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3.

. Tema: Konuenmus Hamnexamux ¢apmaneBTuueckux npaktuk (GXP) um ux pomp B

obecreyeHny KayecTBa Ha BCeX dTanax >KHU3HEHHOIO UKIIa JECKApPpCTBEHHBIX CPEACTB.

. Heaw: Jlath oOywarommumcss moHsathe o KoHuenmmm Hammexamux (apMamneBTHISCKUX

npakTuk (GXP) n ux ponu B oOecreyeHMM KadyecTBa Ha BCEX ATalax >KU3HEHHOTO IIMKIIA
JIEKapCTBEHHBIX CPECTB.

3agaum o0yueHus:

- 00y4aroIMi JOHKEH 3HaTh KOHUENIUIO Haanexauux ¢apmareBTuueckux npaktuk (GXP);

naTh OOydYalOIIMMCSl TMOHATHE 00 OTJIMYUTENbHBIX 4YepTaX CHCTEeMbI (hapMalleBTHUECKON
TTOMOIITH;

- HAY4YUTb O6yan-OH_II/IXC${ 0 Ba)XXHOCTH OOecIeueHHs KadecTBa Ha BCEX JTamax >KH3HEHHOI'O

A OWODNEFE D

7.

mukia JIC.

. OcHOBHbBIE BONPOCHI TEMBI:

. TToHsATHE KOHIIEMIINIO HauIekKamux hapManeBTHuecKkux npaktuk (GXP).

. [lepeunciuTe OTIMYUTETHHBIC YEPTHI CUCTEMBI (hapMalleBTUYCCKON TOMOIITH.
. UTo sBIsI€TCS OCHOBHOM HENIBbIO (hapMaIleBTUYECKON TOMOIIn?

. Kak obecneynBaeTcs Ka4ecTBO Ha BCeX dTamax sku3HeHHoro mukia JIC.

. MeToabl/TexHoJioruu o0y4eHusi 1 npenogasanus: Cemunap

. MeTOIlbI/TeXHOJIOFI/II/I OLCHUBAHMS [OLICHKA IIPOBOAUTCA B COOTBETCTBUHU C KPUTCPUAMM

OILICHOK METO/1a «CEMUHAap», yKa3aHHBIX B MPUJIOKEHUH cuiutaldyca.

Jlureparypa:

OcHoBHAaA:

1.

2.

5.

PykoBonctBo «JlekapcTBeHHble cpenctBa. Hamnexamas npaktuka guctpudbionun» (CT-H
MO3YV 42-5.0:2008).

PykoBonctBa mno Haanexamielt mnpakThke XpaHeHUs (apMaleBTUYECKOM MPOIYKIIMH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bceemuphas OpraHu3aIus
3apaBooxpanenus. [ukn rexunuecknx otaeroB BO3, Ne 908, 2013.

ly6enkosa E.B. ToranbHoe ynpasneHue kauecTBoM: yueOHoe nocodue / E.B. Illy6enkoBa.
- M.: DK3AMEH, 2015. - 256 c.

CanumoBa, T.A. HMcropus ynpaBieHus kadecTBoM: ydeOHoe mocobue / T.A. Camumosa,
H.I1I. Batonkuna. — M. : KHOPYC, 2015. — 256 c.

Ab6ytumze 3.C. VrpaBieHue KadyecTBOM M PEMH)XMHUPHUHI OpraHuzanuu: ydeb.mocobue /
3.C. A6yrunze, JI.H. Anekcanaposckas, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

I[OHOJ'IHI/ITCJ'ILHB.SIZ

1.

Apsictanos, JK. M. Uctopust papmanuu: yaeOnoe nocoodue / XK. M.- Anmatsr :9Bepo, 2016.
- 184 c.
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2.

3.

ApsbictanoB, K. M. Opranuzanusi (papMameBTHYECKON NeATeIbHOCTH: y4uel. mocooue . -
AnmMarsl :9Bepo, 2015. - 608 c.

VYrpasienue u skoHoMHKa hapmanuu: yueonuk/mon pea. M.A. Hapkesuua. — M.: TDOTAP-
Menua, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

oA~

10.
11.

12.

13.

[Ipuka3 n.o. Munuctpa 3apaBooxpanenus Pecryonuku Kasaxcran ot 4 despans 2021 rona
Noe KP JICM-15. «O6 yrBepxkaenun Hamnexxammx hapManeBTHUECKUX MPAKTHKY:

YMK/I pa3metiien Ha oOpa3zoBatebHOM mopraine ukma.kz

OnektponHass  Oubmuoreka  «KoncynpranT — crtymeHTa». Ccbulka Il JOCTyIHa!
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

Caiit OuOMMOTEeYHO-UH(DOPMAIIMOHHOTO IIeHTpa akajaemuu lib.ukma.kz

Memunareka FOKMA https://media.skma.edu.kz/

[udposas Oubmmoreka «Aknurpress» www.aknurpress.kz MPOUINTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

OKMA Penosuropuiti  http://lib.ukma.kz/repository/
PecryOnmkanbIKKOFapbIOKYOPBIHIAPBIapATTBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOPMATHUBTIK-KYKBIKThIKaKTiIepOa3ace! https://zan.kz/ru

«[Taparpad Menuuuna» aknapatteikyiecihttps://online.zakon.kz/Medicine/

Kogexc Pecnybnuku Kazaxcran ot 7 utons 2020 romaNe 360-VI «O 3mopoBbe Hapoaa u
CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHHUAMH U aonoiHeHusmu). I'm. 2, cr. 10; rm. 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Ipuka3 Munuctpa 3apaBooxpanenust Pecriyonuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexabps 2020 rona «O0 yTBEpKIECHUHM HOMEHKJIATYphI CIIEUaIbHOCTEHN U crienMaiu3anuii B
o0yacTH  3/paBOOXpPAHEHUS, HOMEHKIATYphl W KBATU(UKAMUOHHBIX XapaKTCPUCTUK
JOJKHOCTEN paOOTHUKOB 3/IPaBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\V2000021856

[Tpuka3 Munuctpa 3apaBooxpanenust Pecriyonuku Kazaxcran ot 17 centsopst 2020 rona Ne
KP ICM-104/2020

006 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHON peann3aluu JIEKapCTBEHHBIX

CPEJICTB M METUIIMHCKHUX U3JICITHH.

https://adilet.zan.kz/rus/docs/\VV20000212294#z129

8. KonTpo.ib(Bonpockl, TeCTh):

Bomnpocsr:

1.Korpa Berynuio B neiicTBue o0s3aTensHoe cobmoenne TpedoBanuii GXP B PK?

2.Kakue mnpakTUKM BXOAAT B KOMIUIEKC cTaHgapToB Hannexamme QapmMaieBTudeckue
IIPAKTUKU?

3.Kto npoBoaut ceprudukanuio no GXP B PK?

4.Kaxoii OCHOBHbIE 3aKOHOJATEIbHbIE JOKYMEHTBI PErYIUPYIOT BCE CTAJUH KU3HEHHOTO KA
JIC?

Tecrsl:



http://www.studmedlib.ru/
https://online.zakon.kz/Medicine/
https://online.zakon.kz/document/?doc_id=34464437
https://adilet.zan.kz/rus/docs/V2000021856
https://adilet.zan.kz/rus/docs/V2000021229#z129
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1. Bmnepssie nousrue "gapmayesmuueckas nomown"” (aHri. - pharmaceuticalcare) cranm
UCIIOJIb30BAaTh 32 PYOSIKOM B Hadaie ... XX B. ISl XapaKTEPUCTHKHU COICPKAHUS IeATEITHHOCTH

(bapMaI_IeBTOB B 6OJ'IBHI/II_IaX W KIIMHHUKAax.

a) 70x romos

b) 30x romos

€) 20x romos

d) 90x romos

€) CTOJCTHS

dapmaneBTHYECKast HOMOIIb — 3TO ...

a) JeSATENbHOCTD, 00CCIIEUnBAIOIIAs HACEIEH s H KOHKPETHO KaKI0TO YEJI0BEKA BCEMH
TOBapaMM alTeYHOr0 aCCOPTMMEHTA U OKa3bIBaIOIasi HAyYHO-KOHCY/IbTAIllHOHHbIE
YCIIYTH MEIUIIMHCKOMY TIEPCOHATY M OTAEIBHBIM TPaXKIaHaM 110 BOIIPOCaM BbIOOpa
Hanbosiee 3 (HEKTUBHBIX U O€30MaCHBIX JICKAPCTBEHHBIX CPECTB M T.I1.

b) mpouecc peanuzaruu JeKapCTBCHHBIX CPEACTB

C) IeATEeTBHOCTH MO (POPMHUPOBAHHUIO ONITHMAIBHOM CTPYKTYPHI YIIPABJICHHS

d) npaBOBOI aKT, PEryIMPYIONUIUI COLMATBHO-TPY/I0BBIC OTHOIICHUS

€) oleHKa OyIyIIUX MPOIAK JIEKAPCTBEHHBIX MPENApaToB 3a ONpeeIeHHbBIN EPHOT
BpPEMCHH

[MaBHas OTIMYMTEBHAS YepTa MOJEIH (hapMaleBTHYECKOM TOMOIIH SBJISETCS €€ :

a) albTePHATHBHOCTD

b) ycroitunBocTh

C) rubKOCTh

d) HamexHOCTH

€) NPUMHTHBHOCTH

OJHUM U3 OCHOBHBIX KPUTEPHEB OIIEHKH KauecTBa (papMarleBTUUECKON TIOMOIIN SIBJISIETCS:

a) 3G deKT OT IpUMEHEHHS TOBAPOB AlITEYHOT0 acCOpTUMEHTA (3¢ (HEKTHBHOCTD,
0€30IaCHOCTb, YIIyUIIEHHE XapaKTEPUCTHK Ka4eCTBa XKHU3HU | JIp.);

b) craTrcTHKa JKU3HU TAUEHTOB

C) KayeCTBEHHOE IPHTOTOBJIECHHUE MPEMAPATOB

d) c6op mMarepuaNbHBIX CPEACTB TS OJArOTBOPHUTEILHOCTH

e) Oopb0Oa 3a FKOJIOTHIO OKPYIKAIOIIEH CpeIbl

OCHOBHOI1 11e7Tb10 (hapMaIeBTUIECKOM TTOMOIIIN SBJIAETCS 00ECIICUCHHE .. .

a) HaJIeKAIIEro KauecTBa (hapMakoTepaiu

b) Bcemu TOBapamu HaceleHHE

C) TapaHTUIHOTO TaJoHa

d) monroii crapocTH MalMeHTaM

€) IOCTYIHOIO MPHOOPETEHHUS JICKApCTB

IlpaBa pa3paboTurMka JIEKAPCTBEHHOTO CPEICTBA OXPAHAIOTCS  3aKOHOIATEIHCTBOM

Pecny0nuku Kazaxcran B obnacTu:

a) HMHTEIUIEKTYalbHONH COOCTBEHHOCTH

b) denepanbHoit coOCcTBEHHOCTH

C) WHIMBUAYaIbHON COOCTBEHHOCTH
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d) rocymapcTBeHHOM COOCTBEHHOCTH
€) YacTHOH COOCTBEHHOCTH
7.Pa3paboTumK JICKApPCTBEHHBIX CPEICTB, U3ACTHN MEIMIMHCKOIO HA3HAYCHUS M MEIUIMHCKON
TEXHHUKH JOJDKEH COOJII01aTh TpeOOBaHMU:
a) HaIMOHAJIbHBIX CTAHIAPTOB+
b) rocymapcTBeHHBIX CTaHIAPTOB
C) MeXIyHapOJIHBIX CTaHIapTOB
d) dapmareBTHUECKHX CTaHIAPTOB
€) MPOMBINIJICHHBIX CTAHIAPTOB
8. IIpaBa pa3zpaboTurKa JIEKapCTBEHHOTO CPEJICTBA OXPAHSFOTCS:
a) IlaTeHTHBIM 3aKOHOAATENHCTBOM PecnyOnuku Kasaxcran+
b) MexnyHapoaHBIMU CTaHIAPTAMHU B 00JIaCTH 3PAaBOOXPAHEHHS
€) Bpuranckoit ®apmakorecii
d) Komekom o 310poBbe Hapo/ia U CUCTEME 3/IPABOOXPAHCHHUSI
e) dapmakorneeit PK
9. I'maBHO 1IETBIO PA3Pa0OTKH JIEKAPCTBECHHBIX CPEIICTB SBISCTCS:
a) cosmanue 6e30macHbIX, 3Q(HEKTUBHBIX U KAUECTBEHHBIX JIEKAPCTBCHHBIX CPEACTB+
b) BHempeHHE B KIMHUYECKYIO PAKTHKY HOBBIX OPUTHHAIBHBIX JICKAPCTBEHHBIX CPEJICTB
C) co3maHue AOCTYIHBIX MEIUIIMHCKUX CPEICTB
d) co3maHme OTEUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB
€) co3maHue JENIEBbIX MEAUIIUHCKUX CPEIACTB
10. TIporiecc pa3pabOTKH U MPOJBIKEHUS Ha PHIHOK HOBOT'O MperapaTa COCTaBIISIET B CPETHEM:
a) 12-15 mert
b) 3 roma
C) mojarona
d) 1-2 mecsma
e) 1rox

3ausaTue Ne 2

1. Tema:/loxnmuanueckue uccneaoBanus. Haanexamas nmaboparopuas npaktuka (GLP).
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2. eab:1aTb00yvaromUMes MOHSATHE O JOKIUHUYeCKuX uccienopanusx (GLP).

3. 3agaum o0yuyeHus:

- 00yuaromuii T0JDKEH 3HaTh cTanaapT «Hammexanias madboparopHas nmpaktuka (GLP)y,

- Jarth OOy4YarouIMMCsl TOHSATHE OO0 OTIMYUTENBHBIX YepTax CHUCTEMBI (hapMaleBTUUYCCKOM
MOMOIIIH;

- Hay4uTh OOydYarolMMCsl O BaKHOCTH obOecrieueHus: kadectBa JIC Ha 3rane JTOKIMHMYECKHUX
nccinenosannii JIC.

4. OcHOBHbIE BONIPOCHI TEMbI:

- L[eJIb JOKJINHUYECKUX uccaenoBanui JIC;

- TIaBHBIA NpUHIOUN cTaHaapta Hamnexaias jaboparopHasi MpakTHKA.

- 00s13aTenbHOE TpeOoBaHUE TIPU MPOBEACHUH JOKJIMHUYECKUX ucciaeaopanuii JIC.
- OCHOBHbIE MYHKTHI npaBui GLP.

5.MeToab1/TeXHOJIOTHH 00yueHus U npenoaaBanus: CeMuHap

6. METOIIBI/TEXHOJIOFI/II/I OLlCHMBAHMUSA . OLICHKA IIPOBOAUTCS B COOTBETCTBUH C KPUTCPUIMHU
OLICHOK MCTOZa «CEMHUHAP», YKA3AHHBIX B IIPUJIOKCHHUU CI/IJ'IJ'Ia6yca.

7.JIuteparypa:

OcHoBHas:

1. PykoBoxctBo «JlekapcTBeHHbIe cpeacTBa. Haanexarnas npaktuka guctpuOstonun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mno Haanexamiell mnpakTHke XpaHeHHMs (apMaleBTUYECKOH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
3apaBooxpanenus. Llukn rexunueckux otueroB BO3, Ne 908, 2013.

3. Illybenkora E.B. ToransHOe ymnpaBienue kadectBoM: ydeOHoe mocodue / E.B. Illyoenkosa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Vcropust ynpasineHusi kauectBoM: yuyeOHoe mocobue / T.A. Canumosa,
H.II. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Ao6yrtumze 3.C. YmpapieHue KayeCTBOM M PEHMHXMHUPHHI OpraHu3anuu: ydel.mocodue /
3.C. Abyrunaze, JI.LH. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JononHuTenbHAS:

1. Apsicranos, XK. M. Ucropus ¢apmarnun: yueOHoe nocooue / XK. M.- Anmats! :9Bepo, 2016.
- 184 c.

2. Apsicranos, K. M. Opranuzanus (apManeBTHUECKONW AeATeNbHOCTH: y4yeb. mocobue . -
Ammartsr :9Bepo, 2015. - 608 c.

3. VYmpasneHue u sKoHOMHKA papMmaru: yueonuk/mox pea. M. A. Hapkesuua. — M.: TDOTAP-
Menua, 2017. — 928 c.

ONEKTPOHHBIE PECYPCHI:
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no
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12.

13.

[Ipuka3 n.0. MunmCTpa 3apaBooxpanHeHust Pecyonuku Kazaxcran ot 4 deBpans 2021 roga
Ne KP ICM-15. «O6 yrBepxxaennu Haanexxamux GpapmManeBTHYeCKUX MPAKTHK:

YMK]] pa3mertiien Ha oOpa3oBarebHOM mopraie Ukma.kz

OnektpoHHass  OumOmuoreka  «KoHcynpranT — crymeHTay. Ccbulka  JUIsi  JIOCTYyIA!
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

Caiit 6nbnHoTeYHO-NH(DOPMAITMOHHOTO IIEHTpa akajeMuu lib.ukma.kz

Menmuarexka OKMA https://media.skma.edu.kz/

Hudposas O6ubmmoreka «Aknurpress» www.aknurpress.kz  mpoiiaure perucrparnuio u
ykaxwute npomokoa SDH-28

OKMA Penosutopuiii  http://lib.ukma.kz/repository/
Pecny0nukanbIKKOFapblOKyOpBIHIapblapaibIKIIEKTPOHIbIKKITanXaHa http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTBIKaKTiIepOasacer https://zan.kz/ru

. «[Taparpad Menununay» aknapaTTheiKkyiecihttps://online.zakon.kz/Medicine/
. Konexc Pecnyonuku Kazaxcran ot 7 uronst 2020 romaNe 360-VI «O 3n0poBbe Hapona u

CHUCTEME 3JIpaBOOXpaHEHUs» (C M3MEHEHUsSMH W jAomnojHeHusmu). I'n. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Ipuxa3z Munuctpa 3npaBooxpanenust Pecryonmuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexadbps 2020 roga «O06 yTBepkKACHUM HOMEHKIIATYPBhI CIIEIUAIBHOCTEH U CHelHalnu3aluii B
o0jacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaTU(UKALHUOHHBIX XapaKTEPHUCTUK
JOJKHOCTEH paOOTHUKOB 3/IPAaBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\V2000021856

[Ipuka3z Munucrpa 3apaBooxpanenust Pecnyonuku Kasaxcran ot 17 centsiops 2020 roma Ne
KP JICM-104/2020

06 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHOMN peann3aluy JIEKapCTBEHHBIX

CPEJCTB U MEIULIMHCKUX U3JETHI.

https://adilet.zan.kz/rus/docs/\VV2000021229#z129

8.KoHTpoJIb (BOMPOCHI, TECTHI):

Bomnpocsr:

1. KakoBa 11e51b TOKJIMHUYECKUX uccienaoBanuii JIC?

2. I'maBHbii mpuHmMn cranaapta Hagnexarias mabopatopHasi MpakTHKA.

3. HazoBute 00s13arennbHOE TpeOOBaHUE MPH MTPOBEICHUH JTOKIMHUYECKUX nccienoBanmii JIC.
4. KakoBbl OCHOBHbIE ITyHKTHI TpaBui GLP?

