ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTyCTiK KasakcTaH MeavumHa akaaemuscbl» AK AO «lOmHo-KazaxcTaHCKass MeAMLIMHCKAs aKaAeMUsT»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

JEKIIMOHHBIN KOMILJIEKC
Jducuuniuna: «Opranu3aioHHbIe OCHOBBI Hauiexanmx npaktuk (GXP)»
Koa nucumnimmnabr: OONP 5203
Ha3panue u mm¢pOIl: 6B10106«Dapmartms»
Oo0bem yueoHbIx yacoB/kpeauton: 150 (5)
Kypc u cemectp n3yuenusi: 5/10

O0bém aexuuii: 10

I eimkenT,2024-2025
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ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTyCcTiK KasakcTaH MenuuvHa akapemuscol» AK AO «lOxHo-KasaxcTaHckas MEAVLMHCKAS aKaaeMus»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
JlexiroHHbIH KoMITIeKe « OpraHi3alOHHBIE OCHOBBI Ha iexkamux npaktik (GXP)» 34 cp.u3 34 crp.

JIeK1IMOHHBIN KOMILIEKC pa3paboTaH B COOTBETCTBUU C pabouelt yaeOHOI mporpamMmoii
JUCHUATUTHHBI (critabycom) «OpraHu3aiMOHHBIC OCHOBBI Hauekamux npaktuk(GXP)» u

o0CyXJIeH Ha 3acelaHuu Kadeapeol.

Mporokoa Ne 75_ ot « 24 » L€ _2074h.

3as. kad., a.papm.u., npodeccop '5>;’=;f?%/)‘7:

Ilepraesa K./,




ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTYCTiK KasakcTaH MeanumMHa akagemuschbl» AK AO «lOxHo-KasaxcTaHcKas MeAVLVHCKAS akagemus»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.
Jlexnus Nel

1.Tema: Opranmu3zanuoHabic ocHOBbI Hamiexamux npaktuk PK (GxP)

2.Ilenb: nate 00y4YarONMMCs OCHOBHBIC MOHATHS 00 ocHOBax Haiexamux papmaneBTHIecKuX
npaktuk (GXP) u ux ponu B obecneueHnn kauectsa Ha JIC.

3.Te3ucel JeKUnu:

Cobmtonenue npaswin Haanexxamux ¢dapManeBTUYECKUX IMPAKTUK SIBISETCS TapaHTHEH
obecrieuenns Hacenenus PK kadecTBeHHOH, Oe3omacHOW M 3¢ (GEeKTHBHON (hapMalleBTUIECKON
ITOMOUIBIO.

B @espane 2021 roma B Pecnybmukxe Kaszaxctan npuHAT mnpuka3 u.0. MuHHCTpa
3npaBooxpanenus Pecnyonuku Kaszaxcran ot 4 despans 2021 roma Ne KP ICM-15., cornacHo
KOTOPOMY YTBEPKJICHBL:

- Haju1exkaias Jaboparopnas npaktuka (GLP);

- HaJuIexalas kinHudeckas npakruka (GCP);

- Ha/IJIeKalas Npou3BoJIcTBeHHas npaktuka (GMP);
- Ha/IIIeKaas AuctTpudbroTopekas npaktuka (GDP);
- HaJuIexalas anrevnas rnpaktuka (GPP);

- Ha/IIexalas npaktuka papmakonaazopa (GVP)

VrBepxkaennas B PecnyOnuke Kazaxcran Hajuexamas npou3BOJICTBEHHAs NPAKTHKA
(GMP), B otmmmunu ot GMP EC, He pacmpocTpaHseTcss Ha NpPOU3BOACTBO JIEKAPCTBEHHBIX
CPEICTB /JIsl )KMBOTHBIX (BeTepuHapHbIx JIC).

CornacHo mpuka3za MUHHCTpa 3paBOOXpAaHEHHs U COLMAIBbHOIO pa3BuTHs PecryOnuku
Kazaxcran «O BHeceHMM W3MEHEHMU M JONOJHEHUH B mpuka3 MUHHCTpa 31paBOOXpaHEHUS
Pecnybnuku Kaszaxctan ot 19 Hos6ps 2009 rona Ne 743 «O6 yrBepxkaenun IlpaBun oueHku
YCIIOBUU NMPOU3BOJICTBA U CUCTEMBI OOECTIEUEHUS KauecTBa MPHU rocyJapCTBEHHOMN perucTpanuu
JIEKapCTBEHHBIX CPEACTB, M3ACIUS MEIUIMHCKOTO HA3HAYEHHUS U MEIULMHCKON TEXHUKH»Y,
LEJbI0 OLEHKU MPOM3BOJACTBA IPU TOCYJApPCTBEHHOM PErucTpaliy JEKapCTBEHHBIX CPEICTB,
W3JIeNUA MEIUIMHCKOIO HAa3HAYE€HUS M MEOUIMHCKOM TEXHUKU SBJISETCS IMOATBEP)KIECHUE
COOTBETCTBUSl  MPOU3BOJICTBA, IPOM3BOJCTBEHHOIO YydacTka (IJIOIIAAKH) TpeOOBaHUSAM
Cranpapra Hajuiexanieil mpou3BoacTBeHHON npakThku (GMP), yTBep:kI€HHOrO MpPUKa30M H.O.
Munuctpa 3apaBooxpanenusi Pecriyonuku Kazaxcran ot 4 despans 2021 romga Ne KP JICM-15
«O0 yTBEp)KICHMM HaJuIekKaluX (GapMaleBTUYECKUX IPaKTUK» U TPeOOBaHUSAM CHUCTEMbI
MEHEP)KMEHTa KadecTBa NIpU MPOU3BOJACTBE M3ACNUN MEIULMHCKOTO Ha3HA4YeHUs U
MemuiHckon TexHuku (ISO 13485).

