUTENbHBIE TEXHOJIOTMH. MOJynbHbIe KOHCTPYKLMM: O€CKapKacHbIE CTCHOBBIE CHCTEMB,
KapKacHble cTeHOBble cucteMbl. J[Bepu u okHa. Ilombl IloTosmku. Dmuccus JeTydux BELIECTB U
JIIEKTPOCTATHIECCKUE CBOKUCTBA.

22.Yuctpie momenieHus. [IpUHIMIBI  UCTIBITAHWSA YHCTBIX MOMelleHuid. McnbITaHust 9ucTOoro
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MOMEIIEHNS. 3aBUCHMOCTh M3MEPEHUH OT THIIA YUCTOIO IIOMEIIEHUS M OT €ro COCTOSIHHSL.
[epuoam4HOCTb U3MEPEHUH U IEMOHCTpAIIUS COOTBETCTBUS KJIACCY YUCTOTHI.

MOHUTOPUHT YHCTBIX MOMelIeHU. Ha30BUTE NPUHIMIBI HMCIBITAHUS YUCTHIX MOMEUICHUN.
WcnbITanys 9ucToro nmoMeieHus. 3aBUCUMOCTb U3MEPEHUI OT THIIA YMCTOTO MOMEIIEHHS U OT €ro
COCTOSIHUSL.

[lepuoam4HOCTh U3MEPEHUI M JEMOHCTPALMS COOTBETCTBUS KJIACCY YUCTOTHL. MOHUTOPUHI YHCTHIX
MOMEIIEHUIN Y YACTHIX 30H.

W3mepenust pacxoja Bo3dyxa W Iepenana JaBieHHs. KOHTpOib JBHKEHHUS BO3AyXa MEXITy
YUCTBIMU  MOMelleHussMH. KoHTponb  Teuel uepe3 Orpaxkaaromiye KOHCTPYKIMU — YHMCTBIX
MOMEILIEHUM.

KoHTpons BO3IYIIHBIX MOTOKOB BHYTPHM YHCTOrO MNOMELIeHUs. MeToa H3MepeHHsi BpeMeHU
BOCCTAHOBJIEHHSI XapaKTEPUCTUK YMUCTOTO TIOMEIEHUS.

Cucrembl IOArOTOBKH BO3/1yXa U BOJIbI B (papMalleBTUUECKUX HpeanpusTusx. KoHTpoab ABMkeHns
BO3/IyXa MEX/Ty YACTHIMU IOMELIEHUSIMU U BHYTPU HUX.

Knaccudukanus GpuibTpoB 11t 0uMCcTKE Bo3ayxa. KOHTposb 1eeKToB yCTaHOBIECHHBIX (DHIIHTPOB.
KoHTponb konruecTBa MUKPOOPraHU3MOB.

[lomroroBka Bo3myxa M BOAbl B (papmaueBTHYecKux npennpustusx. Kmaccudukarus wucroro
Bo3ayxa. Knaccudukarmonnoe yncno. CocTosHIE YUCTOTr0 OMELICHUS UITH 30HBI.
CrieruuupoBaHHBIA pazMep M TPEACTbHO JOMYCTHMBIC KOHIIEHTPAIUK YacTUIl. TeCcTUpOBaHHE
YHUCTOTHI Bo3ayxa. [loaroToBka Boibl B (hapMalieBTUUECKUX TPEAIPUSITHSIX.

Bo3mymnble  GuUIbTpBL,  UCMOJAb3yeMble B YUCTBIX  momeuieHusax.  KoHcTpykiuu
BBICOKOA((DEKTUBHBIX BO3AYIMIHBIX (UIBTPOB. MexanusMmbl yrpasieHus: dactuil. OnpeneneHne
XapaKTEePUCTHK BICOKO3(D(HEKTUBHBIX BO3IYIIHBIX (PUIBTPOB.

AsposonbHble  YacTHUbL. OmnpeneneHre KOHLUEHTPALMU  adpo30JibHbIX  yacTul. (CueTunku
a3pO30JIbHBIX YacTUL. YCTPOMCTBA Uil HENPEPHIBHOIO MOHUTOPMHIA a3pPO30JIBHBIX YaCTHILL.
N3mepenns yacTuil B pa3inyHbIX COCTOSHUSX YACTOTO TIOMEIIEHMSL.