TecTbI:

1.JIOKITMHUYECKHE UCCIIeI0BAHMSI ITPEKE BCETO HAIIPABIICHBI HA ONPEJIeNICHUE ...

a) Jleuenue +

b) Bone3nu

c) CroumMocTH mpenapaToB
d) CpaBuenue

e) KauecTBeHHOCTH



http://www.studmedlib.ru/
https://online.zakon.kz/Medicine/
https://online.zakon.kz/document/?doc_id=34464437
https://adilet.zan.kz/rus/docs/V2000021856
https://adilet.zan.kz/rus/docs/V2000021229#z129

ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»
Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 9ctp.u3 55¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

2. JIOKIMHUYECKUE HCCIENOBaHUs O€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB MPOBOAITCS B
COOTBETCTBUH C TPEOOBAHUSIMH. . .
a) MpaBWII HAJICKAIIEH JJaOOPaTOPHOM MPAKTUKK YKa3aHHOM J1abopaTopHii
b) npasun Hamekaieit nadopatopHoi npakTuku Coro3a, yTBEP)KIaeMbIX BpadaMu
C) mpaBWII HaaICKalei aboparopHoii npaktuku Coro3a, yrBep:kaaeMbix Komuccueii+
3.IlpoBeneHue TOKIMHUYECKUX HCCIEIOBAHUMN SBISICTCS TIEPBBIM ATAIIOM
a) pa3paboTKH JEKapCTBEHHOTO CpeIcTRa +
b) paszpaborku anTHTEN
C) yCTaHOBUTH CTOMMOCTbD JIEKAPCTBO
d) onpenenuTh KAYECTBEHHOCTH JICKAPCTBEHHOTO Iperapara
€) MJIaHUPOBATH CJICIYIOIINE ITAIbI
4.J1oKIMHUYECKOE HCCIIeI0BaHuE JIEKApCTBEHHOIO Ipenapara —3To. ..
a) KJIMHHYECKUE IKCIICPUMEHTHI
b) crnoxHbIi perinameHTUpyeMBbIi mporecc +
C) OICHKA Ha TOTOBBIH JICKAPCTBEHHBIH Mpenapar
d) ompenenuTh KAYECTBEHHOCTH JICKAPCTBEHHOTO Iperapara
€) OTHOIICHHUE MEXIy Bpaveil ¢ malueHTaMu
5.AcenTuyecKkue yCcaoBusi-
a) yCIOBHs, MPEIOCTABISCMbIe WM CYIISCTBYIOIIHE B paboueit cpele, NMpuU KOTOPBIX
BO3MOXXHOCTh MUKPOOHOT'O M/WJIM BUPYCHOTO 3apaskeHHUs CBEJIeHa K MUHUMYMY +
b) cucremarmueckass W  He3aBUCHMas POBEPKa JOKYMEHTAI[MM  JTOKIMHUYECKOTO
WCCJICTOBAHMSI ITyTEM CPAaBHEHUS IEPBUYHBIX JAHHBIX
C) IOKYMEHTHPOBAaHHOE TOATBEPXKICHHE TOr0, YTO IMPOIECC, MPOBOMUMBIN B Tpeenax
YCTaHOBJICHHBIX MAPAMETPOB
d) mepedeHb NOKIMHUYECKHX MCCICIOBAHUI C yKa3aHUEM JaThl MX Hayala MU OKOHYAHUS,
dbamMunmii nCoMTHUTENEH
€) JIaTa MOJyYeHHs MEePBBIX CIEHUPHUSCKUX TAHHBIX UCCIICTOBAHMSI
6.MccnenoBaTens — 3TO
a) u3denMs ¥ MaTepUalbl, WCIOJb3yeMbIe IS MPOBEICHHS MNPODUIAKTUYCCKUX,
JTUATHOCTHYECKUX U JIEYEOHBIX MEPOIPUATUN
b) skcnepTu3a u omeHka nporenyp MpoBeICHHs JOKIMHHUYSCKUX HCCIIEIOBAHUI HA MIPEIMET
CTETNEeHH UX COOTBETCTBHS K HacTosmuM [IpaBunam
C) ¢dusmMyeckoe M0, HEMOCPEACTBEHHO MPOBOSIICE IOKIMHUYECKUE (HEKIMHHYECKUE)
UCCIIEIOBaHMsI B MCCIIEI0BATENLCKOM TabopaTopun +
d) wucnobiTarenpHas JlabopaTopusi, WMEIOIIAs MPaBO Ha MPOBEACHHE JOKIMHHUYCCKUX
HCCIICIOBAHUM;
€) BEIIeCTBO WJIM CMECh BEIIECTB JIIOOOTO MPOHMCXOXKICHHUS, Marepual Wi oOpaserl,
MOJIBEPTraeMblil HCTIBITAHUIO;
7.[laTa Hayaya SKCIepUMEHTa —
a) yCIOBHWs, TPENOCTAaBIsieMble WM CYIISCTBYIOIIME B padoueil cpele, NMpu KOTOPBIX
BO3MOXXHOCTh MUKPOOHOTO H/HITH BUPYCHOTO 3apa’KeHHsI CBEJICHa K MUHIMYMY




«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 10ctp.u3 55ctp.

0CHOBBI Hajiexarux npaktuk (GXP)»

b) cucremarnyeckas W He3aBUCHMas ~IPOBEPKAa  JOKYMEHTAMH  JTOKIMHHYECKOTO
MCCJICIOBAHMS IIyTEM CPAaBHCHHMS IICPBUYHBIX JIAHHBIX
C) MOKYMEHTHPOBAaHHOE IOATBEPIKICHHE TOr0, YTO IIPOIECC, IMPOBOIUMBIN B Ipeaenax
YCTaHOBJICHHBIX IIapaMETPOB
d) mepedeHb MOKIMHHUYECKUX HCCIACIOBAHHMU C yKa3aHHWEM JaThl MX Hayajga ¥ OKOHYAHUS,
dbamMuIHii UCTIOTHUTENCH
€) mdara IOJIyYeHHS MMEPBBIX CICHUPHUCCKUX JaHHBIX HCCIEI0BAHUS +
8.JlaTa OKOHUYaHHUSI SKCIIEPUMEHTA —
a) IOCJIEIHHI JeHb MOAYYEHUs JaHHBIX B HCCIICIOBAHMUH; +
b) muceMeHHOE, MTATHPOBAHHOE M MMOAMMCAHHOE COTJIAIIICHNE
C) CcyOBeKT 3ApaBOOXpaHEHHs, HCIbITATENbHAs J1aboparopus opraHuzamds B cdepe
oOpalleHus JICKapCTBEHHBIX CPEJCTB, BKIIIOUCHHBIC B [IepeucHb JOKIMHUYCCKUX 0a3
d) KOMIUIEKC SKCIEPUMEHTAIBHBIX (HapMaKOJIOTHUYECKHX, TOKCHKOJIOTMYECKUX M JAPYTHX
HAyYHBIX MCCIICIOBAaHNI OMOJIOTMYECKH aKTHBHBIX BEICCTB
€) 3amucH B Jr000i (hopMe OMUCHIBAIOIINE, JTHO0 PETHCTPUPYIOIIME METO/IbI, OPTaHU3AIIHIO,
pe3ybTaThl JOKJIMHUYCCKOTO UCCIICIOBAHMS, (PaKTOPBI
9. JloknuHuYeckass 0a3a (OpraHu3anys I10 IPOBEACHHIO JOKIMHUYECKHX (HCKIMHHYCCKHX )
HCCIIeIOBAaHMI) —
a) IOCIEIHHIA JeHb MOIYYEeHUs JaHHBIX B HCCIICIOBAHUH,
b) muceMeHHOE, MaTUPOBaHHOE M IMOMIMKCAHHOEC COTJIAIICHHE MEXIY ABYMs WM OoJjee
CTOPOHAMH, ONPECIIAIONISe JOrOBOPSHHOCTH
C) CcyOBeKT 3ApaBOOXpaHEHHs, HCIbITATENbHAs J1aboparopus opraHuzamums B chepe
oOpalleHus JTIeKapCTBEHHBIX CPEJICTB, BKIIOUCHHBIC B [lepedeHb TOKIMHIYECKHX 0a3 +
d) KOMIUTEKC SKCIEePUMEHTANBHBIX (HapMaKOJIOTHUYECKHX, TOKCHKOJIOTMYECKUX M JAPYTUX
HAyYHBIX UCCIICOBAHUN OMOJOTUICCKU aKTUBHBIX BEIICCTB
€) 3amucH B J000# (hopMe OMUCHIBAIOIIKNE, THO0 PETHCTPUPYIOIIME METO/IbI, OPTaHU3AIIHIO,
Pe3YNIBTAThI TOKITHHHYECKOTO HCCIIET0BaHNUs, (PaKTOPHI
10. JoxymeHTanus —
a) TOCIeIHHIA JCHb MOJIYUYCHUS JaHHBIX B UCCIICOBAHIH;
b) mucbMeHHOE, MaTHPOBAHHOE M IMOIMHMCAHHOE COTJIAIIIEHHEe MEXIY ABYMs WM Oojee
CTOPOHAMH, OTIPECIISIONIEE IOTOBOPEHHOCTH
C) cyOBeKT 3aApaBOOXpAHEHUs, HWCIbITaTeIbHAs JlabopaTopusi opraHuzanus B cdepe
oOpaleHus JIeKapCTBEHHBIX CPEJICTB, BKIIOYCHHBIE B [lepedeHb TOKITMHIYECKUX 0a3
d) KOMIUTEKC AKCIEePUMEHTANBHBIX (HapMaKOTOTHIECKUX, TOKCHKOJOTHYECKUX H APYTUX
HAyYHBIX UCCIICOBAHUN OMOJOTUICCKH aKTHBHBIX BEIIECTB
€) 3amucH B Jr000# (hopMe OMUCHIBAIOIIKNE, THO0 PETHCTPUPYIOIIME METO/IbI, OPTaHU3AIIHIO,

pe3yabTaThl JOKIMHUYECKOTO UCCIIE0BaHUs, (PaKTOPBI +

3ausarue Ne 3
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ONTUSTIK-QAZAQSTAN

MEDISINA

AKADEMIASY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

SOUTH KAZAKHSTAN
MEDICAL

ACADEMY
AO «lOxHo-KasaxcTaHcKas MegVULIMHCKas akafeMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 1lcrp.us 55ctp.
OCHOBBI HajIeKanux npaktuk (GXP)»

1. Tema:Knununueckue uccnenopanus. Hapiexamas kimandeckas npaktuka (GCP).
2. Heasn: JlatboOy4aroniumcs MOHATHE O KIMHUYeCKUX uccienoBanusx(GCP).

3. 3amauu o0yueHusn:
- oOyuaromuii 10JKeH 3Hath cranaapt «Hannexamas knmandeckas npaktuka (GCP);
- I1aTh o0y4aromumcs noHstue oo «VIHHOBAIIMOHHBIN Npenapary;
- HAYYUTh OOYYaIOMIMMCSIO BaKHOCTH oOecriedeHus kadectBa JIC Ha dTame KIMHHYECKUX
nccinenosannii JIC.

4. OcHOBHbIE BONIPOCHI TE€MBbI:
- 1[eJIb KIMHUYEeCKuX ncciaenosanui JIC;
- [JIaBHBIM NpUHUMI cTaHaapTra Haanexamias kKIMHUYECKash MPaKTHKA.
- 00s3arebHOE TpeOOBaHME NP MPOBEIECHUN KIMHUYECKUX uccaenaoBanuii JIC.
- ocHOBHbIE MyHKTHI npaBui GCP.

5.MeToabl/TeXHOJIOTUM 00yueHus U npenogapanus: SBL,yuebnblit keiic

6.MeToabl/TEXHOJIOTHH OLIEeHUBAHUS . OIICHKA MPOBOAUTCS B COOTBETCTBUH C KPUTEPHIMHU
o1leHOK MeTojia «SBL, yueOHbIif Keiicyyka3aHHBIX B IPUIIOKEHUU cHilIaldyca.

7.JIuteparypa:

OcHoBHas:

1. PykoBoxctBo «JlekapcTBeHHbIe cpeacTBa. Haanexarnas npaktuka guctpuOstonun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mno Haanexamiell mnpakTHke XpaHeHHMs (apMaleBTUYECKOH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
3apaBooxpanenus. Lukn rexunueckux otueroB BO3, Ne 908, 2013.

3. Illybenkora E.B. ToransHOe ymnpaBieHnue kadectBoMm: yueOHoe nocodue / E.B. lllyGenkoBa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Vcropust ynpasineHusi kauectBoM: yuyeOHoe mocobue / T.A. Canumosa,
H.II. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Ao6yrumze 3.C. YmpapieHue KayeCTBOM M PEHMHXHUHUPHUHI OpraHu3anuu: yded.mocodue /
3.C. Abyrunaze, JI.LH. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JononHuTenbHAS:

1. Apsicranos, XK. M. Ucropus ¢apmarnun: yuedHoe nocooue / XK. M.- Anmats! :9OBepo, 2016.
- 184 c.

2. Apsicranos, XK. M. Opranuzamus (apManeBTHUECKONW AeATeNbHOCTH: yued. mocolue . -
Ammartsr :9Bepo, 2015. - 608 c.

3. VYmpasneHue u sKoHOMHKA papMmaru: yueonuk/mox pea. M. A. Hapkesuua. — M.: TDOTAP-
Menua, 2017. — 928 c.

ONEKTPOHHBIE PECYPCHI:
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 12ctp.u3 55ctp.

0CHOBBI Hajiexarux npaktuk (GXP)»

no

o s

HB oo~

12.

13.

[Ipuka3 n.0. MunmCTpa 3apaBooxpanHeHust Pecyonuku Kazaxcran ot 4 deBpans 2021 roga
Ne KP ICM-15. «O6 yrBepxxaennu Haanexxamux GpapmManeBTHYeCKUX MPAKTHK:

YMK]] pa3mertiien Ha oOpa3oBarebHOM mopraie Ukma.kz

OnektpoHHass  OumOmuoreka  «KoHcynpranT — crymeHTay. Ccbulka  JUIsi  JIOCTYyIA!
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

Caiit 6nbnHoTeYHO-NH(DOPMAITMOHHOTO IIEHTpa akajeMuu lib.ukma.kz

Menunatexka FOKMA https://media.skma.edu.kz/

Hudposas O6ubmmoreka «Aknurpress» www.aknurpress.kz  mpoiiaure perucrparnuio u
ykaxwute npomokoa SDH-28

OKMA Penosutopuiii  http://lib.ukma.kz/repository/
Pecny0nukanbIKKOFapblOKyOpBIHIapblapaibIKIIEKTPOHIbIKKITanXaHa http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTBIKaKTiIepOasacer https://zan.kz/ru

. «[Taparpad Menununay» aknapaTTheiKkyiecihttps://online.zakon.kz/Medicine/
. Konexc Pecnyonuku Kazaxcran ot 7 uronst 2020 romaNe 360-VI «O 3n0poBbe Hapona u

CHUCTEME 3JIpaBOOXpaHEHUs» (C M3MEHEHUsSMH W jAomnojHeHusmu). I'n. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Ipuxa3z Munuctpa 3npaBooxpanenust Pecryonmuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexadbps 2020 roga «O06 yTBepkKACHUM HOMEHKIIATYPBhI CIIEIUAIBHOCTEH U CHelHalnu3aluii B
o0jacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaTU(UKALHUOHHBIX XapaKTEPUCTHK
JOJKHOCTEH paOOTHUKOB 3/IPAaBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\V2000021856

[Ipuka3 Munucrtpa 3apaBooxpanenust Pecniyonuku Kazaxcran ot 17 centsaops 2020 roga Ne
KP JICM-104/2020

06 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHOMN peanu3aluy JIEKapCTBEHHBIX

CPEJCTB U MEIULIMHCKUX U3JETHI.

https://adilet.zan.kz/rus/docs/\VV2000021229#z129

8.KoHTpPoJIb (BOMPOCHI, TECTHI):

Bomnpocsr:

1. Kaxkosa 1ienp ximHu4ecKknx uccienosanuii JIC?

2.Ilepeuncnure MyTH OTKPHITUS HOBBIX IpenapaToB?

3. HazoBute (axTopsl pucka, KOTOpbIe HEOOXOIMMO YUUTHIBATh IPY M3ydeHnH HOBBIX JIC.
4. Maiite onpeneneHue NOHATUIO «THHOBALlMOHHBIN Ipenapar.

TecTbI:

1.PacmmgpoBka a66peBuatypsiGCP:

a) Hamnexamast anteynas nmpakTHka

b) Hamnexarias mpou3BOACTBEHHAs MMPAKTUKA
€) Hamnexamasi KTMHUYECKas MPaKTUKA+

d) Hamnexamasi qucTpuObOTOPCKAst MPAKTHKA
e) Hamnexaras maboparopHas MmpaKTHKa

12



http://www.studmedlib.ru/
https://online.zakon.kz/Medicine/
https://online.zakon.kz/document/?doc_id=34464437
https://adilet.zan.kz/rus/docs/V2000021856
https://adilet.zan.kz/rus/docs/V2000021229#z129

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 13crp.u3 55ctp.
OCHOBBI HajIeKanux npaktuk (GXP)»

2.B KakoMm TOKyMEHTE MEKyHapOIHOTO 3HAaYeHUs ObLTM MHUIIMUPOBaHbI nmpasmia GCP?
a) XenbCUHCKas JeKIapanus +
b) TocymapcrBennsiii cranmaapt Pecniyonuku Kazaxcran
c) Espomneiickas ®apmakonest
d) Bpuranckas ®apmakornes
e) Aima-ATHHCKas JeKiIapanus

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

3.Kakue u3 HUXE NEPCUUCIICHHBIX CTAaHAAPTOB CUUTAIOTCA «TPEMA KHUTaAMU» IIOKB,?:B,TGJIBHOﬁ

MEOUILIUHEI?
a) GPP, GDP, GVP
b) GMP, GPP, GCP
c) GCP, GMP, GLP+
d) GDP, GCP, GLP
e) GMP, GLP, GDP

4.Korna 6bu1 yrBepkeH cootBercTByromui ['OCT mo Hamnexxamnieit KITHHIYeCKON MpaKkTUKu?

a) 2005
b) 2006+
c) 2007
d) 2008
e) 2004

5.B kaxom rony Obu1a BBeeHa Haqnexamias knuHuyeckas npaktuka B PK?
a) 2006
b) 2007
c) 2008+
d) 2009
e) 2010

6.JlokyMeHTalus1, MO3BOJISIONIAs TIOJTHOCTHIO BOCCTAHOBHUTH X0 COOBITHIT?
a) JlokymeHTanus
b) Crangapt
C) JlokymeHTaJbHBIi ciies +
d) Jorosop
e) HudbopmupoBaHHOE coriiacue

7.J1anieHT WM 3M0pOBBIA YEJIOBEK TOOPOBOIBHO NMPHUHUMAIONINNA YJacTHE B KIMHUYECKOM

U CCJIeJOBAaHUN/UCTIBITAHIH JIGKaPCTBEHHOTO TIpernapara?
a) HcnobiTyemsrii +
b) HWccnenosarenn
€) OTBETCTBEHHBIN HCCIIEI0BATEND
d) HccnenoBarens-koopAUHATOP

13



ONTUSTIK-QAZAQSTAN o4s) SOUTH KAZAKHSTAN
MEDISINA [SKMA| MEDICAL
AKADEMIASY ali, | ACADEMY
«OHTycTik KasakcTaH meguuuHa akagemusicel» AK %Y/ AO «lOxHo-KasaxcTaHckas MeoVUMHCKAsT akanemMust»
Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

Metoandeckue yka3aHus AJS NPAKTHUECKUX 3aHATHH MO AucHUINTNHe«OpraHu3alliOHHBIE 14crp.u3 55ctp.
OCHOBBI HajIeKanux npaktuk (GXP)»

e) 3aKOHHBIN MMPEICTABUTED

8.JIOKyMEHT, MOATBEPKAAIOIINN 00pa3oBaHue, MPOPECCHOHANBHYIO IIOATOTOBKY M  OIBIT
HCCICA0BaTEA?

a) JloxkymeHTanus

b) Crammapr

c) Pesrome uccienosarens +

d) Ilpaiict

e) Haxmaguas

3ausaTue Ne 4
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 15ctp.u3 55ctp.
OCHOBBI HajIeKanux npaktuk (GXP)»

1. Tema:Ilopsnok mpepocTaBieHuss HHPOPMALIMKA U OTYETHOCTH 110 O€30MMACHOCTH B X0JI€
KJIIMHUYECKUX HUCCIIEIOBAHUN

2. Hean: JlaTbo0yJarommMcs MOHSATHE O XOC KIMHUYSCKUX UCCIICTOBAHMMA

3. 3agaumn o0yueHHs:

-00yJaroIui T0JDKeH 3HaTh cTanaapT «Haanexamas kimnanyeckas npaktuka (GCP);

- HAYYUTh O0YyJarOIIUMCS 0 BXKHOCTH oOecrneueHus kadecTBa JIC Ha sTane KIMHUYECKHX
nccinenosannii JIC.

4. OcHOBHBbIE BONIPOCHI TEMBbI:

- 1[eJIb KIMHUYEeCKuX ncciaenosanui JIC;

- [NIaBHBIM NpUHIMN cTaHAapTa Hannexamas KiIMHUYecKas MpaKTHKA.

- 00s13arenbHOE TpeOOBaHUE MPU IPOBEICHUH KIMHUYECKuX uccienoBanuid JIC.

5. MeTtoabl/TexHo10rMH 00y4eHHs M NPENoAaBAHMA . CEMUHAP

6. MeTOJILI/TeXHOJIOI‘HI/I OLICHUBAHUA :OLICHKA IIPOBOAMUTCSA B COOTBCTCTBUU C KPUTCPUAMU
OLICHOK MCTOZIa «KCEMHUHAP»YKA3aHHbIX B IIPUJIOKCHHUN CI/IJ'IJ'I3.6YC3..

7.JIuteparypa:

OcHoBHas:

1. PykoBoactBo «JlekapcTBeHHbIe cpeacTBa. Hamnexamas npaktuka quctpudsonun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBojacTBa mo Haanexarei mpakTuke XpaHeHUs! papMarieBTUIECKON PO TyKIINN
(«Guidetogoodstoragepracticesforpharmaceuticalsy»). BcemupHnas opranuzarus
3npaBooxpanenus. Lukn rexanueckux oryeroB BO3, Ne 908, 2013.