CormacHo mpuka3za MUHHUCTpa 3ApaBOOXPAHECHUS] U COIMAIBHOTO pa3BUTHsA PecmyOmmku
Kazaxcran «O BHeceHMM W3MEHEHUI M JIONOJHEHWM B Npuka3 MHUHHCTpa 31paBOOXpaHEHUS
PecnyOnuku Kazaxcran ot 19 HosOpsa 2009 roma Ne 743 «OO6 yrBepkaenuu [IpaBui orneHku
YCIIOBUI MPOU3BOJICTBA M CHCTEMBI 00ECIIEUEeHHUsI KauecTBa MPHU TOCYIapCTBEHHON perucTpaiuu
JICKapCTBEHHBIX CPEACTB, M3AENUS METUIIMHCKOTO HA3HAUYEHUS U METUIMHCKOM TEXHUKU»,

3



https://www.enbek.gov.kz/ru/node/342870
https://www.enbek.gov.kz/ru/node/342870
https://www.enbek.gov.kz/ru/node/342870
https://www.enbek.gov.kz/ru/node/342870
https://www.enbek.gov.kz/ru/node/342870
https://www.enbek.gov.kz/ru/node/342870
https://www.enbek.gov.kz/ru/node/342870
https://www.enbek.gov.kz/ru/node/342870

ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN

MEDISINA |SKMA| MEDICAL
AKADEMIASY | [, | ACADEMY
«OHTycTik KasakcTaH meavumHa akanemusics» AK N\ Y/ AO «HOxHo-KasaxcTaHCcKass MEAULIMHCKAS aKanemws»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

LENbI0 OLEHKU MPOM3BOJACTBA MPU TOCYJAPCTBEHHON PpErucTpalii JEKapCTBEHHBIX CPEICTB,
U3JIeIMA MEJIULIMHCKOIO HAa3HAUY€HUsS M MEIUIMHCKOW TEXHUKU SIBISETCS IOATBEPXKICHUE
COOTBETCTBUSl  [IPOU3BOJICTBA, IPOU3BOJCTBEHHOr0 YydyacTka (IUIOMIAJIKK) TpeOOBaHUAM
Cranpapra Hajuiexalieid npous3BoAcTBeHHOM mnpaktuku (GMP), yTBepakAE€HHOTrO IpPHUKa30M
npuka3 u.0. Munuctpa 3npaBooxpanenus Pecny6nuku Kazaxcran ot 4 depans 2021 roma Ne
KP ACM-15 «O6 yTBep)KACHUU HauIexamux (apMaleBTHUECKUX MPAKTUK» U TPeOOBAHHIM
CUCTEMbl MEHE)KMEHTa KauecTBa IMPH MPOU3BOJCTBE U3JEIUA MEIUIUHCKOTO Ha3HAYEHHUS U
MenuuHckou Texauku (ISO 13485).

COOTBETCTBEHHO, MPOM3BOJCTBO H3CIUNA MEAMIMHCKOTO HA3HAYCHHS] U METUIMHCKOM
TexHuKu B PecmyOnmuke KazaxcraH IOKHO OCYIIECTBISITBCS COMIacHO TpeboBanmsiM [SO
13485. Yto kacaercst mpou3BOJACTBAa KocMeTosornueckoil npoaykuuu B PK, To perymnstopHbie
TpeOOBaHUS OTHOCUTEIBHO TaKOro IPOU3BOJCTBA OTCYTCTBYIOT. (COOTBETCTBEHHO, TaKOe
MPOU3BOJCTBO JOJDKHO — OCYHIECTBISIThCsl cormacHo ISO  22716-2007 «Cosmetics —
GoodManufacturingPractices (GMP) —  GuidelinesonGoodManufacturingPractices». A
MOCKOJIbKY 3TO 3aKOHOJIATENbHO HE 3aKpeIuieHo, To cepTudukanus mnpousBoactsa mo ISO
22716-2007 sBrisieTcst JOOPOBOJILHON M HA YCMOTPEHUE TIPOU3BOIUTEIIS.

Korna Bcrynaer B aeiictBue obs3atensHoe codnonenue Tpedopanuii GXP B PK?

Cornacuo cr. 2 3akona Pecny6nuku Kaszaxcran ot 6 ampens 2015 roma Ne 299-V «O
BHECEHUH W3MEHEHMH M [OMOJHEHUH B HEKOTOpbIE 3aKOHOAATENbHBbIC aKThl PecmyOmuku
Kazaxcran mo BompocaMm 3ApaBOOXpaHEHHS», HOpMa 00 005S3aTENbHOCTH COOMIOIACHUS
TpeboBanuit Hamnexamux dapmaneBtudeckux npaktuk (GXP) Berynuna B cuity ¢ 1 sinBaps
2018 roma.JdTa HopMa pacnpocTpaHsieTcsi Ha Bce CyObeKTHI B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJCTB, M3JACIUNA MEAMIIMHCKOTO HAa3HAYEHUS M MEIULMHCKON TEXHUKHU Npu
IPOM3BOJICTBE, ONTOBOM M PO3HUYHOM peanu3alvy JIEKapCTBEHHBIX CpeicTB B PecnyOinke
Kazaxcran.

Kto npoBonut ceprudukanuto no GXP B PK?

B cootBerctBum co cratheit 22-1 Konekca Pecriyonukun Kazaxcran «O 370poBbe Hapoaa u
cUCTeME  3/IpaBOOXpaHEHUs»,  (papMmaneBTHUYECKHE  MHCHEKIUMHM  Ha  COOTBETCTBUE
TpeboBanusM Hannexamux gapManeBTHYeCKUX MPaKTUK OCYHIECTBIISAIOTCS (papMalleBTUYECKUM
uHcnekropatoM. CornacHo m. 21-2) cr. 1 Koxekca, dapmareBTHUECKHI HHCIEKTOPAT - 3TO
CTPYKTypHOE  TOJpa3jieieHue  yrnonHomMoueHHoro  opraHa.CormacHo  IloctaHoBieHus
[TpaButenscTBa PecnyOmmku Kazaxcran ot 23 centsiOps 2014 roga Ne 1005 «O HekoTOpBIX
BoIpocax MUHHUCTEPCTBA 3/IpaBOOXPaHEHUs U collMaIbHOro pa3Butus Pecnyonuku Kazaxcrany,
YIOJHOMOYEHHBIM OPraHoOM OIIpeneleHO0 MUHHCTEPCTBO 31paBOOXPAHEHUS M COLUAIBHOIO
pasButus  PecnyOonuku  Kaszaxcraw. CornacHo . 52) 1. 14 Tlonoxxenus
rOCyJapCTBEHHOTO yupexaeHuss «KoMUTeT KOHTpOIs METUIMHCKON U (dapManeBTHYECKON
JeSTeNIbHOCTH  MUHUCTEpCTBA 3ApPaBOOXPAHEHUS U COLMANbHOrO pasBuTus PecrnyOnuku
Kazaxcran», yrBepkaenHoro [Ipukasom MuHucTpa 34paBoOXpaHEHNs U COLMAIIBHOTO Pa3BUTHUS
Pecny0nuku Kazaxcran ot 2 asrycra 2016 roma Ne 684, ocymectsienue dapmarieBTHUECKON
MHCTIEKIIMM BXOAMUT B KOMIETeHIMI0 KoMuTeTa KOHTPOIS MEIUIIMHCKON U (papMaleBTHYecKoi
JeSTeIbHOCTH  MUHUCTEPCTBA 3APAaBOOXPAHEHUS M COLMANbHOrO pas3BuTHs PecnyOmmku
Kazaxcran.