KoHTposnb KonmuecTBa MUKPOOPraHU3MOB: OTOOP MUKPOOHOIOTHYECKUX TIPOO BO3AyXa, OCAKICHUE
MHUKPOOPraHU3MOB Ha MIOBEPXHOCTh, OTOOP MUKPOOHUOJIOTMUECKHUX MPOO € MOBEPXHOCTH.

3amuTa OT 3arps3HEHU MpU SKCIUTyaTalldd YHUCTHIX MOMelleHWH. VneHTudukanys HCTOYHMKA
3arpsisHeHUi U myTed ux npeHoca. OleHKa cTereHr onacHocTH. Onpenenure crnocoObl 3alUThl OT
WCTOYHHUKA 3arpsI3HEHUM.

Mertop! nonydeHus: HHGOPMaIy IpH MOHUTOPUHI€ MCTOYHUKOB PHCKA M CIIOCOOOB 3alUTHI OT
sarpsisHeHuid.  [IpoBepka ©  MoAMGUKALUS CUCTEMbl KOHTpOJsl. VICTOUHMKM — 3arps3HEHUH.
Bo3znyiiHblie 1 KOHTaKTHBIE ITyTH IepeHoca 3arpsizHeHni. CocTaBlIeHHE AMarpaMMbl PUCKOB.
Marepuansl, 000pyIoBaHUs U MeXaHU3MbL. BbpiOop MmarepuanoB. Matepuaiibl U 000pYIOBaHHUS,
MOCTYHAKOIINUE U3 CTOPOHHUX UCTOUYHUKOB.

Jaiite onpenienieHre u 00sICHUTE OCOOGHHOCTH YITaKOBOYHBIX MATEpPHAIIOB.

Kax ocymiecTBisieTcs mepesiaya MaTepHaioB U MaJorabapuTHOro 000py/I0BaHHs Yepe3 BO3TYIIHbIIHI
numo3? Kak ocyiiecTBisercss TpaHCHOPTHPOBKA KPYMHOrabapUTHOTO OOOpYHOBaHMS B YHCTOE
[IOMEILIeHHE?

Kax ocymectsisieTcs nepeaya MaTepHaioB U MaJlorabapuTHOro 000py/I0BaHNS Yepe3 BO3IYILIHbIH
1u1r03? OCOOEHHOCTH TIepeIaul MaTeprualioB Yepe3 MepeaTouHble OKHA U CTEPUIIU3aTOPBL.
HopmaruBHasi TOKyMEHTalMsl, pervlaMEeHTUPYIOIasi YIAKOBKY JIEKapCTBEHHOIO Iperapara; BUJIbI
YIAKOBKH; OCOOCHHOCTH YIAKOBKHU JIEKAPCTBEHHBIX (DOPM VISl PA3INYHbBIX BO3PACTHBIX IPYIIIL.
WunuBuyansHas Tapa Uil CTEpWIbHOM MpoayKuuu. KoHTelHepsl Uil IpynnoBOH YIIaKOBKH
CTEPWIBHOM IPOIYKLIHU.

VYKaxuTe 0COCOEHHOCTH MAapKUpPOBKU CTEPHIBHOM MPOAYKIMW: HAa WHIMBUIYaJbHOM Tape, Ha
KOHTEHHepax JUIsl TpyNmoBoil ynakoBku. Tpebosanus o Mapkuposke GMP.

[TonOop mepcoHana st pabOThl B YMCTBIX MOMelIeHusX. OOydeHre M TPEeHHpPOBKA MEPCOHAA.
IIpaBuia noBeeHNs IEPCOHAIA B YUCTBIX TOMEIEHUSIX.
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Bxox u BbIXo nepcoHana B uucTele nomenieHus. [lopsiok nepeoaeBaHust B OJSKAY IS UUCTBIX
niomenieHui. I1opsIok BeIX0a U3 YMCTOrO MOMEILIECHHUS.

Wcrounuku W pacrpocTpaHeHusi MHEpTHbIX uactull. Ilyrm pacnpocrpaHeHuss U HCTOYHUKH
MUKPOOPIaHU3MOB.

Oco0eHHOCTH OAEKIbI TepCcoHaTa Ul YHCTHIX TOMemIeHH. OOpaboTka OMEXIbI [UTSI YHUCTBIX
IIOMEUIEHNI 1 4acToTa €€ CMEHbL. BO31eiCTBUE CTUPKU M AKCIUIyaTalluy Ha oneKTy. Mcrbitanus
OJICXK/IbI AJIs1 YUCTBIX IOMEUIEHUH. DJIEKTPOCTaTUUECKHE CBOMCTBA OJICKIbI.