3. lly6enxosa E.B. ToranbHoe ynpasieHue kayecTBoM: yueOHoe nocodue / E.B. IllyOenkoBa. -
M.: DK3AMEH, 2015. - 256 c.

4. Canumosna, T.A. Ucropus ynpasneHus kauecTBoM: yuebHoe nocooue / T.A. Canumona, H.I11.
Baronkuna. — M. : KHOPVYC, 2015. - 256 c.

5. A6yruaze 3.C. YmpaBieHre Ka4eCTBOM U peHHKUHUPUHT opranuzanuu: yueb.mocoodue / 3.C.
Aoytunze, JI.H. Anexcannposckas, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.
JlononHUTENBHAS:

1. Apsicranos, XK. M. Ucropus papmaruu: yuednoe nocooue / XK. M.- Anmartsl :OBepo, 2016. -
184 c.

2. Apsictanos, XK. M. Opraam3anus papMareBTHUECKON ACATEIBHOCTH: y4el. mocooue . -
AnmMarsl :9Bepo, 2015. - 608 c.

3. Ympasiienue u 3koHOMHKA apmanuu: yaeoruk/mox pen. M.A. Hapkesuga. — M.: TDOTAP-
Menua, 2017. — 928 c.

DIIEKTPOHHBIE PECYPCHI:
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ONTUSTIK-QAZAQSTAN

MEDISINA

AKADEMIASY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

SOUTH KAZAKHSTAN
MEDICAL

ACADEMY
AO «lOxHo-KasaxcTaHcKas MegVULIMHCKas akafeMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 16ctp.u3 55ctp.
OCHOBBI HajIeKanux npaktuk (GXP)»

1. Ilpuka3 u.0. Munucrpa 3apaBooxpanenust Pecriyonuku Kazaxcran ot 4 depans 2021 roga
Ne KP ICM-15. «OG6 yrBepxaennn Hampmexamux GpapManeBTUYECKUX MPAKTUKY:

2. YMK]I pasmenien Ha o0pa3oBaTebHOM mopTaie ukma.kz

3. DnexrponHas 6ubnuoreka «KoHCcynbTaHT cTyaeHTay. CChlIKa IS TOCTYyTA:
http://www.studmedlib.ru, JIOI'MH ibragim123, [TAPOJIb Libukmal23

4. Cait 6MOIMOTCUHO-UH(DOPMAIIMOHHOTO IICHTpa akagemuH lib.ukma.kz

5. Memuareka FOKMA https://media.skma.edu.kz/

6. Ludpoas 6ubnmmoteka «Aknurpress» www.aknurpress.kz mpoiinure peructpanuio u
ykaxwute npomokoa SDH-28

7. OKMA Penosutopuiii  http://lib.ukma.kz/repository/

8. PecmyOnuKambIKKOFapbIOKYOPBIHIAPBIapaTbIKAJICKTPOHbIKKITamXana http://rmebrk.kz/

9. «3aH» HOpPMATHBTIK-KYKBIKTBIKaKTLIepOa3ack! https://zan.kz/ru

10. «ITaparpad Meaununa» aknaparteikxkyiecihttps://online.zakon.kz/Medicine/

11. Koaekc Pecniyonmku Kazaxcran ot 7 urons 2020 rogaNe 360-VI «O 310poBbe Hapoaa 1
CUCTEMeE 3/IpaBOOXpaHEHUs» (C U3MEHEHUSIMH U JonoinHeHusmu). ['. 2, cr. 10; ri. 5, maparpad
3; . 27,28;

https://online.zakon.kz/document/?doc_id=34464437

12.  Tlpuka3 Munuctpa 3npaBooxpanenus Pecnyommku Kazaxcran Ne KP JICM-305/2020 ot
21 nexabps 2020 rona «O0 yTBepKISHUH HOMEHKIIATYPhI CIICHUAIBHOCTESH U CIICIMaIN3alii B
o0JacTu 31paBOOXpaHeHUs], HOMEHKIIATYphl U KBaTU(UKAIMOHHBIX XapaKTEPUCTHK JODKHOCTEH
pabOTHUKOB 37PaBOOXPAHCHHUS.

https://adilet.zan.kz/rus/docs/VV2000021856

13.  Ilpuka3z Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 17 centsiops 2020 roga
Ne KP JICM-104/2020

06 yrBepxxaeHuu [IpaBui onToBON U pOZHUYHON peaanu3alii JeKapCTBEHHBIX

CPEICTB U METUIIMHCKUX U3JIEIUH.

https://adilet.zan.kz/rus/docs/\VV2000021229#z129

8.KonTtpoab (Bonpochi):

Bomnpocsr:

1. llenb KITMHAYECKUX UCCIISIOBAHMIA?

2. HazoBuTe (pakTophl pUCKa, KOTOPHIE HEOOXOAUMO YUUTHIBATH MTPH M3y4eHUH HOBBIX JIC.
3. bezonacHOCTh MpU KIMHUYECKUX UCCIEAOBAHUH.

3ausaTue Ne 5
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ONTUSTIK-QAZAQSTAN ok SOUTH KAZAKHSTAN
MEDISINA [SKMA|  MEDICAL
AKADEMIASY als, ACADEMY
«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»
Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 17crp.u3 55ctp.

0CHOBBI Hajiexarux npaktuk (GXP)»

1. Tema: Hagnexamas npousBojacTBeHHas npaktuka GMP kak ocHOBHasi 4acTh OOecCTeUEeHHS
kadectBa JIC. CaMonHCIIEKITHA.

2. Heawb: JlarboOywarommmcsi moHsATHE O cTaHaapte «Hamiexamas mnpou3BoACTBEHHAsS
npaktuka (GMP)y.

3. 3axauu o0y4eHus:

- oOyuaromuii JoJKeH 3HaTh 0 cTanjapte «Haiexaias npou3BoICTBEHHAs IPAKTHKA,

- IaTh 00yYarOIUMCS TIOHATHE O «TEXHUYECKHUI PETIaMeHT,

- Hay4yuTh 00y4aroIuMcs 0 BaKHOCTH obecnieueHus kayectBa JIC Ha Bcex MPOU3BOACTBEHHOM
sTane xu3HeHHoro uukia JIC.

4. OcHOBHBbIE BONIPOCHI TEMbI:

1. C xakoii 1ienpto pa3padoran cranaapT Hamexamas npou3BoACTBEHHAs MTpakTuka B PK?
2. I'maBHoe HampaneHue ctangapra Hannmexanias mpou3BOACTBEHHAs TPAKTHKA.

3. Ilepeunciure hakToOpbl, OKa3bIBAKOIINE BIUSHUE Ha KauecTBO JIC.

4. [laiiTe onpenesieHne NOHATHIO «TEXHUYECKUI periaMeHT».

5.MeToab1/TeXHOJIOTUH 00yueHus U npenogapanus: CeMuHap

6.MeTOIlbI/T6XHOJIOFI/II/I OLICHUBAHUA .OLICHKA IIPOBOAUTCA B COOTBCTCTBHHM C KPHUTCPHUAMHU
OLICHOK MCTOZa «KCEMHUHAP»YKa3aHHbIX B IIPUIJIOKCHUN CI/IJ'IJ'Ia6yca.

7.Jluteparypa:
OcHoBHas:

1.

PykoBonctBo «JlekapcTBeHHble cpenctBa. Hamnexamas npakrtuka guctpudsionun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBojactBa mo Hamrexameld mnpakTuke XpaHeHUs (apMaleBTUYSCKOW MPOYKIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bceemuphas OpraHu3aIus
3npaBooxpanenus. Lukn rexanueckux oryeroB BO3, Ne 908, 2013.

3. Illybenkona E.B. ToransHOe ynpaBneHnue kadectBoM: yueOHoe nocobue / E.B. llyGenkona.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumosa, T.A. Hcropus ynpaeineHus kadecTBOM: yueOHoe mocodbue / T.A. Canumosa,
H.III. Baronkuua. — M. : KHOPVYC, 2015. - 256 c.

5. AG6yrumze 3.C. YnpaieHHe KayecTBOM M PEMHXHHHUPHHI OpraHu3aiuu: ydeO.nmocobue /
3.C. A6yrunze, JI.H. Anekcanaposckas, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

JlononHuTenbHAL:

1. Apsicranos, K. M. Uctopust papmanuu: yaednoe nocodue / XK. M.- Anmatsl :9Bepo, 2016.
- 184 c.

2. Apsicranos, XK. M. Opranuzamus (apMareBTHUECKOW NEATENFHOCTH: yded. mocobue . -

Anmartsl :9Bepo, 2015. - 608 c.
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 18ctp.u3 55ctp.

0CHOBBI Hajiexarux npaktuk (GXP)»

3.

VYrpasienue u skoHoOMHKa hapManuu: yueonuk/mon pen. M.A. Hapkepuua. — M.: IDOTAP-
Menua, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

oA~

10.
11.

12.

13.

[Ipuka3 u.o. Munucrtpa 3apaBooxpanenus Pecryonuku Kasaxcran ot 4 despans 2021 rona
No KP JICM-15. «O6 yrBepxkaenun Hamnexxamumx hapManeBTHUECKUX MPAKTHKY:

YMK/I pa3metiien Ha oOpa3zoBateabHOM mopraie ukma.kz

OnektponHas  Oubmuoreka  «KoncynbranT — crygeHTa». Ccebulka  JUIsl  JOCTyHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

Caiit OuOMMOTEeYHO-UH(DOPMAIIMOHHOTO IIeHTpa akajaemuu lib.ukma.kz

Memunareka FOKMA https://media.skma.edu.kz/

[udposas Oubmmoreka «Aknurpress» www.aknurpress.kz MPOUINTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

OKMA Penosuropuiti  http://lib.ukma.kz/repository/
PecryOnmkanbIKkOFapbIOKYOPBIHIAPBIapATTBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOpPMATHUBTIK-KYKBIKThIKaKTiIepOa3ace! https://zan.kz/ru

«[Taparpad Menuuuna» aknapatteikyiecihttps://online.zakon.kz/Medicine/

Kogexc Pecnybnuku Kazaxcran ot 7 utons 2020 romaNe 360-VI «O 3mopoBbe Hapoda u
CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHHUAMM U jponojgHeHusmu). I'm. 2, cr. 10; rm. 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Ipuka3z Munucrtpa 3npaBooxpanenust Pecyonmuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexadbps 2020 roga «O6 yTBepKACHUHM HOMEHKJIATYpPhI CIEIMAIbHOCTEH U CIIeMaIn3aliii B
o0JacTH  3/paBOOXpPAHEHUS, HOMEHKIATYphl W KBATU(UKANMUOHHBIX XapaKTCPUCTHUK
JOJKHOCTEN paOOTHUKOB 3/IPAaBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\V2000021856

[Tpuka3 Munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsopst 2020 rona Ne
KP ICM-104/2020

006 yrBepxxaeHuu [IpaBui onToBON U PpO3HUYHON peann3aluu JIEKapCTBEHHBIX

CPEJICTB M METUIIMHCKHUX U3JICITHH.

https://adilet.zan.kz/rus/docs/\VV20000212294#z129

8.KoHTpo.1b (BONPOCHI, TECTHI):

Bomnpocsr:

1.C kaxkoii nenbio pazpadoran ctanaapT Hamnexarmias nmpon3BoacTBeHHas mpakTika B PK?
2. I'maBHoe Hampanenue ctangapta Hannmexanias mpou3BOACTBEHHAs TPAKTHKA.

3. Ilepeuncnute GakTophl, OKa3bIBAIOIINE BIMsAHNE Ha KauecTBO JIC.,

4. JlaiiTe onpeieieHUE MOHATHIO «TEXHUYECKUN PETJIAMEHTY.

TecTbI:

1. ITpaBuna GMP He periiaMmeHTUpYIOT:

a) (apMaleBTHUECKYIO TEPMUHOIOTHIO
b) TpeGoBanus K OMOJIOTUYECKON JOCTYIMTHOCTH Tpernapara+t
C) TpeOOBaHHMS K 3/IaHUSM U MOMELICHHUSIM (apMIIPOU3BOICTBA
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 19ctp.u3 55ctp.
OCHOBBI HajIeKanux npaktuk (GXP)»

d) TpeGoBaHwMs K IEpCOHATY

€) Heo0XOIUMOCTh BaaUIALNN

2.Pacxoaubrit KO3 (HUIMEHT — 3TO:

d) KOJMYECTBO BEIIECTBA, UCIIOJIL3YEMOE JIIsl OJTYUCHUS 3aJAHHOTO KOJMYECTBA Ipernapara

b) oTHOIIEHHE MacChl HCXOHBIX KOMIIOHEHTOB K Macce rOTOBOI'O MPOIyKTa+

C) OTHOILEHHE MACChl FTOTOBOT'O MPOJIYKTA K MACCE UCXOIHBIX MAaTEPUAIIOB

d) oTHoIIEHHE MacChl MATEPHUANIBHBIX TOTEPh K MACCE MCXOIHBIX MaTCPHAIIOB

€) cyMMa Macc MoTephb M UCXOTHOTO MaTepHaa

3. «HucThIe)» TOMENIeHHUS - ATO MOMEIIECHHS IS

a) caHHTapHOW 00pabOTKM MEepcoHasa

b) u3roToBIEHHS CTEPUIIBHBIX JEKAPCTBEHHBIX (POPM C YHCTOTOM BO3 AyXa, HOPMHPYEMO
10 COJICPKAHUIO MEXaHUYECKUX YaCTUI] © MUKPOOPTaHU3MOB+

C) CTepWIM3alMH IIPOIYKIHH

d) ananm3za npomyKimu

€) CYIIKHU rpaHyisTa

4.COoopHUKOM  00s3aTENbHBIX  OOIIErOCYAapCTBEHHBIX  CTAaHAAPTOB M IOJIOKEHHIH,
HOPMUPYIOIIMX KauyeCTBO JIEKAPCTBEHHBIX CPEJICTB, SBIISCTCS:

a) crpaBouHHK (hapmarieBTa

b) npuka3er M3 110 KOHTPOIIIO KauecTBa JICKAPCTBEHHBIX CPE/ICTB

c) TOCT

d) T'o+

e) GMP

5. KoHTpousb kadecTBa 3T0:

a) vactb cucteMbl GMP, KoTOpast rapaHTUPYeT Ka4eCTBO UCXOIAHOTO ChIPbs, MATEPUAIIOB U
TPOJTyKITHH;

b) uacte cucrembr GMP, koTOpast rapaHTUPYET, YTO HCXOTHOE CHIPhE U MaTEpUAIIbl HE
OBUTH pa3peIIeHb! ISl KCTIONIb30BaHMs, a MPOIYKINS He OblIa pa3perieHa isl MpoJakKu
WM TIOCTaBKH MPEX/E, YeM UX Ka4yeCTBO He ObUIO MPU3HAHO YAOBIETBOPUTEIBHBIM; +

C) yactb cucteMbl GMP, koTOpasi oXxBaThiBaeT 0TOOp MPOO, MPOBEACHUE AaHATM30B 1
IPOBEPKY TOTOBOW MPOAYKINH;

d) wacte cucrembr GMP, KoTOpasi rapaHTHpyeT, YTO MCXOIHOE ChIpbE U MaTepUallbl HE
ObUIM pa3peleHbl JUIsl UCIOIb30BAHUS, MPEXKAE, YeM UX KayecTBO HE OBbLIO MPU3HAHO
YIIOBJIETBOPUTEIHHBIM;

e) dyactb cuctembl GMP, KOTOpasi rapaHTHUPYET, YTO UCXOAHOE CHIPbE HE OBLIO Pa3peIIeHO
JUTSL UCTIOJIB30BaHUS, MIPEXkKIE, YeM HX Ka4eCTBO HE ObLIO MPU3HAHO
YJIOBJIETBOPUTEIbHBIM.

6. Cucrema TpeOOBaHUI MO OpraHU3alMU IPOMBIIUIEHHOTO POU3BOCTBA JIEKAPCTBEHHBIX
CPEZCTB U3JI0KEHA B:

a) npukazax Munzapasa PO

b) TpOMBINUIEHHOM periiaMeHTe

c) mpaBuwiax GMP +

d) npasunax GPP
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAQSTAN
MEDISINA
AKADEMIASY

SOUTH KAZAKHSTAN
MEDICAL
ACADEMY

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 20ctp.n3 S5¢Tp.

0CHOBBI Hajiexarux npaktuk (GXP)»

e)

BO BCEX MEPCUNCICHHBIX JOKYMEHTAX

7.Banumaius - 3TO IMOHATHE O3HAYAIOIIEE:

a)
b)
c)
d)

€)

IIOCTOSIHHBIM KOHTPOJIb M OLIEHKY BCETO MPOU3BOICTBA

obs3anHOCTH OOK

MIPOBEPKY B ClIy4yae Yepe3BbIUYAHbBIX CUTYallUl

MIPOBEPKY TEXHOJIOTUYECKUX ITATIOB IMPOU3BOJICTBA C IIENIbI0 00CCIICUCHHS KaueCTBa
MIPOJIYKTOB

MIPOBEPKY TOJBKO B CIy4ae BHECEHHS U3MEHEHH B AeicTByronme H/J

8. CepTI/I(bI/IKaT COOTBCTCTBHA HA JICKAPCTBCHHLBIC CPCACTBA I[eﬁCTBI/ITeJIeHZ

a)
b)
c)
d)
e)

1 ron

3 roxa

JI0 UCTEUEHHUS CPOKA TOJTHOCTH JICKAPCTBEHHOTO Tperapara+
2 ronaa

5 roga

9.Bo BPCMA TCXHOJIOTHYCCKOI'O Ipoueccca HCO6XO,I[I/IMO OCYHICCTBJIATH KOHTPOJIb

a)
b)

c)

d)
e)

BCEX MapaMeTpPOB, 32 UCKIIOYECHUEM TEX, KOTOPBIC MPOIILITN BaTUIAAINIO
BCEX MapameTpoB, onpeneneHHbx OKK

BCEX MapameTPOB, OMPEACIICHHBIX TEXHOJOTHYECKON JOKYMEHTAMEN U
cnenupuKanusIMi KOHTPOJIS KayecTBa+

HauboJee KPUTUYHBIX [TAPAMETPOB, YCTAHOBICHHBIX HAUYATbHUKOM LI€Xa
BCEX MapaMeTpoOB, 32 UCKIIOYECHUEM TEX, KOTOPhIC HE MPOIILIN BaTUAANIO

3ausarTue Ne 6
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 21ctp.u3 S5¢tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

1. Tema:OcHoBHbie npuioxenust Ctangapra Hamnexaieid mpon3BOACTBEHHON MPAKTUKH

2. Iean: [latpo0yuaromumcs noHATHE 0 ctanaapre «Haanexamas npon3BoiCTBEHHAs
npaktuka (GMP)».

3. 3axauu o0y4eHus:

- oOyuaromuiics 10JKeH 3HaTh 0 cTanjapre «Hapexaias npou3BoJCTBEHHAs PAKTHKA;

- HAy4YUTh 00yYaromUKCs 0 BAXXHOCTH obecrieueHus kauectBa JIC Ha Bcex MPOM3BOICTBEHHOM
aTamne xu3HeHHoro nukna JIC.

4. OcHOBHBIE BOIIPOCHI TE€MBbI:

1. OcnoBnble npunoxenus Crannapra Haanexaieil npou3BoACTBEHHOMN NPAKTUKHU.

2. Tpeboanus k npousBojcTBy crepuibHbIX JIC, ADC, panunoaktuBHbX JIC, METUITMHCKUX
raszos, a3po30JibHbIX JIIT 1 T11.

3. TpebGoBaHus MOATBEPXKICHHUIO YIIOJIHOMOYEHHBIM JIMLIOM COOTBETCTBUS CEPUH MPOAYKIIUH C
LIEJIbIO €€ BBITyCKa

4. TpebGoBaHus K BBIITyCKY IO apameTpaM. TpeOoBaHMs KOHTPOJIBHBIM M apXHUBHBIM 00pa3iaM

5. MeToabl/TexXHOJ10ruu 00yueHus u npenogasanus: CemMuHap

6. MeTOJILI/TeXHOJIOI‘HI/I OIICHUBAHUA . OLICHKA IIPOBOAUTCS B COOTBCTCTBUU C KPUTCPUIMHU
OLICHOK MCTOZa «CEMHUHAP», YKA3AHHBIX B IIPUIIOKCHHUN CI/IJ'IJ'Ia6yca.