COOTBETCTBEHHO, [ TOTY4YEeHHsI cepTH(UKaTa, HEOOXO0AUMO MPOUTH (apMaleBTUYECKYIO
uHcnekuuto KomuTera KOHTpOJs MEOUIMHCKONM U (hapMaleBTHUECKOM IeATelIbHOCTH
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ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTYCTiK KasakcTaH MeanumMHa akagemuschbl» AK AO «lOxHo-KasaxcTaHcKas MeAVLVHCKAS akagemus»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

MunncrepctBa 3apaBooxpaHenus PecnyOnmkm Kazaxcran, mno pe3yinpTaTaM  KOTOPOH
Bbl1aeTcs cepruurar coorsercreus GXP.

CranpmapTel, pyKOBOJACTBAa W npHKa3bl MuHucTepcTBa 3apaBooxpaHeHus Ka3zaxcrana
PEryJINpyIOT BCE CTaAMM XKu3HeHHoro uukia JIC, a uMeHHo:

-lT'ocynapcTBeHHass mnporpamMma pa3BUTHsS 3apaBooxpaHeHusi PecrnyOnuku Kazaxcran,
yrBepxkaeHHas Ykazom llpesugenta PK ot 29 wnosiOps 2015 roma «Ilman mammm — 100
KOHKPETHBIX I1aroB MO peal3aliy MATH HHCTUTYLIHOHAIBHBIX pedopM»;

-I'ocynapcTBenHas mnporpamma paszBuTus 3apaBooxpanenus PK «Jlencaymnbix» Ha 2016-
2020 rr.;

-T'ocymapctBennsiii ctanaapt Pecnyomuku Kazaxcran «Hamnmexamas qucTpuObIOTOpCKas
npaktuka. OcHoBHble nonoxeHusd. CT PK 1614-2006»;

-TocymapcTBennsiii crangapt Pecmyonuku Kazaxcran «Hamiexamniasi anTednas mpakTrka.
OcnoBueie noaoxenus. CT. PK 1615-2006»;

-T'ocymapcTBennsiii cranmapt Pecny6ommku Kazaxcran «Hamiexamiast iponu3BOICTBEHHAS
npaktuka. OcHoBHbIe nonoxenus. CT. PK 1617-2006».

4. Un1ocTpaATUBHBINA MaTepuaJ: Mpe3eHTaus

5.JIuteparypa:

OcHoBHas:

1. PykoBonctBo «JlekapcTBeHHble cpenacTBa. Haanexamas npaktuka guctpudbionun» (CT-H
MO3YVY 42-5.0:2008).

2. PykoBoactBa mo Hamrexameld mnpakTuke XpaHeHUs (apMaleBTUYCCKON MPOTYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3anus
3npaBooxpanenus. Llukn rexunueckux oryetoB BO3, Ne 908, 2013.

3. Illybenkona E.B. TotansHOe ynpaBieHnue kadectBom: yueOHoe nocodue / E.B. lllyGenkona.
- 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. A6ytumze 3.C. YmpaBieHue KadecTBOM M PEMH)XXUHUPHUHI OpraHuzanuu: yded.mocobue /
3.C. Abyrunze, JI.H. Anekcanaposckasi, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

JlonosmHUTENBHAS:

1. Apsicranos, K. M. Ucropust papmauun: yuednoe nocooue / XK. M.- Anmarst :9Bepo, 2016.
- 184 c.

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

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

DIIEKTPOHHBIE PECYPCHI:

1. Tlpuka3 u.o. Munuctpa 3apaBooxpanenust Pecniyonuku Kazaxcran ot 4 ¢espans 2021 roga
Ne KP ICM-15. «O0 yrBepxaenun Hagexamux ¢papMalieBTUYECKUX MPAKTUK:

2. YMK/I pa3menieH Ha oOpa3oBareinbHOM noprane ukma.kz

3. Dnektponnas  OuoOmuoreka  «KoucymbranT  crymeHta». Cchuika  Jig  JOCTYIA:
http://www.studmedlib.ru, JIOI'MH ibragim123, ITAPOJIb Libukmal23

4. Caiit OubnnoTedHo-MHGOPMALIMOHHOTO LIeHTpa akagemuH lib.ukma.kz
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ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTyCTiK KasakcTaH MeavumHa akaaemuscbl» AK AO «lOmHo-KazaxcTaHCKass MeAMLIMHCKAs aKaAeMUsT»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 cp.u3 34 crp.
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12.

13.