Macku 1 nepyarky sl YUCThIX ToMeleHnid. Pactipocrpanenne yactui u30 pra. Macku Juist Jidna.
['ooBHBIE YOOPBI C TPUHYAUTEIEHBIM OTCOCOM. [lepyaTku 1t YMCTHIX OMEIEHNH.

Ouuctka ¥ caHUTapHasi 00pabOTKa YMCTHIX MOMElIeHHH. MeToibl YOOpKH U (U3MYECKUE OCHOBBI
OYMCTKHU IOBEPXHOCTEH.

Buapl 3arps3HeHHld B 3aBUCMMOCTH OT XapakTepa OCTaTOYHBIX MPOAYKTOB. KoHTamuHaius wim
KOJIMYECTBO 3arpsi3HEHUs B cpejie, 000py10BaHNH, MaTepraie. J1ano30H OUMCTKU U CaHUTapHOU
00paboTKH.

Twurel ouMIIAIOIMX U A3UPUIIUPYIOIINX CPEACTB, METOAMKA UX MOJIOTOBKH, OCOOUS TIO OUHCTKE,
BpeMsi BO3JeWCTBUS, TpeOoBaHus Oe3omacHOCTH. Meroapl  KOHTpois. (O3HaKOMIIGHHE C
JIOKyMEHTAIUEH.

Bxon B uucryro 30Hy. [IpuroToBieHre oYMIIAIOMMX pacTBOPOB. Bxoa B KOMHAThI, MOUISKAIIIVE
OUMCTKE. Y AaneHne H30bITOUHBIX MaTEPHUAJIOB U TPYOBIX HEUMCTOT.

Ounctka o6opynoBanust. OUrcTKa MOTOJIKOB, CTEH U TMOJIOB. Y CTPAaHEHHE OUYMIIAOIIAX TTOCOOM 1
MatepuanoB. OUNCTKa CaHITPOITYCHUKOB 1 BCIIOMOI'aTeIbHBIX TIOMELIEHHUH.

N3bsATHE MCIONB30BAaHHBIX MAaTEPHATIOB M OYHCTKA IMOCOOMH. 3amich O BBITOJHEHHBIX OMNCpAIUsX.
Hanexxnocts nporieryp OUHCTKY.

['mruena mnepconana. CraHgapThl TUTMEHUYECKOW TMOJATOTOBKM IEpcoHaa. JIMyHasg TrurueHa.
3nopoBbe nepcoHana. [ uruennveckast ”HPPacTpyKTypa.

['mruenndeckoe BocrmTanue. 3ammTHas ofexkaa. OO0ydeHne mepcoHana: OpraHu3aus, MporpaMMbl,
KOHTPOJb. CaHUTapHO-TUTUEHWYECKNE MEPOTIPUSITUS HA IIPEAIPUSITAN U B ITOIPA3IETICHIUSX.
Cranpaptsl onepanmonHbix mporeayp (COIT) mpomsBoactsa. [lopsimok oOcmyKuBaHus, PEMOHT U
SKCILTyaTalluI0 HHKEHEPHOTO, KOHTPOJIBHOTO U TEXHOJIOTHYECKOTO 000PYI0BAHUSL

[opsinok mpoBeneHus Bamaauy/kKpamuukanuy. [Topsgok KOHTPOIIsS MPOU3BOICTBEHHON CpPE/IbL.
[Topsinok ouncTku u AesnHGeKIH 000pyI0BaHHS U TOMEIIEHHH.

CranpaptHble onepanyioHHble npoueaypbl no gokyMmeHtauuu. COIlbL, MHCTpYKIMH, CTaHIapTHBIE
WHCTPYKIUH. YUYETHO-OTYETHbIE AOKYMEHTBI: OMEpallOHHBIC (MapLIPyTHBIE) KapThl, MPOTOKOJIbI,
aQHAJIUTUYECKUE 1acropTa.

Jokymenrtanusi  papmarieBTudeckoro mpemnpustusa. Criermukainus Ha ChIpbe, YMaKOBOYHBINA
MaTepuall, roToBslii mpoaykT. OcHoBHbIE TpeboBanusi GMP k mpomsBoacty JIC.