7.JIuteparypa:

OcHoBHas:

1. PykoBozctBo «JlekapcTBeHHble cpeacTBa. Haiexamas npaktuka auctpudsonuny» (CT-H
MO3YV 42-5.0:2008).

2. PykoBojacTBa o Haanexarei npakTuke XpaHeHus: papMalieBTHYECKON NMPOIyKIUN
(«Guidetogoodstoragepracticesforpharmaceuticals»). Bcemupnast opranuzanus
3apaBooxpanenus. Lukn rexunueckux otueroB BO3, Ne 908, 2013.

3. Uly6enkosa E.B. ToranpHoe yrpasieHue kadectBoM: ydeOHoe nmocodue / E.B. Illybenkona. -
M.: OK3AMEH, 2015. - 256 c.

4. Canumosa, T.A. Ucropus ynpasineHus kauectBoM: yuebHoe nocoodue / T.A. Canumona, H.I1I.
Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. A6yruaze 3.C. YpapieHue KauecTBOM M pEMH)XMHUPUHT opranu3anuu: yyeo.mocoodue / 3.C.
Abytunze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.
JlononHuTENbHAS:

1. Apsictanos, XK. M. Ucropus dapmaruu: yuednoe nocodue / K. M.- Anmatsl :9Bepo, 2016. -
184 c.

2. Apsictanos, XK. M. Opranuzanus papManeBTHUECKON AesITeIbHOCTU: y4uel. mocodue . -
Anmartsl :9Bepo, 2015. - 608 c.
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 22ctp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

3. YmpaBnenue u skoHoMuKka papmanuu: yaeonuk/moxa pen. M. A. Hapkesuua. — M.: TDOTAP-

Menua, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1. IIpuxka3 u.o. Munucrpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 4 ¢espanst 2021 roxa

No KP JICM-15. «O6 yrBepxkaenun Hamnexxamumx hapManeBTHUECKUX MPAKTHKY:

2. YMK]] pa3memen Ha oOpa3oBatensHoM nopTaie ukma.kz

3. DnextponHas 6ubaunoreka «KoHcynbTant ctyaeHTa». Cchlika Ui JOCTyna:

http://www.studmedlib.ru, JIO'MH ibragim123, [TAPOJIb Libukmal23

4, Cant 6Mb1MoTeYHO-UH(DOPMAITMOHHOTO IIEHTpa akajemuH lib.ukma.kz

5. Memnareka FOKMA https://media.skma.edu.kz/

6. Lludposas oudamoreka «Aknurpressy www.aknurpress.kz mpoiauTe perucTpammi u

ykaxkute npomokos SDH-28

7. OKMA Penosutopuiii  http://lib.ukma.kz/repository/

8. PecnyOnuKaIBIKKOFapBIOKYOPBIHIAphIapaIbIKIICKTPOHIbIKKITaNIXaHa http://rmebrk.kz/

9. «3aH» HOpPMATHUBTIK-KYKBIKThIKaKTLIepOa3acel https://zan.kz/ru

10.  «Ilaparpad Menunmnay» aknaparTeiKxKyiiecihttps://online.zakon.kz/Medicine/

11. Konekc Pecnniy6nuku Kazaxcran ot 7 utonst 2020 ronaNe 360-VI «O 310poBbe Hapoaa u

CHCTEME 3/IpaBOOXPaHEHUs» (C U3MEHEHUAMH U fonoaHenusmMu). ['n. 2, ct. 10; . 5, maparpad

3;rm. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

12.  Ilpuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran Ne KP JICM-305/2020 ot

21 nexabps 2020 roga «O06 yTBep>KICHIUH HOMEHKJIATYPHI CIIEIMATIbHOCTEN U Celaan3anuil B

00JacTH 3/[paBOOXPaHEHUS, HOMEHKIIATYPHl U KBATU(UKAIMOHHBIX XapaKTEPUCTHK JOKHOCTEH

pabOTHUKOB 37PaBOOXPAHECHUS.

https://adilet.zan.kz/rus/docs/\V2000021856

13.  Ilpuka3z Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 17 centsops 2020 roga

Ne KP JICM-104/2020

006 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHOMN peann3aluu JIEKapCTBEHHBIX

CPEIICTB M METUIIMHCKHUX U3JICITUH.

https://adilet.zan.kz/rus/docs/\VV2000021229#z129

8.Kourtpoab (Bonpochl):

Bomnpocsr:

1. OcnoBnble npunoxenus Crannapra Haanexaieil npou3BoACTBEHHOMN NPAKTUKHU.

2. TpeboBanus k mpousBoAcTBY cTepuiibHbIX JIC, ADC, pannoaktuBHbix JIC, METUITMHCKUX
raszos, a3po30JibHbIX JIIT 1 T11.

3. TpeboBaHus MOATBEPKIEHUIO YIIOTHOMOYEHHBIM JIUIIOM COOTBETCTBHUS CEPUU MPOIYKIIHH C
LEJIbIO €€ BhITyCKa

4. TpeboBaHuUs K BBITyCKY M0 mapameTpaM. TpeboBaHUsS KOHTPOIBHBIM U apXUBHBIM 00pa3iiam.

3ausgarTue Ne 7
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 23ctp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

1. Tema: Hamnexamas npakruka quctpuoynun (GoodDistributionPractice — GDP) — oxna u3
cucteM KoHTpos kayecrsa JIC.

2. Heab:gaTpo0yyarommmMmcs  MOHATHE O  Hanmnexkamieil — mpakTuke — AUCTPUOYITUU
(GoodDistributionPractice — GDP.

3. 3agauu o0yueHuUs:

- oOywarommiics JgokKeH 3HaTh o crangapre«Haanmexamas mnpakTHka —IUCTPUOYIUU
(GoodDistributionPractice — GDP)»;

- JaTh OOydYaloUMMCs IOHATHE OO0 OTIMYUTEIBHBIX YepTax CHCTEMBbI IUCTPHOBIONUU B
bapmaruu;

- Hay4uTh 00y4arolUMCs 0 BAXKHOCTU oOecneueHus kauecta JIC Ha aTane qucTpuObIOLUY.

4. OcHOBHBIE BONIPOCHI TEMBbI:

1.C kako#t uenbto pazpaborana Hagnexaast muctpuObtoropckas npaktuka B PK?

2. I'maBHOE HampaBlIeHHE HACTOSIIEro ctanaapra Haanexamas aucTpuObI0TOPCKas MPaKTHKA.
3. [aiite onpenenenue noHsaTuo «CTaHgapTHbIE ONEPALMOHHBIE TPOLIETYPHI».

4. Haiite onpeneneHue NoHATUIO «/uctpulyuus».

5. MeTtoabl/TexXHOI0rHH 00yUeHus: U nipenogaBanus: SBL, yueGHbIil keiic

6. MeToAbI/TEXHOJIOTMH OLEHUBAHMS. OIICHKA MPOBOJUTCS B COOTBETCTBUHU C KPHUTEPUSIMU
orieHoK MeTojia «SBL, yueOHbIi KeiicyyKa3aHHBIX B IPHIIOKEHUH CrILTadyca.

7. JIuteparypa:

OcHoBHast:

1. PykoBonctBo «JlekapcTBeHHble cpenacTBa. Hamnexamas npaktuka guctpudsionun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBojactBa mo Hamrexameld mnpakTuke XpaHeHUs (apMaleBTUYSCKOW MPOYKIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bceemuphas OpraHu3aIus
3npaBooxpanenus. Llukn rexanueckux oryeroB BO3, Ne 908, 2013.

3. Illybenkona E.B. ToransHOe ynpaBnenue kadectBoM: yueOHoe nocobue / E.B. Illy6enkoBa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumosa, T.A. Hcropus ynpaeineHus kadecTBOM: yueOHoe mocodbue / T.A. Canumosa,
H.III. Baronkuua. — M. : KHOPVYC, 2015. - 256 c.

5. AG6yrumze 3.C. YnpaBieHHe KayecTBOM M PEMHXHHUPHHI OpraHu3anuu: ydel.mocobue /
3.C. A6yrunze, JI.H. Anekcanaposckas, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

JlononHuTenbHAL:

1. Apsicranos, K. M. Uctopust papmanuu: yaeOnoe nocodue / XK. M.- Anmatsl :OBepo, 2016.
- 184 c.

2. Apsicranos, K. M. Opranuzamus (apManeBTHUECKOW NEATENFHOCTH: yded. mocodue . -
Anmartsl :9Bepo, 2015. - 608 c.
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 24ctp.u3 S5¢Tp.

0CHOBBI Hajiexarux npaktuk (GXP)»

3.

VYrpasienue u skoHoOMHKa hapManuu: yueonuk/mon pen. M.A. Hapkepuua. — M.: IDOTAP-
Menua, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1. Tlpuka3 u.0. Munucrpa 3apaBooxpanenusi Pecnyomuku Kazaxcran ot 4 ¢espans 2021 roga
No KP JICM-15. «O6 yrBepxkaenun Hamnexxamumx hapManeBTHUECKUX MPAKTHKY:

2. YMK]I pa3merien Ha oOpa3zoBatebHOM mopraie ukma.kz

3. OmnextponHass  Oubnmuoreka  «KoucymbranT  crygeHtra». Ccbulka Uil JOCTyIHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

4, Caiit OuOGIHMOTEYHO-UH(OPMAIIMOHHOTO IIeHTpa akajemuu lib.ukma.kz

5. Memnarexka FOKMA https://media.skma.edu.kz/

6. Iludpomas OumbOmmorexka «Aknurpress» www.aknurpress.kz  mpoiiaure perucrpanuio u
ykaxkute npomokos SDH-28

7. OKMA Penosuropuiii  http://lib.ukma.kz/repository/

8. PecmyOnuKanbIKKOFapBIOKYOPBIHIAPhlapAIBIKIICKTPOHABIKKITaTXaHa http://rmebrk.kz/

9. «3aH» HOPMATUBTIK-KYKBIKTBIKaKTiIepOa3acse https://zan.kz/ru

10. «ITaparpad Menununa» aknaparteikkyiecihttps://online.zakon.kz/Medicine/

11. Kogeke Pecnybmuku Kazaxcran ot 7 utons 2020 rogaNe 360-VI «O 3m0poBbe Hapoja u
CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHHUAMM U jponojgHeHusmu). I'm. 2, cr. 10; rm. 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437

12. Ilpuka3 Munuctpa 3apaBooxpanenus Pecryonuku Kazaxcran Ne KP JICM-305/2020 ot 21

13.

nexadbps 2020 roga «O06 yTBepkKACHUM HOMEHKIIATYPbI CIIEIUAIBHOCTEH U CHelHalu3aluii B
00JlacTH  3/IpaBOOXPAHEHHUS, HOMEHKJIATYPhl U KBaTU(DUKAIMOHHBIX XapaKTEPUCTUK
JOJKHOCTEN paOOTHUKOB 3/IPAaBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\VV2000021856

[Tpuka3 Munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsiOpst 2020 rona Ne
KP JICM-104/2020

06 yrBepxxaeHuu [IpaBui onToBON U POZHUYHON pean3aliy JIeKapCTBEHHBIX

CPEJICTB ¥ MEIUIIMHCKUX U3JICITHI.

https://adilet.zan.kz/rus/docs/\VV20000212294#z129

KonTtpoas (Bonpocsl, TeCThI):

Bomnpocsr:

1. C xakoii uensto pazpadborana Hannexamas auctpubbrotopekas nmpaktuka B PK?

2. I'maBHOE HampaBiieHue HacTosero cranaapra Hagnexamas nuctpuObloTopekas MpakTHKa.
3. [aiite onpenenenue noHsaTuo «CTaHgapTHBIE ONEPAMOHHBIE POLIETYPHI».

4. JlaiiTe ompeneneHne MOHITHIO «/{ucTpuOyms».

Tecrbl:

1. Kako#i cTanaapT ycTaHaBIMBAET €UHBIN MOIX0/ K OPraHU3aMOHHOMY IIPOIIECCY ONTOBOM
pean3alyy JeKapCTBEHHBIX CPEICTB U HAIIPABIIEH HA 00eClIeYeHne KauecTBa JeKapCTBEHHbBIX

CPEJICTB Ha BCEM IYTH OT IPOU3BOAUTEIIS 10 POZHUYHOM CETH U MEIUIIMHCKUX OpTaHU3aLMii?
a) GMP
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ONTUSTIK-QAZAQSTAN ok SOUTH KAZAKHSTAN
MEDISINA [SKMA|  MEDICAL
AKADEMIASY als, ACADEMY
«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»
Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 25¢tp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

b) GDP+

c) GCP

d) GPP

e) GSP
2. TlepuoauyHOCTD MPOBEPKH CTAHAAPTA HAJJICHKAIICH TUCTPUOBIOTOPCKOM MPAKTUKHU?

a) 6iuer

b) Sner+

C) 4roma

d) 3roma

e) 2roxa
3. Kak Ha3bIBaeTCs TOTOBAs PO IYKIIUS, BO3BPAIICHHAS PEANPUATHIO-U3TOTOBUTEIIO UITH
TUCTPUOBIOTOPY?

a) bpak

b) Toromast mpogykius

C) BosBpaieHHast MpoayKIus +

d) Bosspar

e) BpakoBaHHAas POTYKITHS
4. Kak Ha3bIBa€TCsl COBOKYITHOCTh XapaKTEPUCTHK U CBOMCTB JICKAPCTBEHHBIX CPEJICTB,
MEIUIIMHCKON TEXHUKH U U3CTUI MEAUIIUHCKOTO Ha3HAYCHHU?

a) Kauectso +

b) TIpomykrwmst

c) JloxymeHTanus

d) Jlorosop

e) Or3biB
5. Kro ocymiecTBisiet obiiee pykoBOJICTBO pabOTOM OpraHU3alii U HECET MOJTHYIO
OTBETCTBEHHOCTH 3a 00eCIeYeHHe CHCTEMbI Ka4eCTBa TUCTPUOBIOIUHU?

a) PykoBoauTENb ONTOBOM OpraHU3auy +

b) Corpyanuk anre4Horo ckiaaa

c) dapmareBT

d) Bce coTpyaHuku

e) PykoBomuTesb alTEYHOrO CKIIaaa
6. ITo cTaHaapTy HaAJIeKAIICH AUCTPUOBIOTOPCKOM MPAKTUKH YTO JOKHBI OBITH COCTABIICHBI HA
KaXJIOTO COTPYIHHUKA?

a) JIOJDKHOCTHBIE HHCTPYKIIUH +

b) orosop

c) JlokymeHTamus

d) Ot3eiB

e) COIl
7. Kak Ha3wsIBacTCs MIOMENIEHNE, TIPEIHA3HAYCHHOE JIJIs XpAaHEHUSs, IPHEMa M OTITyCKa
JIEKapCTBEHHBIX CPECTB, MEIMIIMHCKON TEXHUKH U M3EINH MEAUIIHHCKOTO Ha3HAYECHUS?

a) AmnTeka

b) Anreunas opranu3zarus
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 26¢tp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

c) Ckiaackoe moMerneHue +

d) Marasun

e) Oduc
8. UTo JO/KHBI OBITH COCTABJICHBI HAa BCE BH/IbI PA0OT, BIMAIOIINE HA KAUECTBO JIGKAPCTBEHHBIX
CPEJICTB, MEIUIIMHCKYIO TEXHUKY U H3JEIHs MEUIIMHCKOTO Ha3HAUCHHS, & TAK)KE KAaueCTBO
JTUCTPUOBIOTOPCKOM JESATEIHLHOCTH B IIEIOM?

a) CranmapTHbIC ONIEPAlMOHHbBIC TPOLIEAYPHI +

b) Jlorosop

c) JloxkymeHT

d) 3asBieHue

e) IlpaBuna
9. Kak Ha3bIBacTCsl CMEIICHHE HECKOJIbKUX BUIOB, PA3HBIX CEPHI/TTAPTHI JIEKAPCTBEHHBIX
CPEJICTB WJIM MOJMEHA OJHOTO BH/Ia MPOAYKIIMU APYTUMH [IPU XPAHCHUH, TPAHCTIOPTHUPOBAHHN?

a) bpax

b) KonramuHaIwst 1eKapCTBEHHBIX CPECTB +

c) ®danbcudunmpoBanHas (KOHTpahaKTHAS) TPOTYKIIUSI

d) JlekapcTBeHHBIH IpenapaT

e) bpakoBanHbBI npenapaT
10. Yto Takoe MUCbMEHHOE, TaTUPOBAHHOE, TIOAMUCAHHOE COTJIAIIICHUE MEKIY IBYMs MK Oojiee
CTOPOHAMH, OIPEACIISIONIee IpaBa U 00SI3aHHOCTH, YCIIOBHS IIOCTaBKH, TPAHCIIOPTUPOBAHUS,
oOecrieueH s Ka4eCTBa TOBAPOB U YCIIYT, OIJIATHI M JPYrHe BOIIPOCHI, KACAFOIIHECs
HAJIeXKAIIETO BBIMOJIHEHHS TIPABHII TUCTPUOBIOIINU?

a) [loroBop (KOHTpakT) +

b) Ot3wiB

C) 3asBicHHE

d) COII

e) JlokymeHT

3ausiTue Ne 8

1. Tema:Opranuzamusi IeATETbHOCTH aNTeK B COOTBETCTBUU C TpeboBaHusiMu CTaHmapTa
Hannexameit anreunoit npaktuku GPP
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 27ctp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

2. eas: Jlatrro0y4daromumcs norsitue o Hamnexamieit anreunoit npakruke (GPP).

3. 3agaum o0yuyeHus:

- 00yuaromuii T0JDKEH 3HaTh cTanaapT «Hannexaras anteunas npaktuka (GPP)y;

- 1aTh 00yYaromumMcs oHsATHE 00 0CHOBHBIX npuHiunax GPP;

- HAYYUTh OOYYarOIIMMCSI OCHOBHBIM TpeOoBaHUsAM Hanexariei anteuyHoi mpakTHKH.

4. OcCHOBHBIE BOIIPOCHI TEMbI:

1. Ilonsarue o crannapt «Hannexamas anteunas npaktuka (GPP)»;.

2. [lepeunciure ocHoBHBIC mpuHIHIIE GPP.

3. Uto siBisieTcst OCHOBHOM Lenbio ctannapra «Hamanexxamas anteunas npaktuka (GPP)y.

5. Metoabl/TexHoJiorun o0yueHus U npenogapanus: CeMuHap

6. MeTOJILI/TeXHOJIOI‘I/II/I OLCHUBAHMSA :OLICHKA IPOBOAUTCI B COOTBCTCTBHUU C KPUTCPUAMHU
OLICHOK METOZa «CEMHHAP» YKA3aHHBIX B IIPUJIOKCHUN cwma6yca.

7. Jluteparypa:

OcHoBHast:

1. PykoBoxctBo «JlekapcTBeHHbIe cpeacTBa. Hamnexxamas npaktuka muctpuOstonuny (CT-H
MO3YV 42-5.0:2008).

2. PykoBojactBa mo Hamrexameld mnpakTuke XpaHeHUs (apMaleBTUYSCKOW MPOYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bceemuphas OpraHu3aIus
3npaBooxpanenus. Llukn rexuanueckux oryetoB BO3, Ne 908, 2013.

3. Illybenkona E.B. ToransHOe ynpaBneHnue kadectBoM: yueOHoe nocobue / E.B. llyGenkona.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumosa, T.A. Hcropus ynpaeineHus kadecTBOM: yueOHoe mocodbue / T.A. Canumosa,
H.III. Baronkuua. — M. : KHOPVYC, 2015. - 256 c.

5. AG6yrumze 3.C. YnpaieHHe KayecTBOM M PEMHXHHHUPHHI OpraHu3aiuu: ydeO.mocobue /
3.C. Abyrunze, JI.H. Anekcanaposckasi, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHUTENBHAS:

1. Apsicranos, K. M. Ucropust papmanuu: yueOHoe nocodue / XK. M.- Anmatsl :9Bepo, 2016.
- 184 c.

2. Apsicranos, XK. M. Opranuzamus (apManeBTHUECKONW NEATENFHOCTH: yded. mocobue . -
Anmartsl :9Bepo, 2015. - 608 c.

3. Vmpasnenue u 3koHOMUKA (hapmaruu: yaeoHuk/moxa pea. M.A. Hapkesnya. — M.: TOOTAP-
Menua, 2017. — 928 c.

DIIEKTPOHHBIE PECYPCHI:

1. Tlpuka3 u.0. Munuctpa 3apaBooxpanenust Pecnyonmuku Kazaxcran ot 4 ¢espans 2021 roga
No KP JICM-15. «O6 yrBepxkaennn Hamnexxamumx hapManeBTHUECKUX MPAKTHKY:

2. YMK/I pa3merieH Ha oOpa3oBareiabHOM noprane ukma.kz
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
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Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 28ctp.u3 S5¢Tp.