Menunatexka FOKMA https://media.skma.edu.kz/
Hudposas Oubmmoreka «Aknurpress» www.aknurpress.kz  mpoiiaure perucrpanuio u
yKaxxute nmpomokos SDH-28
OKMA Penosutopuiii  http://lib.ukma.kz/repository/
PecnyOnmkanbIkkorapblOKyOphIHAapblapalIbIKIEKTPOHABIKKITaIXaHa http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTbIKaKTiepOasacer https://zan.kz/ru
. «[Taparpad Menuimnay» aknaparteikkyiiecihttps://online.zakon.kz/Medicine/
. Konekc Pecnyonmuku Kazaxcran ot 7 wtonst 2020 romaNe 360-VI «O 3mopoBbe Hapoaa u
CHUCTEME 3MIpaBOOXpaHEHUs» (C WU3MEHEHUsSMH W jJomnojHeHusmu). ['n. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437
[Tpuka3 Munwuctpa 3apaBooxpanenus Pecryonnku Kazaxcran Ne KP JICM-305/2020 ot 21
nexadbps 2020 roga «O06 yTBepkKAEHUH HOMEHKIATYPBI CIIEIUAIBHOCTEH U CHelHaTu3alinii B
o0jacTH  3[paBOOXpPAaHEHUS, HOMEHKIATYphl W KBATU(UKANUOHHBIX XapPaKTCPUCTHUK
JOJKHOCTEN paOOTHUKOB 3/IPaBOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\VV2000021856
[Tpuxa3z Munuctpa 3apaBooxpanenust Pecyonuku Kazaxcran ot 17 centsaops 2020 roga Ne
KP ICM-104/2020
06 yrBepxaeHuu [IpaBus onToBOW U pOZHUYHON pean3aliu JIEKapCTBEHHBIX
CPEIICTB M METUIINHCKHUX M3ICITUN.

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

6.KOHTpO/IbHBIE BONPOCHI:

1.Korpa Berynuio B JeiicTBue o0si3aTenbHOe cobmoaenne TpedoBanmii GXP B PK?

2. Kakne TpakTHUKH BXOIIT B KOMIUIEKC cTaHmaptoB Hammexamme dapmaneBTHaeckue
MPAKTUKU?

3.Kto npoBoaut ceprudpukanuto no GXP B PK?

4.Kakoii OCHOBHBIE 3aKOHOAATENIbHbIE JOKYMEHTBI PErYJIMPYIOT BCE CTaIUU KU3HEHHOTO LUK
JIC?
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ONTUSTIK-QAZAQSTAN olle SOUTH KAZAKHSTAN
MEDISINA |SKMA| MEDICAL
AKADEMIASY | [, | ACADEMY
«OHTycTik KasakcTaH meavumHa akanemusics» AK N\ Y/ AO «HOxHo-KasaxcTaHCcKass MEAULIMHCKAS aKanemws»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

Jlexus Ne 2
1.Tema: O6mue nmonoxxenus Hannexamei nabopatopHoi mpaktuku GLP.
2.10eab: nate oOyvaromuMcs MOHATHA 0 Hamexarneit 1abopatopHOi MpaKkTHKE.

3. Te3uchl JEeKINHU:

MexnyHapoaHoe TIpH3HAHUE SKCIIEPUMEHTAJILHBIX ~ MCCJICIOBAHMM, BBINIOJHEHHBIE C
coomonennem npuHimnoB GLP -  Hanmnexameit nabopaTopHoit mnpaktuku. Cucrema
peryIaMeHTHpYIOasi TPUHUUIBI U moaxonabl K uszydenuto JIC Ha sTame MOKIMHUYECKHUX
HCCJICTOBAaHUH YeJIOBEKa.

KoHnenmuss w NPUHIMIBL HAJUIeKAIICH J1a0OpaTOPHOUW MpaKTUKH. [l pammoHaIbHOTO
npuMeHeHus HOBBIX JIC, MOCTHXKEHUS MX MaKCHMalbHOTO TEpaneBTHYECKOrO ICHCTBHS H
NPEAYNPEKACHUS MOOOYHBIX pPEAKIUHA HEOOXOAWMO Ha CTaJAuM HUCHBITAHUN TOTYYUTh
BCECTOPOHHIOIO XapaKTEPUCTUKY MOTEHIIMAIBHOTO Mpemnapara, JaHHble 000 BCEX €ro Je4eOHbIX
¥ BO3MOXKHBIX OTpUIIATeNbHBIX cBoMcTBax. B Ka3zaxcrane u 3a pyOe:xom mepen KIMHHYECKUMU
ucnpiTaHussMd HOBOro JIC HEoO0XOoAMMO IMPOBECTH €ro JAOKIMHUYECKHE HCCIEIOBaHHS Ha
KYyJIbTypax KJIETOK M TKaHEeW M HKCIIEPUMEHTAIbHBIX )XKUBOTHBIX. JJOKIMHUYECKUE UCCIICOBAHUS
HOBBIX JIC mpoBOIAT C menbio co3manus dYPPEKTUBHBIX M OE30MACHBIX MPENapaToB, a TaKKe
orpezeNieHUs MEXaHU3MOB UX OCHOBHOT'O M BO3MO>KHOTO MTOOOYHOTO JEHCTBHS.

Takum o6pazom, 00s3aTeNbHBIM TPEOOBAHUEM, TPUHATHIM MPAKTHYECKH BO BCEX CTpaHax
MUpa, SBJSIETCS MPOBEACHUE Mepe]l KIMHUYECKUMU UCTIBITAaHUSIMHU HOBOTO JIC HOKIMHUYECKOTO
ucclieoBaHus INVItro u Ha KUBOTHBIX — Ha MOJIENSX INVIVOC coburonenreM npuHiumnos GLP.

B Hacrodiiee BpeMs MEXIyHapOJHOE MpPHU3HAHUE [OJIYYalOT SKCIEPUMEHTAJIbHbIE
UCCIIEIOBaHMS, BBITIOJTHEHHBIE ¢ coOmoeHneM npuHImmnoB GLP. Dta cuctema perimaMeHTHpYeT
MPHUHIIMIILL ¥ OAXO0AbI K u3ydeHuto JIC Ha sTamne MOKIMHUYECKUX MCCIEAOBAHUN U MO3BOJSET
pa3paboTaTh Tpemnaparbl, KOTOPbIE HE TOJBKO MPOSBISIOT HEOOXOIUMYIO CIEHH(PUIECKYIO
AKTUBHOCTH, HO M 0€3BPEAHOCTH JJIsi OpraHu3Ma YeloBeKa.

Conepxanue OCHOBHBIX MyHKTOB IipaBuii GLP/OECD

Pazpen 1

1. Cdhepa npumeHeHUs

2. OmnpeneneHysi TEPMUHOB

Paznen II. TpeboBanus Haanexarel J1abopaTOpHOM MPaKTUKU
1. Opranuzanus paboThl UCCIIEOBATEILCKOM Ta00PATOPHH U TEPCOHA
2. IIporpaMma KOHTpOJISI Ka4eCcTBa

3. [lomemenus

4. Anmmaparypa, MaTepuaibl 1 pEaKTHBBI

5.Tect-cucremsl

6. lccnenyemsbie U cTaHAApPTHBIE BEIIECTBA

7. CrangapTHblie paboure HHCTPYKIUU

8. BrImonHeHne mcciie 10BaHuii




ONTUSTIK-QAZAQSTAN olle SOUTH KAZAKHSTAN
MEDISINA |SKMA| MEDICAL
AKADEMIASY | [, | ACADEMY
«OHTycTik KasakcTaH meavumHa akanemusics» AK N\ Y/ AO «HOxHo-KasaxcTaHCcKass MEAULIMHCKAS aKanemws»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

9. Otuer 0 pe3yibTaTax UCCICAO0BaHUA

4. A1l0CcTpaTHBHBIN MaTepUaJI: IPE3CHTAIUSA

S.JIuteparypa:

OcHoBHas:

1. PykoBoxctBo «JIekapcTBeHHBIe cpencTBa. Hamnexamas npaktuka nuctpuostonnny (CT-H
MO3Y 42-5.0:2008).

2. PykoBoactBa mno Haanmexamell mnpakTuke XpaHeHus (HapMaleBTUYECKON MPOIYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
3npaBooxpaHeHus. [{ukn rexuunyeckux otueroB BO3, Ne 908, 2013.

3. llybenkora E.B. ToransHOe ynpaBnenue kadectBom: yueOnoe nocodue / E.B. lllyGenkona.
- M.: 3K3AMEH, 2015. - 256 c.

4. Camumosa, T.A. Hcropus ynpaeneHus kadecTBoM: ydeOHoe mocodbue / T.A. Cammmosa,
H.III. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Ao6yrumze 3.C. YmpaBieHHEe KadyeCTBOM M PEHHKHHUPHHT OpraHW3aluu: yded.mocoodue /
3.C. AGytunze, J.H. Anekcannposckas, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

JononHuTenpHas:

1. Apsicranos, K. M. Uctopust dpapmanuun: yaebnoe nocooue / XK. M.- Anmatsl :9Bepo, 2016.
- 184 c.

2. ApsicranoB, XK. M. Opranuzamus QpapManeBTHYECKON AeATeIbHOCTH: y4yeb. mocobue . -
Anmarsl :9Bepo, 2015. - 608 c.

3. Vmpasnenue u 3xoHOMUKA (hapmaruu: yueOHuk/mox pea. M.A. Hapkesuua. — M.: TDOTAP-

Menana, 2017. — 928 c.

ONEKTPOHHBIE PECYPCHI:

1.

2.
3.

o gk

HBE ©o N

12.

[Tpuka3 u.0. Munuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 4 ¢espans 2021 roga
No KP JICM-15. «O6 yrBepxkaenun Hamnexamumx hapManeBTHUECKUX MPAKTHKY:

YMK]JI pa3metieH Ha oOpa3oBatenbHOM moprane ukma.kz

OnektpoHHass  Oubnmuorexka  «KoncymbranT — crygeHTa». Ccbuika st JAOCTyIa:
http://www.studmedlib.ru, JJOT'MH ibragim123, ITAPOJIb Libukmal23

Caitt OuOMMOTEeYHO-UH(OPMAIIMOHHOTO IIeHTpa akagemuu lib.ukma.kz

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

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

OKMA Penosutopuiii  http://lib.ukma.kz/repository/
PecnyOnuKanbIKKOFapblOKyOpbIHIapblapalIbIK IEKTPOHAbIKKITanxaHa http://rmebrk.kz/
«3aH» HOPMaTUBTIK-KYKBIKTBIKaKTLIepOa3acs! https://zan.kz/ru

. «[Taparpad Meauuuna» aknaparteikkyiecihttps://online.zakon.kz/Medicine/
. Konexc Pecny6nmku Kazaxcran ot 7 uronst 2020 romaNe 360-VI «O 310poBbe Hapona u

CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHHUSAMH U nomnoiHeHusmH). ['m. 2, cr. 10; rm. 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
nexadps 2020 roga «O0 yTBepKACHUH HOMEHKIIATYPHI CIIEIUAIBHOCTEH U CIeHaTu3aliii B



http://www.studmedlib.ru/
https://online.zakon.kz/Medicine/
https://online.zakon.kz/document/?doc_id=34464437

ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTyCTiK KasakcTaH MeavumHa akaaemuscbl» AK AO «lOmHo-KazaxcTaHCKass MeAMLIMHCKAs aKaAeMUsT»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 cp.u3 34 crp.

0o0acT  31paBOOXPAHEHMS, HOMEHKJIATypbl UM KBIM(UKALMOHHBIX XapaKTEPUCTHK
JIOJKHOCTEH paOOTHUKOB 3/JpaBOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\VV2000021856

13. Ilpuka3 Munuctpa 3apaBooxpanenus Pecriyonmku Kazaxcran ot 17 centsopst 2020 roma Ne
KP JICM-104/2020
006 yrBepxxaeHuu 1IpaBui onTOBON M pO3ZHUYHON peaau3aluy JIEKapCTBEHHBIX

CPEACTB U MEAUIMHCKUX U3CTUH.
https://adilet.zan.kz/rus/docs/\V/20000212294z129

6.KoHTpoO/IbHBIE BONPOCHI:

1.KakoBa 11e51p JOKITUHHYECKUX ucciaenoBanuii JIC?

2. I'maBublii npuHuMn cranaapra Hagnexamias maboparopHasi mpakTHKA.

3.HazoBure o6s13arenbHOe TpeOOBaHKE MPU MPOBEJCHUN JOKIMHUYECKUX HccaenoBanuit JIC.
4. KakoBbl OCHOBHBIC TTYHKTHI TipaBui GLP?



https://adilet.zan.kz/rus/docs/V2000021856
https://adilet.zan.kz/rus/docs/V2000021229#z129

ONTUSTIK-QAZAQSTAN olle SOUTH KAZAKHSTAN
MEDISINA |SKMA| MEDICAL
AKADEMIASY | [, | ACADEMY
«OHTycTik KasakcTaH meavumHa akanemusics» AK N\ Y/ AO «HOxHo-KasaxcTaHCcKass MEAULIMHCKAS aKanemws»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

Jlekusa Ne 3
1.Tema: Hagnexxamast kmuandeckas npaktuka. GCPB cucteme obecrieueHms KauecTBa
2.Heasn: Jlats oOyuarommmMes moHsTust o Hapnexaiei KIIMHAYECKO# MpaKTHKe.