0CHOBBI Hajiexarux npaktuk (GXP)»

3. OmnextponHass  OubOmuoreka  «KoucympranT  crygenta». Ccpuika uid  JOCTyma:
http://www.studmedlib.ru, JIOTMH ibragim123, ITAPOJIb Libukmal23

4, Caiit OubGMMOTEYHO-UH(OPMAIIMOHHOTO IIeHTpa akagaemuu lib.ukma.kz

5. Memunarexa FOKMA https://media.skma.edu.kz/

6. Iludpomas Oumbmmorexka «Aknurpress» www.aknurpress.kz MPOUJINTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

7. OKMA Penosutopwmiii  http://lib.ukma.kz/repository/

8. PecmyOnuKanbIKKOFapbIOKYOPBIHIAPhlapATILIKAICKTPOHIBIKKITaTxana http://rmebrk.kz/

9. «3an» HOPMATUBTIK-KYKBIKTBIKaKTUIepOa3ack https://zan.kz/ru

10. «ITaparpad Meaununa» aknaparteikkyiecihttps://online.zakon.kz/Medicine/

11. Kogeke Pecnyomuku Kazaxcran ot 7 utons 2020 rogaNe 360-VI «O 3m0poBbe Hapona u
CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHHUAMM U jponojgHeHusmu). I'm. 2, cr. 10; rm. 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437

12. Ipuka3 Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexadps 2020 rona «O0 yTBEpKI€HUH HOMEHKJIATYPHI CIEIIUATBHOCTEH U CIICHIUaIUu3aliil B
o0nacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl W KBaTU(UKALUOHHBIX XapaKTEPUCTHUK
JOJKHOCTEH paOOTHUKOB 3/IPAaBOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\VV2000021856

13. [Ipuka3z Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 17 centsaops 2020 roga Ne
KP ICM-104/2020
06 yrBepxxaeHuu [IpaBui onToBON U pO3HUYHON peann3aluu JIEKapCTBEHHBIX
CPEJICTB M METUIIMHCKHUX U3JICITUH.
https://adilet.zan.kz/rus/docs/\VV2000021229#z129

8. KonTpoab (Bompocskl, TeCThI):

Bomnpocsr:

1. C kaxoit nenbto paspaboraHa Hamnexamas anteunas npaktuka (GoodPharmacyPractice;

GPP) B PK?

2. Ilepeuncnute TINaBHBIE HaMpaBlIEHUs HACTOSIIETO CcTaHAapTa Haanmexkamas anTeuHas

paKkTUKa?

3. KakoBbl OCHOBHBIE TpeOOBaHUS HAAJIEKAIIEH alTeYHON TPAKTUKH?

4. Jlaiite onpenenenue noustuio «Hammexariee npenocrasieHue GapMarieBTHIECKUX YCITYTY.
TecTbI:

1.OcHOBHBIE 11€7TM HAITMOHAIBHOW JIEKAapCTBEHHOM moyiuTuku Kaszaxcrana:

a) JOCTYITHOCTh, KAYECTBO U PALMOHAIBLHOE UCTIOIh30BaHUE JICKAPCTBEHHBIX CPEACTB+
b) BHenpeHME HAyYHBIX HCCIICIOBAHUI B IPAKTHKY

C) mpuMeHeHHe NpoPeCcCHOHATBHON STUKU U ICOHTOIOTUH

d) parmuoHanbHOE UCTIOIB30BAHUE OFOPKETHBIX CPECTB

€) NpPUMEHEHHUE CTAHIAPTOB JICUCHHS

2.ITpuxoaHble U pacXOJHbIE KACCOBBIE ONEPALIMU PETUCTPUPYIOTCA B

a) >KypHaye y4dera pelenTypsbl
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b) BemoMOCTH BBITUCAHHBIX MOKYMATEISIM CUECTOB
C) 00OpOTHOW BEIOMOCTH ITO JIIIEBBIM CUETaM MOKYyIaTeleH
d) + xaccoBoii KHUTE
€) HMHBEHTapHOW KHHUIe
3.YuéTHbIe TOKYMEHTHI, GUKCHpYIOITUe (GaKT CBEPIICHUS XO3IMCTBEHHOM OIepalu,
Ha3bIBAIOTCS
a) + MmepBUYHBIMU
b) maxomuTenbHBIMM
C) CBOIHBIMHU
d) BHyTpeHHUMHU
€) BHCIIHUMH
4.I'oToBast MPOYKIUS IPYTUX OpraHU3alUi, 3aKyTUICHHAS allTeKOM I PO3HUYHOM TOPTOBIIH,
HA3bIBACTCS
a) + ToBapsl
b) ceipre
C) MaTepHabl
d) moxymHbIe MoayhadpUKaThI
e) dadbpukaTsl
5.AnTeuHble opranuszanuu Moryt npuodperats JIC y:
a) + opranusanuii onroBoi Toprosiau JIC u npousBoxuteneit JIC
b) marasuHOB MEIUITMHCKON TEXHHUKH
C) amnTeyHbIX OpPraHU3aIHiA
d) maboparopuit
€) IpYrux anrtex
6.00y4eHHIo TI0 OXpaHe TPy/1a U MPOBEPKE 3HAHHUM TPeOOBAaHUN OXpaHbI TPY/la MOJIEkKAT
a) + Bce paOOTHUKHU OpraHU3AINN
b) Tonbko pykoBOAMTENH
C) TOJBKO OTBETCTBEHHBII 3a OXpaHy Tpyaa
d) TombKO PaOOTHHKH, 3aHATHIC HA pabOTaX C BPSIHBIMU U OMIACHBIMH YCIOBUSIMU TPY/a
€) mpoBH30p
7.BBOHBIN HHCTPYKTAX MPOBOJUTCS CO BCEMHU
a) + BHOBb NPHHMMACMbIMU Ha pabOTy, BpEMEHHBIMU paOOTHUKAMU, KOMaHIMPOBAHHBIMH,
CTYJICHTaMH, TPUOBIBIIMMHE HA TIPAKTUKY U JP.
b) paboTHHKamu He pexxe OTHOTO pa3a B MOIYroaue
C) pabOTHMKAMH MPH BBEACHUH B JICHCTBHE HOBBIX HHCTPYKIIUII IO OXpaHe Tpy/a
d) pabGoTHHUKaMU MPH BHIMOJHEHUH UMH Pa30BbIX PabOT, HE CBA3AHHBIX C MPSIMBIMH
00513aHHOCTSIMU 110 CHEIHATbHOCTH
€) mpoBu3opa
8.PapMareBTUYECKYIO SKCIIEPTU3Y PELENTa IPOBOIUT
a) + mpoBu3op (papmarieBT)
b) newammii Bpau
C) denpamep
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d) xiamHHYecKHii (hapMakoIor
e) Bpau
9.11pu BeisiBieHNU JIC ¢ UCTEKIIUM CPOKOM TOJTHOCTH, UX:
a) + XpaHsT oTAeNbHO OT Apyrux rpyni JIC B KapaHTHHHOW 30HE
b) Bo3BpaIarT MOCTaBIIUKY
C) YHHYTOXKAIOT B YCJIOBHSIX allTCKH
d) HampaBIAIOT Ha aHAJIW3 U [0 PE3yJIbTaTaM aHaIK3a MPUHUMAIOT PEIICHUE
€) BBIKUJIBIBAIOTPEECTP
10.JIexapcTBEHHOE CPEICTBO, COMPOBOXKIAEMOE JIOXKHON HH(pOpMaIuei o cocraBe u (M)
NPOM3BOIUTENIC JICKAPCTBEHHOTO CPEICTBA SBIISICTCS:
a) + danbCUPUIUPOBAHHBIM JICKAPCTBEHHBIM CPEICTBOM
b) maTeHTOBaHHBIM JIEKAPCTBEHHBIM CPEICTBOM
C) HapKOTHYECKHM CPEICTBOM
d) HCHXOTPOIHBIM BELIECTBOM
€) OpUTHHAILHBIM ITPEnapaToM

3ausarue Ne 9

1. Tema:Xpanenue u TpancnoptupoBka JIC u ¢papmaneBTUUECKON TPOAYKIIMUA B COOTBETCTBUU
co crannaproM Hannexameit mpaktuku xpanenus (GoodStoragePractise — GSP).
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11
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OCHOBBI HajIeKanux npaktuk (GXP)»

2. Hean: [latpoOyyaromumcsi TMOHSATUS O XpaHeHHMH U TpaHcmoptupoBku JIC wu
(dapmaleBTUYECKON MPOIYKIMH B COOTBETCTBHM CO CTaHaapToM Hajanexaied npakTUKH
XPaHEHHS.

3. 3agaum o0yveHus:

- oOyuaromMii JOJKeH 3HaTbh, Kak XpaHUTbcad U TpaHcnoprupyercs JIC u ¢dapmaneBTHueckas
IPOAYKIMS B COOTBETCTBUHU €O cTaHAapToM Haexamiei npakTUKU XpaHEeHus,

- IaTh o0yyaroIuMcs MoHsATHE 0TpeboBaHuAX K «Ilepconany;

- o0Oyyaroluil JOJKEH MOMHUTh O BaKHOCTH OOECIIEUEHMs] KauecTBa Ha JTale XpaHEHUe U
TpancnoptupoBka JIC u papmareBTHUECKON MPOAYKLIUH.

4.0cHOBHBbIE BONPOCHI TEMbI:

1. Jatp onpeneneHue MOHITHIO «XpaHeHrue (apMaleBTHUECKOMN MPOTYKITUN.

2. Jlns xakux crienuaiucToB B cdepe dhapmaium npeaHazHaueHo pykoBoacTBOGSP?
3. Ilepeuncaure TpedoBanus Kk «llepconamy».

4. TlpuHuunel xpaHeHus «/{oKkymMeHTaluu: MUCbMEHHBIE HHCTPYKIIUU U OTYETHI».

5. MeToabl/TeXHOIOTHH 00YUeHHs M NPeNnoJaBaAHMUsA. CEMUHAD

6. MeTO)_IbI/TeXHOJIOFI/II/I OLICHUBAHMUSA :OLICHKA IIPOBOJAMUTICA B COOTBCTCTBUU C KPUTCPUSAMU
OLICHOK MCTOZa «CEMHUHAP», YKA3aAHHBIX B ITPUIIOKCHHUNU CI/IJ'IJ'Ia6yca.

7. Jluteparypa:

OcHoBHas:

1. PykoBonctBo «JlekapcTBeHHbIe cpeacTBa. Haanexamas npaktuka guctpuOstonun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mno Haanexamell mnpakTHke XpaHeHHMs (apMaleBTUYECKONH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OopraHu3aIus
3apaBooxpanenus. Lukn rexunueckux otueroB BO3, Ne 908, 2013.

3. Illybenkora E.B. ToransHOe ymnpaBienue kadectBoM: ydeOHoe mocodue / E.B. Illyoenkosa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Vcropust ynpasineHus kauectBoM: yuyeOHoe mocobue / T.A. Canumosa,
H.II. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Ao6yrtumze 3.C. YmpapieHHe KayeCTBOM M PEHMHXMHUPHHI OpraHu3anuu: yded.mocodue /
3.C. Abyrunaze, JI.LH. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHuTENbHAS:

1. Apsicranos, XK. M. Ucropus ¢papmarun: yuedHoe nocodue / XK. M.- Anmats! :9Bepo, 2016.
- 184 c.

2. Apsicranos, XK. M. Opranuzanus (apManeBTHUECKONW AeATeNbHOCTH: y4yeb. mocobue . -
Ammartsr :9Bepo, 2015. - 608 c.
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3.

VYrpasienue u skoHoOMHKa hapManuu: yueonuk/mon pen. M.A. Hapkepuua. — M.: IDOTAP-
Menua, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

oA~

10.
11.

12.

13.

[Ipuka3 n.o. Munmcrtpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 4 ¢espans 2021 rona
No KP JICM-15. «O6 yrBepxkaenun Hamnexxamumx hapManeBTHUECKUX MPAKTHKY:

YMK/I pa3metiien Ha oOpa3zoBateabHOM mopraie ukma.kz

OnektponHas  Oubmuoreka  «KoncynbranT — crygeHTa». Ccebulka  JUIsl  JOCTyHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

Caiit OuOMMOTEeYHO-UH(DOPMAIIMOHHOTO IIeHTpa akajaemuu lib.ukma.kz

Memunareka FOKMA https://media.skma.edu.kz/

[udposas Oubmmoreka «Aknurpress» www.aknurpress.kz MPOUIUTE PETUCTPAIUI0 U
ykaxkute npomokos SDH-28

OKMA Penozutopuiii  http://lib.ukma.kz/repository/
PecryOnmkanbIKkOFapbIOKYOPBIHIAPBIapATTBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOpPMATHUBTIK-KYKBIKThIKaKTiIepOa3ace! https://zan.kz/ru

«[Taparpad Menuuuna» aknaparteikkyiecihttps://online.zakon.kz/Medicine/

Kogexc Pecnybnuku Kazaxcran ot 7 utons 2020 romaNe 360-VI «O 3mopoBbe Hapoda u
CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHHUAMM U jponojgHeHusmu). I'm. 2, cr. 10; rm. 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Ipuka3z Munucrtpa 3npaBooxpanenust Pecyonmuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexadbps 2020 roga «O6 yTBepKACHUHM HOMEHKIIATYPhI CIICIUAIBHOCTEH U CHelHalu3aluii B
o0JacTH  3/paBOOXpPAHEHUS, HOMEHKIATYphl W KBATU(UKANMUOHHBIX XapaKTCPUCTHUK
JOJKHOCTEN paOOTHUKOB 3/IPAaBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\VV2000021856

[Tpuka3 Munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsiOpst 2020 rona Ne
KP ICM-104/2020

006 yrBepxxaeHuu [IpaBui onToBON U PpO3HUYHON peann3aluu JIEKapCTBEHHBIX

CPEJICTB M METUIIMHCKHUX U3JICITHH.

https://adilet.zan.kz/rus/docs/\VV20000212294#z129

8.KoHTpo.1b (BONPOCHI, TECTHI):

Bomnpocsr:

1.]laTb onpeneneHue MOHATHIO «XpaHeHHE (GapMaleBTHYECKOH MPOTyKIIUI.

2. JIns KakuX CHeIHaMCTOB B chepe dpapmanuu mperHa3sHadeHo pykoBoacTBoGSP?
3. Ilepeunciute TpedboBanus Kk «[lepconamyy.

4. HpI/IHHI/IHBI XpaHCHUA ((I[OKYMGHTaHI/II/IZ IMUCbMCHHBIC NMHCTPYKIIUU U OTYETHI».

TecThl:

1. Pe3uHoBbIE MeIMIIMHCKHE U3/1eJIHUS CJIeyeT XPAHUTh:
1. ITpu tremm. ot 0° C no + 20° C.;

2. Ilpu temn. Hmxke 0° C.;
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3. B 3a1MI111eHHOM OT COJIHEYHBIX JIy4ell MecTe.;

4. ITpu coOumroieHNH BIaKHOCTH BbIIIE 65%.

A) Bepno 1,3,4.

b) Bepno 1,3.

B) Bepno 2,3.,4.

2. [lepmaHranat Kajusi OTHOCUTCS K IrpyIine XpaHeHus :

A) B3psiBuartsbie.

b) B3pbiBoonacHsle.

B) JlerkoBocmiaMeHsrOIUeCs.

I') JIerxkoroprouue.

3. TpeGoBaHMA K XpPAHEHHM) HMMYHOOHOJIOTHYECKHUX MPeNapaToB:

1. XpaHsT OTAEIBHO MO CEPUSM U HAUMEHOBAHUSIM.

2. Ilpu TemniepaType, yKa3aHHOW Ha STUKETKE.

3. IlonBepraroTcs BU3yaabHOMY KOHTPOJIIO HE pexke 1 pa3a B Mecsll.

4. IlonBepratorcs BU3yallbHOMY KOHTPOJIIO HE pexe 1 pa3a B KBapTall.

A) BepHno Bce

b) Bepno 1.2.3.

B) Bepno 2.3.

I') Bepuo 2.3.4.

4. bosbMe MeTAJIMYEeCKHEe eMKOCTH 3all0JTHATCH 3THI0BBIM CIIUPTOM Ha:
A) 75%.

b) 90%.

B) 100%

5. XpaHHUTB OTEJBHO 110 CEPUSIM M CPOKAM IOJHOCTH HEO0X0AUMO:

A) nmaxydue BellecTa.

b) kpacsimue BemecTsa.

B) HacTONKM U SKCTPaKTHI.

') MUBIL.

6. Kakoii uBeT mTaHrjacoB HauboJee 3alumaeT papManeBTHYECKHE CYOCTAHIIMHU OT
cBeTa

A) uepHblit

b) opanxeBblit

B) xopuuHeBbIit

7. Jast padoThl ¢ KakuMH (papManeBTHYECKUMH CYOCTAHIUAMM ISl KasKI0T0
HANMEHOBaHHUS He00X0AUMO BbI/1eJIATH ClleNMAJIbHbIE BeChl, CTYIKY, IINaTe]b U APYyrou
He00X0IMMbINi HHBEHTApPb.

a) Maxy4yuMu

0) KpacsSIuMu

B) JIETY4YUMU

8. Kakoe JIC, nocJie 3aMep3aHus M3MEHSICTCS M IIPH MOCJIEAYIOLIEeM COrpeBaHUH /10
KOMHATHO# TeMIlepaTypbl He BOCCTAHABJIMBAaETCS

a) epeKuch BOAOpOaa
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0) )xunkoctb byposa

B) pacTBOp MHCYJIMHA

9. B cTeKJISIHHOI Tape ¢ repMeTHYHON YKYIIOPKO#, 32 IUTOH CBepXy napa)MHOM XPaHSAT
(papmcyOcTannnu, odJaagawomme:

a) TUTPOCKONMYECKUMHU CBOMCTBAMHU

0) eTy4uMH CBOMCTBAMU

B) MaXy4MMH CBOMCTBaAMH

10. K uncay JiekapcTBEHHBIX CPeICTB, TPEOYIOIMX 3a1UTHI OT BO3/1eiiCTBUS MOHUKEHHOI
TeMIIepPaTypbl OTHOCATCS:

a) TOpMOHAJIbHBIE ITpenapaThl

0) UMMYHOOHOJIOTHYECKHE TTPENnapaThl

B) pactBop dhopmanbaeruaa 40%

T') KaJus IepMaHraHar

1) oy uITuH

3ausarue Ne 10

1. Tema:TpeboBaHus K TOMEIICHUSIM U 000PYIOBAHHIO (PapMaIIeBTUIECKUX OpTaHU3AIUN ISt
xpanenus JIC u M.
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2. Ieab:1aTb00yYaAOMIMMCS TOHSATUS O TPEeOOBAHMSIX K MOMEIICHUSM M 00OPYJIOBAHHIO
dapmarneBTHUECKUX opranmu3anuii s xpanenus JIC u MU.

3.3aga4yu o0yueHms:

- 00y4aroLMii TOJKEH 3HaTh TPEOOBAHUS K MOMELICHUAM U 000pyIOBaHUIO (PapMareBTUIECKUX
OpraHu3aluii;

- JaTb O0OydYaroIMMCsl IOHSTHE O CAHUTAPHO-IIHUIEMUOJIOTMYECKHE TpPEeOOBAHMSAX K
HOMEIIEHUSM 1 000pyI0BaHNIO0 00BEKTOB B chepe 0OpalleHus IEKapCTBEHHBIX CPE/CTB;

- oOyuarommii, JOJDKEH TIOMHHTH OT Kakod (apMaleBTUYECKONH MPOIYKIHHA CIIETyeT
n30aBJIATHCS B IEPBYIO OYEPE/Ib.

4.0OcHOBHBIE BONPOCHI TEMbI:

- CAHUTAPHO-3IUJIEMUOJIOTHYECKHE TPeOOBaHUS K MOMEIICHUSIM U 000pYAOBaHUIO OOBEKTOB B
cdepe oOpaleHus JeKapCTBEHHBIX CPENICTB;

- XpaHeHHe 3a0pakOBaHHOM, BO3BPAIEHHON, OTO3BAHHON M IIPOCPOUCHHOHN (PapMarieBTUIECKOM
IPOAYKLIHH;

- mpuniun «first expired/first out» (FEFO);

- IPUHLIUI IOTOYHOCTH B IOMEILIEHUSIX aCENTUYECKOr0 KOMIUIEKCA.

5. MeTtoabl/TexHo10rMH 00y4eHHs M NPENoAaBAHMA . CEMUHAP

6. METOI[I)I/TCXHOJIOFI/II/[ OIICHUBAHUA :OLICHKA IPOBOJAUTCA B COOTBCTCTBUU C KPUTCPUSIMU
OLICHOK MCTOZa «CEMHUHAP», YKA3AHHBIX B IIPUIIOKCHHUN CI/IJ'IJ'I8.6yca.