3.Te3ucel Jeknum:

Hamnexxkamass kiaumnudeckas npakruka, GCP  (amrm  goodclinical — practice) —
MEXIYHapOAHbI CTaHJapT 3TUYECKHX HOPM U KadecTBa HAyuyHbIX HccienoBaHuid. I[lpasuiia
pa3paboTKu, MPOBEACHUS, BEACHUS IOKYMEHTALUN U OTYETHOCTH 00 MCCISTOBAHUSAX.

IIyTn oTKpBITHS HOBBIX IPENapaToB

JIIT U3 pacTUTENBHBIX UCTOYHUKOB

JIIT XuMHYECKOTO MPOUCXOKISHUS

JIIT u3 9HIOT€HHBIX BEIIECTB )KMBOTHOTO MPOUCXOKICHUS

MeTa0oauThI CyIIECTBYIONINX MpenapaToB

«Crny4yaiiHbIe» OTKPBITHUS

DMIupuveckast XuMusi, 00beITMHEHHAS ¢ MPUKIAJIHON GapMaKkoIorHe

PannonanbHOE IOCTPOEHNE MOJIEKYJIbI

DaKTOpPHI PUCKA, KOTOPbIe HEO0X0ANMO YYUTHIBATH NPU U3y4eHUH HOBbIX JIC:

TUIl JIEKAPCTBEHHOI'O CpEeJCTBa(HOBHU3HA AKTUBHOM CyOCTaHIMHU, CTPYKTypa, Ouosoruyeckas
aKTUBHOCTb, MEXaHU3M JICHCTBHS);

C1oco0 U CKOPOCTh BBEAECHMSI JIEKAPCTBEHHOT'O CPEJICTBA;

uccienyeMas nonyssus (310poBble T0OPOBOJIBIbI WM HAllUEHTHI);

BBIOOp MEpBOHM /103bI (MCMONB30BAHHUE IOAXO0/a MHUHUMAJIbHOIO YPOBHS MPEAINoJaraeMoro
ouonoruueckoro s dexra (MABEL));

onpeaeneHue MOCIEAYIOIIUX YpOBHEH 1103(BKJIFOYAET OLICHKY BO3MOHBIX
bapMakoIMHAMUYECKUX U TOOOYHBIX 3(p(HeKTOB);

YETKUE KPUTEPUH UCKITIOUEHUS U3 UCCIIEI0OBAHUS;

MECTO IPOBEACHUS KIIMHUYECKHUX HCTBITAaHUN (COOTBETCTBYIOLIIEE 0o0opy10BaHuE,
KBaJIM(ULMPOBAHHBIN MEPCOHAI, OKa3aHUE HEOTIOKHOM MEAMIMHCKOW MOMOINIM, KOHTPOJb 3a
0€30MaCHOCTHIO UCIBITYEMBIX )

Texnosornu nposeaenus KN

[TpocniexTuBHBIE

OTKpBITHIE, ClIeTbIe (TPOCTOE, IBOITHOE, TPOITHOE)

PangomuzupoBaHHble, CTpaTUPHUIMPOBAHHBIE

CpaBHUTENbHBIE (JI€UEHUs HKBUBAJICHTHBI, HE XYXKe, Jy4Yllle), HE CpaBHUTENbHbIE (HM3y4YeHUE
HCXOJIOB)

KonTposns: nnane6o, akTUBHBIA KOHTPOJIb

Texnonornu nposenenus KHU. /{uzaitnbi

HccnenoBanus B OMHOM Ipymne

10




ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTYCTiK KasakcTaH MeanumMHa akagemuschbl» AK AO «lOxHo-KasaxcTaHcKas MeAVLVHCKAS akagemus»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

HccnenoBanus B mapaiesIbHBIX FPYyIIax

IlepekpecTHas MOAEIb

Hpyrue mMetonsl: GaKTOPHBIH, JTATUHCKUX KBaJpaTOB, «UIpa Ha JIHJEPa», «CBSI3aHHBIX Map» U
np.

MuHoBanMOHHBII  mpenapaT(Ha OCHOBE TOJIHOIO  JIOChE: JIaHHbIE  XMMHYECKOTrO,
Ouonornyeckoro,  (papmaneBTHUECKOT0,  (HapMaKOIOTHYECKOTO, TOKCHKOJIOTUYECKOTO U
KJIMHUYECKOTO H3Y4CHHSI)

Ecin mnonayduTh WHHOBAlMOHHBIM TIpernapar HE MPEACTaBIISIETCS. BO3MOXKHBIM, MOXHO
UCIONIb30BATh Mpernapar, JTUAMPYIOIIUNA Ha PBIHKE M0 O0beMaM MpOJAaX, MpPU YCIOBHH €ro
ycTaHOBIIEHHOH 3¢ ekTnBHOCTH, 0€30MaCHOCTH U KayecTBa

B cmydae, korna BBIIENEPEYUCIEHHOE HEBO3MOXKHO, HAIMOHANBHBIA PETYJISATOPHBIN OpraH
MO’KET ONPENENIUTh Mpenapar, HaXOJAIIMICd HAa PbIHKE IPYroil CTpaHbl NpPHU YCIOBUU €ro
yCTaHOBJICHHONW dS((eKTUBHOCTH, OE30MacHOCTH U KauecTBa, W/WIM KOTOPBIA BBIOpaH
PEryJISITOPHBIM OPraHOM JIPYroro rocyaapcraa

KonTtpoun3a 0e3onacHocTsi0 JIC NpoBOAUTHLCS B TeYEHHEBCEr0 “KM3HEHHOTOMKIIA” .
[Tpoueccpa3paOOTKUMOKETOBITHAIUTENBHBIM U HE BCeTla3akaHunBaercsanociaepeructpaunu JIC
3apeructpupoBanHoe JIC moxeronsateusyuyatbcsa B KM u torga PSUR u nepuoanueckuiioTyer
no 6e3onacuoctu ipu KW moryrpaszpabaTsiBaThCSI0JHOBPEMEHHO
BrisiBieHHBIETPOOIEMBIOE30I1aCHOCTU3aPErHCTPUPOBAHHOTO JIC
TpeOytoTnoBTOpHOMONIEHKMAaHHBIX KM, a  mopoii M HOBBIXJOKIMHUYECKUX U
KIIMHUYECKUXUCIIBITAHUN