7. Jluteparypa:

OcHoBHas:

1. PykoBoxctBo «JlekapcTBeHHble cpeacTBa. Haanexaras npaktuka guctpuObstonun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mno Haanexamel mnpakTHke XpaHeHHMs (apMaleBTUYECKOH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
3apaBooxpanenus. Lukn rexunueckux otueroB BO3, Ne 908, 2013.

3. Ilybenkora E.B. ToransHOe ympaBieHnue kadectBoM: yueOHoe nocodue / E.B. lllyGenkoBa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Vcropus ynpasineHus kauectBoM: yuyeOHoe mocobue / T.A. Canumosa,
H.II. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Ao6yrtumze 3.C. YmpaBineHrne KayeCTBOM M PEHMH)XHHUPHHT OpraHu3anuu: yded.mocobue /
3.C. Abyrunse, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHuTENBHAS:

1. Apsicranos, XK. M. Ucropus ¢papmarun: yuedHoe nocodue / XK. M.- Anmats! :9Bepo, 2016.
- 184 c.
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 36¢tp.u3 S5¢tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

2. ApsicranoB, XX. M. Opranmzanus (apManeBTHUECKOW AEATEIBHOCTH: y4ebd. mocobue . -
AnmMarsl :9Bepo, 2015. - 608 c.

3. VYmpasienue u s5koHOMHKa (hapManuu: yueOnuk/mon pea. M.A. Hapkepuua. — M.: [DOTAP-
Menua, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1. Tlpuka3 u.0. Munucrpa 3apaBooxpanenusi Pecnyomuku Kazaxcran ot 4 ¢espans 2021 roga
Noe KP JICM-15. «O6 yrBepxkaenun Hamnexxammx hapManeBTHUECKUX MPAKTHKY:

2. YMK]I pa3merien Ha oOpa3zoBatebHOM mopraine ukma.kz

3. Omnextponnass  OubOnmuoreka  «KoucympbranT  crygenta». Cceplika uig  JOCTyHa:

http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

Caiit OuOMMOTEeYHO-UH(DOPMAIIMOHHOTO IIeHTpa akajaemuu lib.ukma.kz

Memunareka FOKMA https://media.skma.edu.kz/

6. Iludpomas Oubmmorexka «Aknurpress» www.aknurpress.kz MPOUINTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

7. OKMA Penosuropwmiii  http://lib.ukma.kz/repository/

8. PecmyOnuKanbIKKOFapBIOKYOPBIHIAPhlapAIBIKIICKTPOHIBIKKITaTXaHa http://rmebrk.kz/

9. «3an» HOPMATUBTIK-KYKBIKTBIKaKTUIepOa3ack https://zan.kz/ru

10. «ITaparpad Menununa» aknaparteikkyiecihttps://online.zakon.kz/Medicine/

11. Kogekce Pecnyomuku Kazaxcran ot 7 utons 2020 rogaNe 360-VI «O 3m0poBbe Hapona u
CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHHUAMH U aonoiHeHusmu). I'm. 2, cr. 10; rm. 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437

12. Tlpuka3 Munmuctpa 3apaBooxpanenus Pecryonuku Kazaxcran Ne KP JICM-305/2020 ot 21
nexabps 2020 rona «O06 yTBepKIEHUHM HOMEHKJIATYphl CIIEUATbHOCTEH U crienuanu3anuil B
o0jacTH  3/paBOOXpPAaHEHUS, HOMEHKIATYphl W KBATU(UKANHOHHBIX XapaKTEPUCTHK
JOJKHOCTEN paOOTHUKOB 3/IPaBOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\V2000021856

13. Ilpuka3 Munuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 17 centsops 2020 roga Ne
KP ICM-104/2020
006 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHON peann3aluu JIEKapCTBEHHBIX
CPEJICTB M METUIIMHCKHUX U3JICITHH.

https://adilet.zan.kz/rus/docs/\VV20000212294#z129

oA~

8.KoHTpo.1b (BONPOCHI, TECTHI):

Bomnpocsr:

1.KakoBbl CaHUTAPHO-3MUIEMHUOJIOTHYECKHE TpeOOBaHMUS K IMOMEIIEHUSIM U 00OpYJOBaHUIO
00BEKTOB B chepe oOpalieHus JIEKapCTBEHHBIX CPE/ICTB.

2. Kak XxpaHuThCS 3a0pakoBaHHas, BO3BpAIlEHHAs, OTO3BaHHAs W TMPOCPOUYCHHAsS
dapmarieBTHYECKAs TPOAYKIIMS?

3. Ot kako#t apMalieBTUYECKON MPOIYKIIMU CIIeAYeT U30aBIAThCS B IEPBYIO OUepe b (MIPUHIIUI
«firstexpired/firstout» (FEFO))?

4. B yeM 3aKiro4aeTcs MPUHLUI TOTOYHOCTH B MOMEIIEHHUSIX aCeTHYECKOro KOMILIEKca?
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 37ctp.u3 S5¢tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

TecTbI:

1. Ioka3aTesiu TeMNepaTypbl B IOMELIEHUSIX XPAHEHUS IIPOBEPSIOTCH He peike:
A) 1 pasa B CyTKH.

b) 1 pa3a B Hezpemto.

B) 1 paza B 10 gneii.

I') 1 pa3a B mecs.

1) 2 pa3za B MecsII.

2. Oomme TpedoBaHus K nomemenussMm xpanenus JIC ycranonienst HJI

A) Ilpuka3z M3 PK Ne 11751

b) IIT PK Ne 1178

B) npukaz M3 N 377 ot 13.11.96 .

I') ITpuxa3z M3 PK Ne 7061

) [Ipukaz M3 PK Ne 791

3. TpeGoBaHusi K TEXHUYECKH YKPeNJeHHbIM MOMENIeHUsIM /IS XpPaHeHHu s
CHJIbHOAEHCTBYIOIIUX U SIIOBUTHIX JIEKAPCTBEHHBIX CPEICTB, HAXOASIIMXCH MO/
KOHTPOJIEM IrocyAapcTBa, ycraHoBJaeHbl H/I

A) @3 Ne 3- @3

B) ®3 No 61-®3

B) IIIT P® Ne 681

') ITIT PD Neo 1148

) No 6 ©3-D3

4. 1ns Ha0JII0/IeHUs] 32 TeMIIePATYPOil U BJAKHOCTBIO CKJIAJCKHe MOMeLeHHs] He00X01UMO
o0ecneyuThL TEPMOMETPAMHM U MCUXPOMETPAMU, KOTOPbIe Pa3MelIaloTCs HA BHYTPEHHHUX
CTeHAX XPAHWJIMILA BAAJIM OT HArpeBaTeJbHbIX IPUOOPOB:

a) Ha BBICOTE 1M OT 1OJIa ¥ Ha PACCTOSIHUU HE MEHEe 3 M OT JIBEpeii;

0) Ha BeICOTE 1,5 M OT TOJIa U Ha PACCTOSIHUU HE MEHEee 2 M OT JBEpeii;

B) Ha BbIcOTE 1,5 M OT 10J1a ¥ Ha PAcCTOSIHUM HE MeHee 3 M OT JBepeit

5. YcTraHoBKa cTeJUIaKel /151 XpPaHEeHHs O0CYNIeCTBJIsIETCS TAKUM 00pa3oM, YTOObI OHU
HAXOMJHMCh HA PACCTOSIHMH OT I10JIa He MeHee:

A) 0,25m;

b) 0,35m;

B) 0,45wm.

I') 0,40 m

1) 0,30 m

3ausarue Ne 11
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 38ctp.u3 S5¢tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

1. Tema:MexnynaponHas cranaaptuzanus. CoctaB U CTPyKTypa CTaHJApTOB Ha CHUCTEMY
YIPaBJICHUS Ka4€CTBOM.

2.leanb: JlaTh00ydaromuMcsi TOHIATHS O METPOJIOTHIECKOM 00ECIIEYCHUH KauyecTBa MPOAYKIIUU
B (hapmarum.

3.3ama4yu o0yueHus:

-00ydJarouvii JTOJDKeH 3HAaTh O METPOJOTHYECKOM O0ECleuYeHUN KadyecTBa MPOAYKIHH B
dapmarnuu;

-00ydJaronuii JIOJDKeH 3HaTh O IENSAX M 33adyaXMETPOJIOTUYECKOro OOecreueHHsi KayecTBa
OPOAYKLMH B (hapMaiuy,

-00y4aronuii JOKeH 3HaTh o0mme cBeneHus o cranaaprax ISO cepun 9000.

4.0CHOBHBbIE BONIPOCHI TEMBbI:

1. Yto moHMMAIOT MO MEXAYHAPOAHON CTaHIapTU3AIHeH?

2. Oxapaktepu3yiTe MeXIyHapoaHbIe oprann3anuu o crangaptuzanuu (ISO, IEC)
3. Kakue o6mme cBenenus o crangaptax ISO cepun 9000 Bri 3HaeTe?

4. Crangaptel [ISO9000 — cTangapThl HA CUCTEMY KayecTBa

5. MeToabl/TeXHOI0THH 00yUeHHsl U TipenogaBanus: TBL, yueGHbIil Keiic

6. MeToabI/TEXHOJIOTHH OLEHMBAHMSA OIICHKA IPOBOJUTCS B COOTBETCTBHUH C KPUTEPUSIMHU
olileHOK MeTojia « TBL, yueOHbIif Kelic, yka3aHHBIX B IPUIIOKEHUU cHILTalyca.

7. Jluteparypa:

OcHoBHas:

1. PykoBonctBo «JlekapcTBeHHbIe cpeacTBa. Haanexamas npaktuka guctpuOstonun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mno Haanexamell mnpakTHke XpaHeHHMs (apMaleBTUYECKONH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
3apaBooxpanenus. Lukn rexunueckux otueroB BO3, Ne 908, 2013.

3. Illybenkora E.B. ToransHOe ymnpaBieHnue kadectBoM: yueOHoe nocodue / E.B. lllyGenkoBa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Vcropus ynpasineHus kauectBoM: yuyeOHoe mocobue / T.A. Canumosa,
H.II. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Ao6yrumze 3.C. YmpapieHue KayeCTBOM M PEHMHXHUHUPHUHT OpraHu3anuu: yded.mocobue /
3.C. Abyrunase, JI.LH. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHuTENBHAS:

1. Apsicranos, XK. M. Ucropus ¢papmarun: yuedHoe nocodue / XK. M.- Anmats! :9Bepo, 2016.
- 184 c.

2. Apsicranos, XK. M. Opranuzamus (apManeBTHUECKONW AeATeNbHOCTH: yued. mocolue . -
Ammarsr :9Bepo, 2015. - 608 c.
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 39ctp.u3 S5¢Tp.

0CHOBBI Hajiexarux npaktuk (GXP)»

3.

VYrpasienue u skoHoOMHKa hapManuu: yueonuk/mon pen. M.A. Hapkepuua. — M.: IDOTAP-
Menua, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

ook

BB oo~

12.

13.

[Ipuka3 u.o. Munucrtpa 3apaBooxpanenus Pecryonuku Kasaxcran ot 4 despans 2021 rona
No KP JICM-15. «O6 yrBepxkaenun Hamnexxamumx hapManeBTHUECKUX MPAKTHKY:

YMK/I pa3metiien Ha oOpa3zoBateabHOM mopraie ukma.kz

OnektponHas  Oubmuoreka  «KoncynbranT — crygeHTa». Ccebulka  JUIsl  JOCTyHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

Caiit OuOMMOTEeYHO-UH(DOPMAIIMOHHOTO IIeHTpa akajaemuu lib.ukma.kz

Memunareka FOKMA https://media.skma.edu.kz/

[udposas Oubmmoreka «Aknurpress» www.aknurpress.kz MPOUINTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

OKMA Penosuropuiti  http://lib.ukma.kz/repository/
PecryOnmkanbIKkOFapbIOKYOPBIHIAPBIapATTBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOpPMATHUBTIK-KYKBIKThIKaKTiIepOa3ace! https://zan.kz/ru

. «[Taparpad Meaununa» aknaparteikkyiecihttps://online.zakon.kz/Medicine/
. Kogexc Pecnyonuku Kazaxcran ot 7 utons 2020 romaNe 360-VI «O 3mopoBbe Hapoaa u

CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHHUAMM U jponojgHeHusmu). I'm. 2, cr. 10; rm. 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Ipuka3z Munucrtpa 3npaBooxpanenust Pecyonmuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexadbps 2020 roga «O6 yTBepKACHUHM HOMEHKJIATYpPhI CIEIMAIbHOCTEH U CIIeMaIn3aliii B
o0nacTu 3/1paBOOXpPAaHEHUS, HOMEHKIATypbl U KBAJU(UKALMOHHBIX XapaKTEPUCTHUK
JIOJDKHOCTEH paOOTHUKOB 3/]paBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\V2000021856

[Tpuka3 Munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsopst 2020 rona Ne
KP ICM-104/2020

006 ytBepxxaennu [IpaBui onToBOM U pO3HUYHON pean3aluy JIEKapCTBEHHBIX

CPEJCTB M METULIUHCKUX U3JEIINH.

https://adilet.zan.kz/rus/docs/\VV20000212294#z129

8.KoHTpo.1b (BONPOCHI, TECTHI):
Bomnpocsr:

1.

Cranpapt [ISO9000:2005 «Cucrembl MeHeKMEHTA KauecTBa. OCHOBHBIE TOJIOKEHUS U
CJIOBaphb»

2. Crangapt ISO9001:2008 «CucteMbl MEHE)KMEHTa KauecTBa. TpeboBaHUs»

3. Crargapt ISO9004:2009 «MeHemKMEHT TS AOCTIKEHHSI YCTOMYUBOTO yCIiexa
opranusanuu. [logxon Ha OCHOBE MEHE)KMEHTA KaueCTBa

4. Yrto moHMMAIOT 1O/ cucTeMoi ctanaaptos cepuu [SO 140007

TecrbI:

1.IIponykums B coorBeTcTBUH ¢ TepmuHoiorueir 1ISO9000 — sto:
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 40ctp.u3 55¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

a) PesymbTar smro6oro mnporecca
b) Tosap, peanu3yemblii Ha pbIHKE MM IO KOHTPAKTY
C) OBelIeCTBICHHBIN Pe3y/IbTAT MPOIlecca MPOU3BOACTRA
d) Marepuasbl, pacxoayOIIUe CBOI pecype
e) WMsmenust MACCOBOTO Ha3HAYCHHSI
2. Crannaptsl 1ISO cepun 14000 nocBsIIeHBI:
a) Cucreme 3KOJIOTHYECKOr0 MEHEKMEHTA
b) Cucremsr MeHemKMEHTA KayeCTBA
C) BpenHbiM BO3JICHCTBHSIM Ha OKPYXKAOIIYIO CPEIY
d) Dxosoruveckoil TEPMUHOIOTUU
e) Cnocobam yTHIM3aIlUK OMACHBIX M BPEIHBIX OTXO0B MPEAPUATHS
3.COBOKYITHOCTh B3aUMOCBSI3aHHBIX BHJIOB JACATECILHOCTH, IPEOOPA3YIONIUX BXOJIbI B BHIXOJIBI
(BXOIHBIE DJIEMEHTHI B BBIXOJIHBIE) B COOTBETCTBUU ¢ TepMmuHoiorueii 1ISO9000, HaszbiBaeTCs:
a) Ilpomeccom
b) JKusHeHHBIM HUKIOM MPOAYKIIUN
¢) Ilpouemypoii
d) TIpomykTom
e) Opranuzanuei
4.KagectBo B cooTBeTcTBUH ¢ TepMuHojoruer 1ISO9000 — sto
a) CremneHb COOTBETCTBUS MPUCYIIUX XapaKTEPUCTHK 00BEKTa TPEOOBAHUSIM
b) Xapakrepuctrka uinu CBOWCTBO, PUCYIIEEe 00BEKTaM
C) XapakTepuCTHKa, OTpaKaromiast Jy4Iire CBOMNCTBA MPOAYKIHH, IIPOIECCa HIIH YCIYTH
d) CreneHb COOTBETCTBHUS HA3HAYCHUTO
e) CreneHb COOTBETCTBUS BHIOOpA
5.B crangaprax 1ISO14000 ycuneHO BHUMaHUE Ha:
a) TpeOoBaHHMs K CHCTEME MEHE/DKMEHTA C TOUKHU 3PCHUS 3aLIUThI OKPYKAIOIIEH Cpe/Ibl 1
0€30MacHOCTH MPOTYKIIUU
b) OOGuryro nuHAMHKY cepTU(HUKALIMHA CUCTEM KauecTBa
C) B3auMoOOTHOIICHHS TIOCTABIINKOB U TIOTpEOUTENCH
d) BHyTpeHHUIT KOHTPOJIb KayecTBa ( Ha BCEX OMEpAIUsiX MPOM3BOACTBA
e) B3aumMOOTHOIICHHST KOHKYPCHTOB
6. ~ B 3aBHCHMOCTH OT BpEMEHHU U3MEPEHHbBIC BEINYHUHBI JICIIATCS Ha!
a) | cratucTUyeckue, IMHAMHYCCKUE
b) | nauHamMuueckue
C) | CTaTUCTHYECKHE
d) | OyxranTepckue
e) | oTyeTHbIe, OyXraaTepcKue
7. ~ I1o criocoOy BeIpaKeHHUs pe3yIbTaTOB H3MEPEHUS JIENATCS Ha:
a) | abCOIOTHBIE, OTHOCHTEIbHBIE
b) | nuHamMuyeckue
C) | CTaTUCTHYECKHE
d) | Oyxranrepckue
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 41ctp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

€) | oT4eTHbIE, OyXTraaTepCKue
8. ~ AHaJIM3 U OLICHKA TEXHUYECKUX PELICHH 110 BBIOOPY MTapaMeTPOB,KOTOPHIC MOTICKAT
U3MEPCHHUIO, YCTAHOBJICHUIO HOPM TOYHOCTH M 00CCIICUCHHIO MIPOIIECCOB Pa3paboTKH,
W3TOTOBJICHHS, UCIIBITAHUS, IKCIUTYaTAllMH M PEMOHTA U M3/CIHI METOIaMU M CPEICTBAMU
U3MEPECHHUS HAa3bIBAIOT ... .

a) | METPOJIOTUYECKO IKCIIEPTHU30N TEXHUIECKOW JIOKYMEHTAIIUN

b) | moxkymenTamu ayaura

C) | craHmapTamu OMEPAMOHHBIX MPOLIEAYP

d) | HOpMAaTHBHO-TEXHUYECKOMN TOKYMEHTAIIHEH

e) | OyXraaTepcKoi OTYETHOCTHIO
9. ~COBOKYITHOCTh MMPHEMOB UCIIOJIH30BAHUS IIPUHIIMIIOB U CPEICTB U3MEPEHHUS — ITO ...

a) | MeToxa u3MepeHui

b) | npuHIMIT W3MepeHuit

C) | medcTBHS U3MEPEHUI

d) | MmexaHu3MIEeHCTBUS

€) | peraaMeHT KOHTPOJIS
10. ~ ®dusuyeckoe sIBACHNUE WM COBOKYITHOCTh (DM3HUSCKHX SIBJICHUI, KOTOPBIE MTOJIOKCHBI B
OCHOBY U3MEPEHUH - 3TO ... UBMEPEHUH

a) | mpuHIHI

b) | meron

C) | neiicTBus

d) | MmexaHuzm

€) | permameHt
11.~ KadecTBO M3MepeHHii, KOTOpOe 0TOOpakaeT OIN30CTh K HYJIHO CHCTEMAaTHISCKIX
IPOTPENIHOCTEN PE3yIIbTATOB, KOTOPBIC OCTAIOTCS TIOCTOSIHHBIMHU T 3aKOHOMEPHO
U3MEHSOTCSI BO BPEeMsI IOBTOPHBIX H3MEPEHHUIT OJTHOM U TOM e BETMYHBI — ITO... U3MEPEHHI

a) | IOCTOBEPHOCTH

b) | mpaBuIBEHOCTH

C) | MpUHIMIIBI

d) | mexaHusm

e) |meron
12. ~ M3mMepuTesbHbIC MIPUOOPHI 10 XapaKTepy MOKa3aHHWi JEISITCS Ha:

a) | uudpoBbIie, aHATOTOBBIC

b) | cymmapHsIe, cpaBHUTEIbHBIC

C) | abCcomOTHBIE, OTHOCHTEIbHBIC

d) | mHTErpUpYIOIIHEC

e) | OyxraaTepckue
13. ~ B 3aBUCHMOCTH OT Ha3HAYCHHsI IPHOOPBI ACTATCS Ha:

a) | yHuBepcalbHbIE, CIICIIHAbHBIC

b) | cymmapHbie, cpaBHUTEIBHBIC

C) | abCcoOTHBIE, OTHOCHTEIbHBIE

d) | mHTErpHpYyrOIINEe
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ONTUSTIK-QAZAQSTAN ol SOUTH KAZAKHSTAN
MEDISINA [SKMA| MEDICAL
AKADEMIASY ali, | ACADEMY
«OHTycTik KasakcTaH meguuuHa akagemusicel» AK %Y/ AO «lOxHo-KasaxcTaHckas MeoVUMHCKAsT akanemMust»
Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

Metoandeckue yka3aHus AJS NPAKTHUECKUX 3aHATHH MO AucHUINTNHe«OpraHu3alliOHHBIE 42ctp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

e) | Oyxraarepckue

Sausarue Ne 12
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 43ctp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

1. Tema:®yHKINH yIpaBIeHUs Ka4eCTBOM B (hapMaliuu.
2.leab: [laTho0yuaromumcs HOHATHS O QYHKIMIX yIIPaBICHUS KaueCTBOM B (papMaruu.