4.A1I0cTPAaTUBHBINA MaTepuaJ: Ipe3eHTalus

S5.JIuteparypa:

OcHoBHast:

1. PykoBoxctBo «JlekapcTBeHHble cpenactBa. Haanexamas npaktuka guctpuodsronuu» (CT-H
MO3YV 42-5.0:2008).

2. PykoBojgctBa mo Hamrexameld mpakTHKe XpaHEeHUs (apMaleBTUYCCKON MPOTYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bceemupnas OpraHu3aIus
3npaBooxpanenus. Lukn rexanueckux oryetoB BO3, Ne 908, 2013.

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

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

5. Ab6ytumze 3.C. VYmpaBieHue KadecTBOM M PEMHXKMHUPUHI OpraHu3aluu: yded.nmocodbue /
3.C. Abyrunze, JI.H. Anekcanaposckas, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

JlononHuTenbHAL:

1. Apsicranos, JK. M. Uctopust papmanuu: yueOHoe nocobue / XK. M.- Anmater :9Bepo, 2016.
- 184 c.

2. Apsicranos, XK. M. Opranuzamus (hapMareBTHUECKOW AEATENFHOCTH: yded. mocodue . -
Anmartsl :9Bepo, 2015. - 608 c.

3. Vmpasnenue u 3koHOMUKA (hapmaruu: yueOHuk/moa pea. M.A. Hapkesnya. — M.: TDOTAP-
Menua, 2017. — 928 c.

DJIEKTPOHHBIE PECYPCHI:
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ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTyCTiK KasakcTaH MeavumHa akaaemuscbl» AK AO «lOmHo-KazaxcTaHCKass MeAMLIMHCKAs aKaAeMUsT»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

no

o Uk

BB ©oN

12.

13.

[Ipuka3 n.0. Munuctpa 3apaBooxpaHenus: Pecnyonuku Kazaxcran ot 4 deBpans 2021 roga
Ne KP JICM-15. «O6 yrBepxxaennu Hapnexxamux GpapManeBTHYECKUX MPAKTHK:
YMK]] pa3meriien Ha o6pa3oBarebHOM mopraie Ukma.kz
OnektpoHHass  OmOmuoreka  «KoHcynpranT — crymeHTay. Ccbulka — JUIsl  JOCTYyTA!
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23
Caiit 6ubHoTeYHO-NH(DOPMAITMOHHOTO IEHTpa akaaeMuu lib.ukma.kz
Memuareka FOKMA https://media.skma.edu.kz/
[MudpoBas O6udbmmoreka «Aknurpress» www.aknurpress.kz  mpoiiaure perucrparnuio u
yKakute nmpomokos SDH-28
OKMA Penosutopuiii  http://lib.ukma.kz/repository/
Pecny0iuKanbIKKOFapblOKyOpBIHAApbIapaIbIKIIEKTPOHbIKKITanXaHa http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTBIKaKTiIepOasackr https://zan.kz/ru
. «I[Taparpad Menumunay aknaparteikkyiiecihttps://online.zakon.kz/Medicine/
. Kogexkc PecnyOnuku Kazaxcran ot 7 wmronst 2020 romaNe 360-VI «O 310poBbe Hapona u
CHUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHUAMU U JomoiHeHwusimu). ['n. 2, ct. 10; . 5,
naparpad 3; . 27,28;
https://online.zakon.kz/document/?doc_id=34464437
[Ipuka3 Munmuctpa 3apaBooxpanenus Pecrydmuku Kazaxcran Ne KP ICM-305/2020 ot 21
nekadbps 2020 roga «O06 yTBepKACHUH HOMEHKIIATYPbI CHEUAIBHOCTEHN U CHeHaTu3aluii B
o0jacTH  3paBOOXPAHEHUS, HOMEHKIATYphl W KBATU(UKANMUOHHBIX XapaKTCPUCTUK
JOJKHOCTEN paOOTHUKOB 3/IPABOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\V2000021856
[Tpuxa3z Munnctpa 3npaBooxpanenust Pecryomuku Kazaxcran ot 17 centsiOpst 2020 roma Ne
KP JICM-104/2020
06 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHOMN peaiu3aluy JIEKapCTBEHHBIX
CPEICTB M METUIIMHCKHUX U3IEIUH.
https://adilet.zan.kz/rus/docs/\VV2000021229#z129

6. KoHTpO/IbHBIE BONPOCHI:

1.KakoBa 11e516 KIIHHHYECKUX ucciaenoBanuii JIC?

2.Ilepeunciute MyTH OTKPBITUST HOBBIX MpermapaToB?

3. HazoBute dakTopsl pucka, KOTOpble HEOOXOIMMO YUYUTHIBATh MPH U3ydeHHH HOBBIX JIC.
4. JlaiiTe onpeneneHue NoHATHIO «IHHOBAITMOHHBIN TIpenapary.

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-QAZAQSTAN olle SOUTH KAZAKHSTAN
MEDISINA |SKMA| MEDICAL
AKADEMIASY | [, | ACADEMY
«OHTycTik KasakcTaH meavumHa akanemusics» AK N\ Y/ AO «HOxHo-KasaxcTaHCcKass MEAULIMHCKAS aKanemws»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

Jlekums Ne 4
1.Tema: Ilonarue o Hagnexaniei npon3BoICTBEHHOM MTPaKTUKE.
2.Heasn: Jlath oOydaromumces moHaTust o Hamnexanieit mpon3BoACTBEHHON MPaKTHKE.