3.3ama4yu o0yueHus:

-00y4Jaromuii TOJMKEH 3HATh 0 MEXaHU3ME YIPABICHHUS KAY€CTBOM MPOTYKIIHH;

-00yJaroIIHi T0JDKEH 3HaTh, KaK MPOBOAUTCS TUIAHUPOBAHUE MTPOIIECCa YIIPABICHHUS KaueCTBOM;
-00yJaromuii TOJMKEH 3HATh O MOTHUBAIIUU YIIPABJICHUS KA4eCTBOM.

4.0cHOBHBIE BONPOCHI TEMBI:

-MEXaHU3M YIPABIICHUS KQUECTBOM MPOYKIIHH, €T0 IMOJICUCTEMBI.

- KaK TIPOBOJIUTCS TUTAHUPOBAHUE TIPOIECCa YIPABIICHUS Ka4eCTBOM?

- YTO MOHUMAIOT TI0]] OpPTraHU3aIKEeH, KOOPAUHAIIMCH U PEryIMpOBaHUEM IpoIiecca YIPaBICHHS
KauyecTBOM?

- MOTHBAIUS YIIPABJICHUS KAYECTBOM.

5.MeToabl/TexHoJ0ruu odyuenus u npenogapanus: CBL, yueOnblit kelic

6. MeTobI/TeXHOJIOTHN OLEHUBAHUS.OIICHKA IPOBOJIUTCA B COOTBETCTBUU C KPUTEPHUAMU
orieHoK MeTozia «CBL,yuebHblit Kelicyka3aHHBIX B IPUIIOKEHUU crilaldyca.

7.JIuteparypa:

OcHoBHas:

1. PykoBoxctBo «JlekapcTBeHHbIe cpeacTBa. Haanexarnas npaktuka guctpuOstonun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mno Haanexamiell mnpakTHke XpaHeHHMs (apMaleBTUYECKOH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
3apaBooxpanenus. Llukn rexunueckux otueroB BO3, Ne 908, 2013.

3. Illybenkora E.B. ToransHOe ymnpaBienue kadectBoM: ydeOHoe mocodue / E.B. Illyoenkosa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Vcropust ynpasineHusi kauectBoM: yuyeOHoe mocobue / T.A. Canumosa,
H.II. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Ao6yrtumze 3.C. YmpapieHue KayeCTBOM M PEHMHXMHUPHHI OpraHu3anuu: ydel.mocodue /
3.C. Abyrunaze, JI.LH. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JononHuTenbHAS:

1. Apsicranos, XK. M. Ucropus ¢apmarnun: yuedHoe nocooue / XK. M.- Anmats! :9OBepo, 2016.
- 184 c.

2. Apsicranos, K. M. Opranuzanus (apManeBTHUECKONW AeATeNbHOCTH: y4yeb. mocobue . -
Ammartsr :9Bepo, 2015. - 608 c.

3. VYmpasneHue u S5KOHOMHKA papMmarun: yueOHuk/mo pea. M.A. Hapkesuua. — M.: TDOTAP-
Menua, 2017. — 928 c.

ONEKTPOHHBIE PECYPCHI:
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 44ctp.u3 S5¢Tp.

0CHOBBI Hajiexarux npaktuk (GXP)»

N

o s

HB oo~

12.

13.

[Ipuka3 n.0. MunmCTpa 3apaBooxpanHeHust Pecyonuku Kazaxcran ot 4 deBpans 2021 roga
Ne KP ICM-15. «O6 ytBepxxaeanu Hannexxamux papmManeBTHUeCKUX MPAKTHK:

YMK]] pa3mertiien Ha oOpa3oBarebHOM mopraie Ukma.kz

OnektpoHHass  OumOmuoreka  «KoHcynpranT — crymeHTay. Ccbulka  JUIsi  JIOCTYyIA!
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

Caiit 6nbnMHoTeYHO-NH(DOPMAITMOHHOTO IIeHTpa akajeMuu lib.ukma.kz

Menunatexka FOKMA https://media.skma.edu.kz/

Hudposas O6ubmmoreka «Aknurpress» www.aknurpress.kz  mpoiiaure perucrparnuio u
ykaxwute npomokoa SDH-28

OKMA Penosutopuiii  http://lib.ukma.kz/repository/
Pecny0nukanbIK:KOFapblOKyOPBIHIAphIapaIbIK IEKTPOHIbIKKITanxana http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTBIKaKTiIepOasacer https://zan.kz/ru

. «[Taparpad Menununay» aknapaTTheiKkyiecihttps://online.zakon.kz/Medicine/
. Konexc Pecnyonuku Kazaxcran ot 7 uronst 2020 romaNe 360-VI «O 3n0poBbe Hapona u

CHUCTEME 3JIpaBOOXpaHEHUs» (C M3MEHEHUsSMH W jAomnojHeHusmu). I'n. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Ipuxa3z Munuctpa 3npaBooxpanenust Pecryonmuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexadbps 2020 roga «O06 yTBepkKACHUM HOMEHKIIATYPBhI CIIEIUAIBHOCTEH U CHelHalnu3aluii B
o0jacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaJU(UKAIMOHHBIX XapaKTEPUCTUK
JOJKHOCTEH paOOTHUKOB 3/IPAaBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\V2000021856

[Ipuka3z Munucrpa 3apaBooxpanenust Pecnyonuku Kasaxcran ot 17 centsiops 2020 roma Ne
KP JICM-104/2020

06 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHOMN peanu3aluy JIEKapCTBEHHBIX

CPEJCTB U MEIULIMHCKUX U3JETHI.

https://adilet.zan.kz/rus/docs/\VV2000021229#z129

8.KoHTpoJIb (BOMPOCHI, TECTHI):

Bomnpocsr:

1. MexaHu3Mm yIpaBiaeHus: Ka4€CTBOM MTPOIYKIIMH, €T0 MOJCUCTEMBI.

2. Kak npoBOANTCS TJIaHUPOBAHNE IIPOLIECCA YIIPABIECHUS Ka4€CTBOM ?

3.Yto moHMMAIOT IOJ1 OpraHu3amen, KOOpAUHALMEN U PEryIMpOBaHUEM MpoIiecca YIpaBICHUs
KauecTBOM?

4. MoTuBamus ynpaslieHUsl KaYeCTBOM

5. Kakue cymecTByrOT NpeMuH 1o KayecTBy?

6. UTO NOHMMAIOT IO MPOLECCOM KOHTPOJIS?

7. Ha3oBuTe BUIBI KOHTPOJIA.

TecTbI:
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ONTUSTIK-QAZAQSTAN

MEDISINA

AKADEMIASY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

SOUTH KAZAKHSTAN
MEDICAL

ACADEMY
AO «lOxHo-KasaxcTaHcKas MegVULIMHCKas akafeMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 45ctp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

1 ~ COBOKYITHOCTh B3aUMOCBSI3aHHBIX 0OBEKTOB M CYOBEKTOB YIIPABICHUS, HCIIOIb3YEMBIX
NPUHIIAIIOB, METOO0B ¥ (DYHKIIUH YITPABICHHUS HA PA3IMYHBIX 3TAlaX XH3HEHHOTO [IHKJIa
IPOIYKIIMK U YPOBHSX YIPABICHUS KAY€CTBOM:

a) | MEexaHHM3M yIPaBJIECHUS KAYECTBOM IPOYKIIUH

b) | meromsl yripaBieHus

C) | IIaHUPOBaHME MPOLIECCA YIIPABICHHS

d) |’Ku3HEHEHBIN HUKII IPOIYKIIHN

€) | peryaupoBaHHUE IpoIEcca YIPABICHUS

2 ~ PazjienieHre BBIOIHACMBIX paOOT U IPYIITUPOBKH UCIIOJIB3YEMBIX PECYPCOB I10 DJIIEMEHTAM U
B3aMMOCBS35M U pa3pabOTKe Ha 3TOW OCHOBE MPOEKTOB IIAHOB OTHOCHTCS K ... METO/IaM
TUTAHUPOBAHMSI

a) | pacyeTHO-aHATUTUYECKUM

b) | cunTeTnueckum

C) | ToBapoBeIUECKHM

d) | OT4ETHO-CTATUCTHUCCKUM

€) | aKcIepruMeHTaILHBIMI

3 ~ [IpoexTrpOBaHNE HOPM, HOPMATHBOB M MOJIEJICH MOACKUCTEM YIIPABICHHUS MIPEANPUSITHEM Ha
OCHOBE IPOBEJICHUS M U3YYEHHUS 3aMEPOB M OTUETOB, YYE€Ta OIBITA MEHEKEPOB OTHOCUTCA K . ..
MCTOJOM INIAHUPOBAHHUA

a) | aKCIepUMEHTAILHBIM

b) | pacueTHO-aHaNMUTHYECKUM

C) | cUHTETHYECKUM

d) | roBapoBemueCKHM

€) | OTYETHO-CTATHCTHUECKUM

4 ~ Pa3paboTKa MPOEKTOB IJIAHOB Ha OCHOBE OTYETOB, CTATUCTUKH U WH(OPMAIIHH,
XapaKTePU3UPYIOLIEH pealbHOE COCTOSIHAE U M3MEHEHHE XapaKTEPUCTHUK MOACHCTEM
YIPaBJICHUs] OTHOCUTCS K ... METOJaM IJIAHUPOBAHHSI.

a) | OT4EeTHO-CTATUCTHUYECKUM

b) | sxcrepuMeHTaNbHBIMI

C) | pacueTHO-aHATUTHYCCKUM

d) | cuHTeTHYECKUM

€) | ToBapOBEIYECCKUM

5 ~ ®opMuUpOBaHKE CUCTEMBI TIAHOB U TIOKA3aTesel OICHKH UX BBIOJIHEHHS SBIISCTCS ... .
a) |3amaueil IUIAHUPOBAHUS
b) | yHkimeit miranupoBaHuUs
C) | OCHOBHO LEINBIO YIIPaBICHHS
d) | ynpaBieHHe Ka4eCTBOM
e) | pa3paboTKoil MPOTyKINU
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ONTUSTIK-QAZAQSTAN

MEDISINA

AKADEMIASY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

SOUTH KAZAKHSTAN
MEDICAL
ACADEMY

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 46¢Tp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

6 ~ ®opMbI MOTUBALINH:
a) | BHEIIHSS, BHYTPEHHSISI
b) | Bbicokas, HU3Kas
C) | ueneHarmpaBJeHHasl, TOBEICHUCHCKAs
d) |>dexruBHas, HEIDDEKTHBHAS
e) | mpemuanbHast, OOHyCHAas

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

7 ~ IIporecc onpeaeieHus U OLIeHKH HHGOPMAIMK 00 OTKJIOHCHHIX JICHCTBUTEILHBIX 3HAYCHUI

OT 3aJaHHBIX WM MX COBIAJICHHI U Pe3yJIbTaTaX aHaIu3a:
a) | KOHTPOJIb
b) | mporuos
C) | mporecc
d) | mman
e) | MoTuBarus

8 ~ [1o Ha3HAYEHUIO KOHTPOJIb MPOLECCOB YIPABICHUS KaU€CTBOM JIEJIUTCS Ha!
a) | BXOJHOM, IPOM3BOICTBCHHBIH, HHCIICKIIHOHHBIN
b) | onmeparroHHBII, IPHEMOYHBII
C) | BHyTpeHUil, BHEITHUI
d) | TexHUYECKHIA, U3MEPUTEIBHBIH, PErUCTPATIIUOHHBIH
€) | CIUTOMIHO#, BEIOOPOYHBIH,IEPUOTHUCCKHI

9 ~Tlo CTaAuAM TCXHOJOTHYCCKOTI'0 IMpouecCa KOHTPOJIb MPOUCCCOB YIIPABJICHUS Ka4€CTBOM

JICIUTCS Ha:
a) | omepalOHHBIN, TPUEMOYHBIN
b) | BX0mHOM, IPOU3BOACTBEHHBIH, HHCIIEKITHOHHBIH
C) | BHYTpCHHUIi, BHEIIHHI
d) | TexHUYECKHIA, U3MEPUTEIBHBIH, PErUCTPATIIUOHHBIH
€) | CIUIONIHOM, BRIOOPOYHBIH, TIEPUOIUICCKHI

10 ~ ITo mpuHaIEKHOCTH CYObEKTa KOHTPOJIS K MPEIPUATHIO KOHTPOJIb POLIECCOB
YIIPABJICHUS KA4€CTBOM JIEJIUTCS Ha:

a) | BHYTpCHUIA, BHEIIHHUI

b) | oneparroHHBI, MPHEMOYHBIH

C) | BXOAHO#, IPON3BOACTBEHHBIN, HHCIICKI[MOHHBIH

d) | TeXHUYECKHIA, ©3MEPUTEIBHBIH, PErUCTPATIIUOHHBIH

€) | crutomIHO#, BEIOOPOUHBIH, MEPUOIHIECKUN

3ausaTue Ne 13
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ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 47ctp.u3 55¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

1. Tema:CrannapT Hajuexanie npaktuku papmakonamzopa (GVP)

2.leab: [latboOyuarommcsl MOHATUS O CTaHAAPT Hajuiexalled NpakTUKU (papMakoHaa30pa
(GVP)

3.3apaum o0y4eHus:

-00yJaroNHiics TOJHKEH 3HaThO CTaHAapTe HaJIekKaled IpakTHKH (hapMaKoHa130pa,;
-oOyyaromuiicss JOJDKEH 3HaTh O LENsIX M 33jJadax O CTaHAapTe HaJulexanlell HpaKTHKH
(dapmakoHaa30pa;

4.0OCHOBHBIE BOIIPOCHI TEMBbI:

- YTo moHMMAIOTOCTaHAapTe HaUIekael npakTuku (papmakonamzopa (GVP)?

- Pacckaxkute o mensix u 3amadax CTaHAapTa Hajuexaei npaktuku gpapmakonanzopa (GVP)
- OcHOBHBIE TPeOOBaHM CTaHAApTa Ha UIekKalel mpakTuku Gapmakonanzopa (GVP)

5.Metoabl/TexHoornu odyuenus u npenogasanms: CBL, yueOHblIil keiic

6.MeToabI/TEXHOJIOTHH OLIEHUBAHMUA OI[CHKA IPOBOJUTCS B COOTBETCTBUU C KPHTCPUSIMU
orieHoK MeTozia «CBL,yueOnblit Kelicyka3aHHBIX B IPUIIOKEHUU crilIaldyca.

7.Jluteparypa:

OcHoBHast:

1. PykoBoxctBo «JlekapcTBeHHble cpenacTBa. Hamnexamas npaktuka guctpudbronun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBojactBa mo Hamrexameld mnpakTuke XpaHeHUs (apMaleBTUYSCKOW MPOYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bceemuphas OpraHu3aIus
3npaBooxpanenus. Llukn rexanueckux oryetoB BO3, Ne 908, 2013.

3. Illybenkona E.B. ToransHOe ynpaBneHnue kadectBoM: yueOHoe nocodue / E.B. llyGenkona.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumosa, T.A. Hcropus ynpaeineHus kadecTBOM: yueOHoe mocodbue / T.A. Canumosa,
H.III. Baronkuua. — M. : KHOPVYC, 2015. - 256 c.

5. AG6yrumze 3.C. YnpaieHHe KayecTBOM M PEMHXHHHUPHHI OpraHu3anuu: ydeO.nmocobue /
3.C. Abyrunze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHUTENBHAS:

1. Apsicranos, K. M. Uctopust papmanun: yueOHoe nocodue / XK. M.- Anmatsl :9Bepo, 2016.
- 184 c.

2. Apsicranos, K. M. Opranuzamus (apManeBTHUECKONW NEATENFHOCTH: yded. mocobue . -
Anmartsl :9Bepo, 2015. - 608 c.

3. Vmpasnenue u 3koHOMUKA (hapmaruu: yaeoHuk/moxa pea. M.A. Hapkesnya. — M.: TOOTAP-
Menua, 2017. — 928 c.

DIIEKTPOHHBIE PECYPCHI:
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 48ctp.u3 S5¢Tp.

0CHOBBI Hajiexarux npaktuk (GXP)»

N

o s

HB oo~

12.

13.

[Ipuka3 n.0. MunmCTpa 3apaBooxpanHeHust Pecyonuku Kazaxcran ot 4 deBpans 2021 roga
Ne KP ICM-15. «O6 yrBepxxaennu Haanexxamux GpapmManeBTHYeCKUX MPAKTHK:

YMK]] pa3mertiien Ha oOpa3oBarebHOM mopraie Ukma.kz

OnektpoHHass  OumOmuoreka  «KoHcynpranT — crymeHTay. Ccbulka  JUIsi  JIOCTYyIA!
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

Caiit 6nbnHoTeYHO-NH(DOPMAITMOHHOTO IIEHTpa akajeMuu lib.ukma.kz

Menunatexka FOKMA https://media.skma.edu.kz/

Hudposas O6ubmmoreka «Aknurpress» www.aknurpress.kz  mpoiiaure perucrparnuio u
ykaxwute npomokoa SDH-28

OKMA Penosutopuiii  http://lib.ukma.kz/repository/
Pecny0nukanbIKKOFapblOKyOpBIHIapblapaibIKIIEKTPOHIbIKKITanXaHa http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTBIKaKTiIepOasacer https://zan.kz/ru

. «[Taparpad Menumunay» aknaparteikkyiiecihttps://online.zakon.kz/Medicine/
. Konexc Pecnyonuku Kazaxcran ot 7 uronst 2020 romaNe 360-VI «O 3n0poBbe Hapona u

CHUCTEME 3JIpaBOOXpaHEHUs» (C M3MEHEHUsSMH W jAomnojHeHusmu). I'n. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Ipuxa3z Munuctpa 3npaBooxpanenust Pecryonmuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexadbps 2020 roga «O06 yTBepkKACHUM HOMEHKIIATYPBhI CIIEIUAIBHOCTEH U CHelHalnu3aluii B
o0jacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl W KBaTU(UKALHUOHHBIX XapaKTEPUCTHUK
JOJKHOCTEH paOOTHUKOB 3/IPAaBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\VV2000021856

[Ipuka3 Munucrtpa 3apaBooxpanenust Pecniyonuku Kazaxcran ot 17 centsops 2020 roga Ne
KP JICM-104/2020

06 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHOMN peanu3aluy JIEKapCTBEHHBIX

CPEJCTB U MEIULIMHCKUX U3JETHI.

https://adilet.zan.kz/rus/docs/\VV2000021229#z129

8.KoHTpoas (Bonmpochl):
Bomnpocsr:

1. Yro moHMMarOTOCTaHAApTE HAISKAIICH npakTuku papmakoHamzopa (GVP)?

2. Pacckaxure o LeNAX U 3a7jayax CTaHIapTa HaJuIexale mpakTuku hapmMakoHa130pa
(GVP)
3. OcHoBHbIE TpeOOBaHMS CTaHIapTa HAuIeXkKalel mpakTuku hapmakonaazopa (GVP)
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ONTUSTIK-QAZAQSTAN ok SOUTH KAZAKHSTAN
MEDISINA [SKMA|  MEDICAL
AKADEMIASY als, ACADEMY
«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»
Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 49ctp.u3 55¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

3ansatue Ne 14
1. Tema:Aynut kadecTBa B hapMaiiuu, oO1ue mMOHITHS.
2.lenn: JlaTh 00y4aromumMcst MOHSTHS O ayJJUTEe KavecTBa B (papmanuu.

3.3ama4yu o0yueHus:

-o0y4aronuiics JOJDKEH 3HaTh 00ayauTe KauecTBa B (hapMaluu,

- 00yuaromuiics JOMHKEeH 3HaTh TOJDKEH 3HATh O IeNIsX U 3a/layax ayauTa KadecTBa B (papmaium,
- 00y4aromUiCs TOJKEH 3HATh JOJIKEH 3HAaTh 00 00BEKTax M BUIAX ayAHTa.

4.0CHOBHBbIE BOIIPOCHI TEMBbI:

- Yro moHUMAIOT MOJ] ayAUTOM KadecTBa B (hapmaruu?;

- PacckaxwuTe o 1ensix u 3a/1a4ax ayauTa KadecTa B (hapmariu;
-Kakue o0bexThI aynura kauectBa B papmaruu Bel 3Haete?

- Ilepeuncnure BUIBI ayIuTa KadecTBa B (hapmarum.

5.MeToabl/TeXHOJIOTHH 00yUeHHS U NIPeNoJaBaHMs . CEMUHAP

6.MeToabI/TEXHOJIOTHH OLIEHUBAHMSA OI[CHKA IMPOBOJUTCS B COOTBETCTBUU C KPHUTEPUSIMU
OILIEHOK METO/Ia «CEMHHAP), YKa3aHHBIX B MPUIIOKECHUH CHLTa0yca.

7.Jluteparypa:

OcHoBHast:

1. PykoBoxctBo «JlekapcTBeHHble cpenacTBa. Hamnexamas npaktuka guctpudbronun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBojactBa mo Hamrexameld mnpakTuke XpaHeHUs (apMaleBTUYSCKOW MPOTYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bceemuphas OpraHu3aIus
3npaBooxpanenus. Lukn rexanueckux oryetoB BO3, Ne 908, 2013.

3. Illybenkona E.B. ToransHOe ynpaBneHnue kadectBoM: yueOHoe nocobue / E.B. llyGenkona.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumosa, T.A. Hcropus ynpasineHus kadecTBoM: yueOHoe mocodbue / T.A. Canumosa,
H.III. Baronkuua. — M. : KHOPVYC, 2015. - 256 c.

5. AG6yrumze 3.C. YnpaieHHe KayecTBOM M PEMHXHHHUPHHI OpraHu3aiuu: ydeO.nmocobue /
3.C. Abyrunze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononmHUTENBHAS:

1. Apsicranos, K. M. Uctopust papmanuu: ydeOnoe nocodue / XK. M.- Anmatsl :9Bepo, 2016.
- 184 c.

2. Apsicranos, XK. M. Opranuzamus (apManeBTHUECKONW NEATENFHOCTH: yded. mocobue . -
Anmartsl :9Bepo, 2015. - 608 c.

3. Vmpasnenue u 3koHOMUKA (hapmaruu: yaeoHuk/moxa pea. M.A. Hapkesnya. — M.: TOOTAP-
Menua, 2017. — 928 c.
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«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

ONTUSTIK-QAZAGSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY

AO «OxHo-KasaxcTaHcKas MeAVLMHCKAS aKaneMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 50ctp.n3 S5¢tp.

0CHOBBI Hajiexarux npaktuk (GXP)»

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

o

10.
11.

12.

13.

[Ipuka3 u.o. Munucrtpa 3apaBooxpanenus Pecryonuku Kasaxcran ot 4 despans 2021 rona
Ne KP JICM-15. «O6 yrBepxkaenun Hamnexamumx hapManeBTHUECKUX MPAKTHKY:

YMK/I pa3metiien Ha oOpa3zoBarebHOM mopraine ukma.kz

OnektpoHHass  O6ubmuoreka  «KoncynbranT — crygeHTa». Ccebulka Ui JOCTYyHa:
http://www.studmedlib.ru, JIOTMH ibragim123, ITAPOJIb Libukmal23

Caiit OubMoTeYHO-UH(OPMAIIMOHHOTO IIeHTpa akagemuu lib.ukma.kz

Memunareka FOKMA https://media.skma.edu.kz/

[udposas Oubmmoreka «Aknurpress» www.aknurpress.kz MPOUJINTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

OKMA Penosuropuiti  http://lib.ukma.kz/repository/
PecryOnmkanbIKkOFapbIOKYOPBIHIAPBIapATTBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOpPMATHUBTIK-KYKBIKThIKaKTiIepOa3ace! https://zan.kz/ru

«[Taparpad Menuuuna» aknapatteikyiecihttps://online.zakon.kz/Medicine/

Kogexc Pecnybnuku Kazaxcran ot 7 utons 2020 romaNe 360-VI «O 3mopoBbe Hapoaa u
CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHHUAMM U jponojgHeHusmu). I'm. 2, cr. 10; rim. 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Tpuxa3z Munucrtpa 3apaBooxpanenus Pecnyonuku Kazaxcran Ne KP JICM-305/2020 ot 21
nexadbps 2020 roga «O06 yTBepkKACHUM HOMEHKIIATYPbI CIIEIUAIBHOCTEHN U CHelHalnu3aluii B
obnacTu  31paBOOXpPAaHEHUS, HOMEHKIATYphl W KBATU(UKANMUOHHBIX XapaKTCPUCTHUK
JOJKHOCTEN paOOTHUKOB 3/IPAaBOOXPAHEHUS.

https://adilet.zan.kz/rus/docs/\V2000021856

[Tpuka3 Munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsopst 2020 roga Ne
KP ICM-104/2020

006 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHON peann3aluu JIEKapCTBEHHBIX

CPEJICTB U MEIUIIMHCKUX U3JICITHI.

https://adilet.zan.kz/rus/docs/\VV20000212294#z129

8.KoHTpo.1b (BONPOCHI, TECTHI):

Bomnpocsr:

1.YTo moHMMAIOT MO/ ayAMTOM KadecTBa B (papmanun?;

2.PacckaxkuTe 0 LeNSIX M 337jauax ayuTa KauyecTBa B (papMaluu;

3.Kakue o0beKTHI aynuTa KauecTBa B (hapmaruu Bl 3Haere?

4.IlepeuncnuTe BUABI ayJUTa KauecTBa B (hapMaliii.

Tecrbl:

l.CucremaTnyuecKkuii 1 HE3aBUCUMBIM aHAJIA3, TO3BOJIAIONIUNNA OMPEAETUT COOTBETCTBUE
JeSITeIbHOCTH U PE3yJbTaTOB B 00JIACTH KayecTBa 3aIUIAHUPOBAHHBIM MEPOIPUATHUSM, ITO:

a) CranmapTu3aius
b) Aynur kadecTBa
¢) Ceprudukarus

d) HopmokonTpois
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ONTUSTIK-QAZAQSTAN ok SOUTH KAZAKHSTAN
MEDISINA [SKMA|  MEDICAL
AKADEMIASY als, ACADEMY
«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»
Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe Slerp.us S5crp.
OCHOBBI HajIeKanux npaktuk (GXP)»

e) Hamzop
2.JI71s1 OLIEHUBAHUS COOTBETCTBHSI CHCTEMBI B IICJIOM UM OT/CIIBHBIX €€ JICMEHTOB
YCTaHOBJICHHBIM TPEOOBAHUAM, MIPEAHA3HAUCH

a) AYIUT CHCTEM yNpaBJIeHHSs

b) Aynaut xkadecTBa MPOAYKIKUH

C) AyaWt KadecTBa MPOIECCOB

d) BuyrpenHuii ayaur

e) Buemnwuit ayaut
3.J171st onipeiesiCHUsI COOTBETCTBHS (DaKTHUSCKUX XapaKTEPUCTHK MOKa3aTeieii KadyecTBa
IPOIYKIIMH 3aJaHHOMY, TIpeTHa3HAYECH

a) AyIUT CHCTEM YIpaBICHHUS

b) AyauT kadecTBa NpPOAYKIMH

C) AymuT KayecTBa MPOIECCOB

d) BuyrpenHnwuii ayaur

e) Buerunuit ayaut
4.J1n1s1 OllEHUBAHMsL COOTBETCTBHSI IIPOIIECCa IIPOU3BOICTBA MTPOAYKIIMU YCTaHOBIEHHBIM
TpeOOBaHUAM, MTPEAHA3HAYCH

a) AyIUT CHCTEM YIIPaBICHHUS

b) Aynurt kadecTBa MpOIYKIIUH

C) AYIUT Ka4ecTBa IPOIECCOB

d) BuyrpenHuwuii ayaur

e) Buerunuii ayaut
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ONTUSTIK-QAZAQSTAN ok SOUTH KAZAKHSTAN
MEDISINA [SKMA|  MEDICAL
AKADEMIASY als, ACADEMY
«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»
Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 52ctp.u3 55¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

3ausaTue Ne 15

1. Tema:OtpacneBble cuUCTeMbl CTaHIapToB. Komruiekc Hamiexamux QapManeBTHYeCKHX
MPaKTHUK.

2.lean: arpoOyuarommmcsi MOHATHS 00 OTpPACiIEBBIX CHUCTEMax CTaHAAPTOB U KOMILIEKCE
HaJUIeXKamuX (apMarieBTHIECKUX MPAKTHK.

3.3agauu o0y4enmus:

- oOydJaronIuicss NOKEH 3HATh O MOHSITHH OTPACIEBBIX CHCTEMaxX CTAHIAPTOB U KOMIUIEKCE
HaJuIeKauX GhapMaleBTUYECKUX MTPAKTHUK,

- oOydaromuiicss JMOJKeH 3HATh, YTO IMOHUMAIOT IO KOMIUIEKCOM IJIOOQIILHOTO YIIPaBICHUS
Ka4yeCTBOM;

- oOyyaromiuiicss JO/DKeH 3HaTh KOHIICTIIIMIO MOJCIMPOBAHUS JCIOBBIX IPOLIECCOB U
KOPIIOPATUBHYIO CUCTEMY YIPABJICHHUS.

4.0OCHOBHBIE BOIIPOCHI TEMBbI:

-CtanziapTsl, Kak HOpMaTUBHas 0a3a MEHEKMEHTA KauecTBa. [lepeuncinure cTan1apThl
(bapMalieBTUYECKOTO YIIPABICHHUS.

-Urto Takoe KOMIUIEKC Hajexaiux papmaneruiyeckux npaktuk (CCP —
ComplexofGoodPractices) ?

-UT0 MOHMMAIOT MO KOMIUIEKCOM I100aibHOT0 ynpasieHus kauectsoM (TQM)?
-Konnenmus MoaenupoBanus 1ei10BbIX mporeccoB (cepust metonuku IDEF).
-KopnoparusHas (uHTerpupoBanHas) cucrema ynpasienus (CSM —
CorporativeSystemofManagement).

5.MeToabl/TeXHOJIOTHH 00YUeHHS U NIPeNoJaBaHMs . CEMUHAP

6.METOI[I)I/TCXHOIIOFI/IH OIICHUBAHUA .OLICHKA IIPOBOJUTCA B COOTBCTCTBHHU C KPHUTCPHUAMU
OLICHOK METOZa «CEMHUHAP», YKA3aAHHBIX B IIPUIIOKCHHUN CI/IJ'IJ'I8.6yca

7.Jluteparypa:

OcHoBHas:

1. PykoBoxctBo «JlekapcTBeHHble cpeacTBa. Haanexaras npaktuka guctpuObstonun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoxctBa mno Haanexamell mnpakTHke XpaHeHHMs (apMaleBTUYECKONH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnast OpraHu3aIus
3npaBooxpaHeHus. Llukn rexanueckux ordetoB BO3, Ne 908, 2013.

3. lllybenkora E.B. ToransHOe ympaBieHnue kadectBoM: yueOHoe nocodue / E.B. lllyGenkoBa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Vcropus ynpaBineHus kauectBoM: ydyeOHoe mocobue / T.A. Canumoa,
H.III. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.
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ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN

MEDISINA [SKMA| MEDICAL
AKADEMIASY als, ACADEMY
«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK AO «HOxHo-KasaxcTaHcKas MeEOVUVHCKAS aKageMunsa»
Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe 53ctp.u3 S5¢Tp.

0CHOBBI Hajiexarux npaktuk (GXP)»

5. A6yrumze 3.C. YmpaBiieHHEe KaueCTBOM M PEUHXUHUPHUHI OpraHu3amuu: y4ded.mocoodue /
3.C. Abyrunze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlonoHUTEIbHAS

1. Apsicranos, XK. M. Ucropus ¢apmarnun: yuedHoe nocodue / XK. M.- Anmatsl :9Bepo, 2016.
- 184 c.

2. Apsicranos, XK. M. Opranuzanus (apManeBTHUECKONW AEATENBHOCTH: yded. mocobue . -
Aunmartsl :9Bepo, 2015. - 608 c.

3. Vmpasnenue u 3xoHOMUKa papmaruu: yueonuk/moxa pea. M.A. Hapkesuya. — M.: TDOTAP-

Memna, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

o gk

REB oo~

12.

13.

[Tpuka3 n.0. Munuctpa 3apaBooxpanenust Pecyonuku Kazaxcran ot 4 ¢espans 2021 rona
Ne KP ICM-15. «O6 yrBepxxaennu Hamnexxamux GpapManeBTHIeCKUX MPAKTHK:

YMK/I pa3melien Ha oOpa3zoBareabHOM mopraie ukma.kz

OnextpoHHas  Oubmuoreka  «KoncynbranT — crygeHTa». Ccebulka Uil JOCTyHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, [TAPOJIb Libukmal23

Caiit 6ubHoTeYHO-NH(DOPMAITMOHHOTO IIeHTpa akajeMuu lib.ukma.kz

Menunateka FOKMA https://media.skma.edu.kz/

Hudposas O6ubmmoreka «Aknurpress» www.aknurpress.kz MPOUJINTE PETUCTPAIUI0 U
ykaxwute npomokoa SDH-28

OKMA Pemnosuropuiti  http://lib.ukma.kz/repository/
PecryOnmkanbIKKOFapbIOKYOPBIHIAPBIaPATTBIKAIICKTPOHIBIKKITaTXana http://rmebrk.kz/
«3aH» HOPMATHUBTIK-KYKBIKThIKaKTiIepOa3ace! https://zan.kz/ru

. «[Taparpad Menununay» aknaparteikkyiecihttps://online.zakon.kz/Medicine/
. Kogexc Pecnyonuku Kazaxcran ot 7 utons 2020 romaNe 360-VI «O 3mopoBbe Hapoaa u

CHUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHUsMH W jAomnojHeHusimu). ['n. 2, cr. 10; r. 5,
naparpad 3; ri. 27,28;

https://online.zakon.kz/document/?doc_id=34464437

[Tpuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran Ne KP JICM-305/2020 ot 21
nexabps 2020 rona «O06 yTBEpKIE€HUH HOMEHKJIATYPHI CIEITUATBFHOCTEH U CIIeIUaIu3aliii B
001acTH  3/paBOOXPAHEHMsS,, HOMEHKJIATypbl U KBIM(UKAMOHHBIX XapaKTEPUCTHK
JOJKHOCTEN paOOTHUKOB 3/IpaBOOXPAaHEHUS.

https://adilet.zan.kz/rus/docs/\VV2000021856

[Ipuka3 Munucrtpa 3apaBooxpanenust Pecniyonuku Kazaxcran ot 17 centsaops 2020 roga Ne
KP JICM-104/2020

06 yrBepxxaeHuu [IpaBuia onToBON U pO3ZHUYHOMN peann3aluy JIEKapCTBEHHBIX

CPEICTB U MEIULINHCKHUX U3EIINN.

https://adilet.zan.kz/rus/docs/\VV2000021229#7129

8.KoHTpoJIb (BONPOCHKI, TECTHI):
Bomnpocsr:

1.

B gem cymHocTs 1 conepxanue Hapnexameit mabopatopnoit npaktuxu (GLP)?
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ONTUSTIK-QAZAQSTAN

MEDISINA

AKADEMIASY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

SOUTH KAZAKHSTAN
MEDICAL

ACADEMY
AO «lOxHo-KasaxcTaHcKas MegVULIMHCKas akafeMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

MeTonuueckue yka3aHusl sl IPAaKTUYECKUX 3aHATHH M0 AUCUUILTMHe«OpraHn3aluoHHbIe S4ctp.u3 S5¢Tp.
OCHOBBI HajIeKanux npaktuk (GXP)»

B uem cymHocTh 1 copepxanne Hamnexamein knmuHnyeckoi npaktuku (GCP)?

B uem cymnocts u coaepxxanue Hapnexaien npousBoactBenHoi npaktuku (GMP)?

B uem cymHocTh 1 conepxanue Hapnexamei npaktuku xpanenus (GSP)?

B uem cymnoCcTh M conepxanue Hamiexaniei npaktuku auctpudynuu (GDP)?

. B yewm cymuocTs u conepkanue Hamnexanieit anteunoit nmpaktuka (GPP)?

TecThl:

1.B mpouecce pazpaboTKU HOBOIO JIEKQPCTBEHHOTO CPEICTBA BBHIMOJHSIIOT HCCIEAOBAaHUS Ha

JKUBOTHBIX M 4YeJIOBEKe. PyKOBOJCTBA KakKMX MPAKTHUK YCTAHABIMBAIOT TpPEOOBAHHS K

MIPOBEJICHUIO 3TUX HUCCICTIOBAHUIN?

a) Hamnexameit nadopatoproi npaktuke (GLP) u Hapexamei KITHHHYECKOW MPAKTUKE
(GCP)

b) Hanmnexamieii npousBoacTBeHHOM npakTuke (GMP)

€) Hamnexamieit npaktuke quctpudymuu (GDP)

d) Hamnexameii npaktike xpanenus (GSP)

e) Hamnexamieit anreunoii npaktuke (GPP)

SRR

2.B ob6nactu npou3BOACTBA U paclpeaencHus (peann3alys )CTaHAapThl KauecTBa
YCTaHABJIMBAIOTCS] PyKOBOACTBAMH T10:

a) Hamnexamieit npousBoacTBenHoi npaktrke (GMP) u Haasexamen mpakTuke

muctpubyuuu (GDP)

b) Hanmnexamieii npaktuke xpanenus (GSP)

€) Hamnexamieit mabopatoproii npaktuke (GLP)

d) Hamnexameit knmuanueckoit npaktuke (GCP)

e) Hamnexamieit anreunoii npaktuke (GPP)

3.HazoBute PykoBoscTBO, conepxaiiiee TpeOOBaHUS K TOMEIICHUSM H3TOTOBUTEIS U
MOCTaBIIMKA (AUCTPUOBIOTOPA), TJI€ XPAHATCS ChIPbE U JIEKAPCTBEHHOE CPEICTBO

a) Hamnexamieit npaktike xpanenust (GSP)

b) Hanmnexamieii nabopatopuoii npaktuke (GLP)

€) Hamnexamieit npousBoacTeentoi npaktuke (GMP)

d) Hamnexameit npaktuke quctpudymmu (GDP)

e) Hamnexamieit kmuandeckoit npaktuke (GCP)

f) Hamnexaineit anteunoii npaktuke (GPP)

4. VKaXUTe KaKue u3 HaaJIC)KaluX NPaKTUK ITPUHATEI B Kazaxcrane u umeror CTaTycC
«3aKOHOOATCJIBbHOI'O aKTa»

a) GMP

b) GCP

c) GLP

d) GPP

e) GSP
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ONTUSTIK-QAZAQSTAN

MEDISINA

AKADEMIASY

«OHTycTiK KazakcTaH MeauuuHa akanemuscol» AK

SOUTH KAZAKHSTAN
MEDICAL

ACADEMY
AO «lOxHo-KasaxcTaHcKas MegVULIMHCKas akafeMus»

Kagenpa opranuzanuu u ynpasieHus: papMaleBTHIECKOTo Jieia Bb044-40/11

Metoandeckue yka3aHus AJS NPAKTHUECKUX 3aHATHH MO AucHUINTNHe«OpraHu3alliOHHBIE
0CHOBBI Hajiexarux npaktuk (GXP)»

55cTp.u3 55¢Tp.

5.VkaxuTte kakue u3 HaUIC)KaIIUX IMPaKTUK IIPUHATHI BKazaxcraHne u nMeroT CcTaryc

«BAaKOHOIATCIBbHOT'O aKTa»
a) GDP
b) GCP
) GLP
d) GPP
e) GEP

5.~ COBOKYHHOCI/ITL OpraHru3aliliOHHbIX MepOHpHHTHﬁ, IMIPHUHATBIC C LCJIbIO 'AapaHTUPOBAHUA
COOTBCTCTBUA Ka4YC€CTBA IIpCriapara Tpe6OBaHI/I$IM HOpMaTHBHOﬁ JOKYMCHTAIUU:

a) | obecreyeHune KayecTra
b) | cucrema xauectsa

C) | MeTozbl KauecTBa

d) | mporecc ynpasicHue
e) | cranmapTuzanms

6. ~ KoMmIuiekcHasi cuctema BKIIFOUAKOIIasi Ha MPEINPUATUN TaKUE SJIEMEHTBhI, KakK
OpraHU3aIMOHHAS CTPYKTYPA, MPOIEAYPHI, IPOLIECCHI, PECYPCHL,KOHTPOJIbL HEOOXOIUMBIE ISt

obecrieyeHust KauecTBa MPOYKIIHH:
a) | cucrema KauecTBa
b) | obecrieuenune kauecTBa
C) | MeTozbI KauecTBa
d) | mporecc ynpasicHue
€) | cTaHmapTHU3aIHs
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