3.Te3ucel Jekuum:

GMP- o6mmpHBIi psg TpeOOBaHMA, KOTOPBIM JOKHBI COOTBETCTBOBATH IPEANPHUSATHS,
BEITycKaromue (apmanestudeckyro mnpoayknutoo. Crammapr Hamnmexamed mpou3BOICTBEHHOU
npakTuku. @DakTopbl, OKaspIBaiolue BiIusHUe Ha KadecTBo JIC, a WMEHHO: 37MaHUS U
NOMEILEHUs], IEpCoHall, 000pyI0BaHUE, OPraHU3alMsl U BEACHUE TEXHOJOTHYECKOro Mpoliecca,
JIOKYMEHTAIs, KOHTPOJIb MpoIiecca MPOU3BOJICTBA, KOHTPOJIb Ka4eCTBAa FOTOBOTO MPOAYKTA U T.
.

GMP — yactp [koHIenmu| obecrneyeHus: KayecTBa, rapaHTUPYIOLIAs TOCIIEOBATEIbHYIO
BbIpa0OTKY M KOHTPOJb MPOAYKTOB IO CTaHJAapTaM KayecTBa, COOTBETCTBYIOLIUM HX
NPUMEHECHHMIO [110 Ha3HaYCHMIO| M TpeboBaHusIM perucrpannonaoro gocke (WHO).

GMP Brirouaer OOMmMpPHBIN psag  Mokazarenei (TpeOoBaHMIA), KOTOPBIM JIOJDKHBI
COOTBETCTBOBATh MPEANPHUATHS, BbIMYyCKaomue ¢apMaleBTUYeCKyl0 MNpoaykKiuo.B  Hem
MaKCHUMaJIbHO Y4TeHBI (DaKTOpBI, OKa3pIBAIOIIME BIUsHUE HAa KadecTBO JIC, a UMEHHO: 3/1aHUs U
NIOMEILEHUS, IEpCOHAl, 000pyI0BaHUE, OPraHU3alsl U BEACHHE TEXHOJOTHYECKOro Mpoliecca,
JOKYMEHTaIMs1, KOHTPOJIb NIPOIiecca MPOU3BOICTBA, KOHTPOJIb Ka4€CTBAa FTOTOBOTO MPOAYKTA U T.
1. HexauectBennble JIC He TONBKO MPEICTABIAIOT ONACHOCTh JUIsSl 340POBbs JIFOJIEH, HO TaKkKe
NPUHOCAT MaTepHaIbHbIN yIepO U Ul rocyaapcTBa U i HoTpeouTesnen

[TepBoie odummansubie TpeboBanuss GMP mosiBmmncs B CIIIA B 1963 1. (ToTOTHEHBI B
1965, 1971, 1978, 1987, 1989, 1992 r.), zarem — B Kanane, Wranuu, BenukoOpuranuu,
ABCTpanuu W IIpyrux crpaHax. B Hacrosmiee Bpemst HamuoHanbHbIe TpaBwia GMP nmeroTcs
6osee ueM B 40 cTpaHax.

B 1967 r. mo nopyuenuto 20-it BcemupHoit accamOiien 31paBOOXpaHEHHUs TOATOTOBICH
IPOEKT MEXIYHapOJHBIX peKOMeHAalnui B 3Toi obmactu. [IpoekT paccmarpuBaics Ha 21-i
Ceccun BecemupHoii accamOiien 1 Ha 3acelaHuu KOMUTETa SKCIEPTOB U onyOaukoBaH B 1969 r.
B cepuu TexHHueckux nokianoB BO3. [lepecMoTpeHHbI BapuaHT ObUI BKIIIOUEH B JOMOJIHEHHE
K MexnyHapoaHoit ¢apmaxonee Broporo uszganus (1971). B 1971 r. B XKenese (LlIBeiinapus)
ObUI MPOBEJEH NEPBbIM MEXAYHAPOIHBIH CUMIO3UYM Ha TEMY O BHEIPEHMU pPEKOMEHIalui
BO3 B mpakTuky mpou3BoJcTBa MenukaMeHToB. B nmampHeimem npaBuna BO3 nepuoanueckun
nepecMaTpuBalINCh, B nociennuii pa3 — B 2000 r. B 1970-x ronax, B 3HaUUTENIbHON CTETEHU
6maromapst yeunmusim BO3, kontenuss GMP monryumnira mmpokoe npu3HaHue BO BCEM MHPE.

[IpaBuna GMP TecHo meperuieratorcst co cranaaptamu ISO u B npyrux Bompocax, B
YaCTHOCTH  CTepUJIM3al[Md, YINAaKOBKH, KilacCHU(UKAIMKM YHUCTOTHl ~ MOMEIIEHUH, MUK-
POOHOIOTUYECKUX METOIOB KOHTPOJIS U T. II.

He uckimogaercs cyIecTBOBaHWE W IPYTHX CUCTeM, ommdaronmxcs or GMP, ¢ momornsio
KOTOPBIX MOYKHO TIPUAEPKUBATHCS KOHIEMIMU obecriedeHus: kauectBa. Ilpasuma GMP ne
JOJKHBl OTPAaHUYMBATDL WM 3aJ€p’KUBAaTh pa3BUTHE KAKUX-TUOO HOBBIX METOJOB WU
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TEXHOJIOTH, MPOIIEIIINX BaJUAalMI0 U TapaHTUPYIOIIUX YPOBEHb OOecredeHHs] KayecTBa, BO
BCSIKOM CJTy4ae, SKBUBAJICHTHBIN YPOBHIO, YCTAaHOBIEHHOMY AeHcTBYOIUME npasmiamu GMP.

Jna Kazaxcrana pykoBOACTBa HOCST JOOpOBOJBHBIN XxapakTep. Torma kak JOKYMEHTHI,
3aKOHOJIATENIbHO 3aKpeIUICHHBIE K 0053aTeIbHOMY BBIIOJIHEHUIO, UMEIOT CTATYC TEXHHUYECKOTO
periaMeHTa, KOTOpBIA coriacHo ompenenennio PykosoactBa ISO/IEC: «ycraHaBiuBact
XapaKTEPUCTHKHU TMPOAYKLIUU M CBS3aHHBIE C HEH MPOIECChl M METOAbI MPOu3BojAcTBa». OH
MOJKET BKJIIOYATh TPEOOBAaHUS K TEPMUHOJIOTUHU, CUMBOJIaM, YIIAaKOBKE, MAPKUPOBKE MPOTYKIIUU
a100 IETMKOM MOCBALIATHCSA ITHM Bompocam»! [1oHATHE «TeXHUYECKHN pPerIaMeHT) SBISIETCS
OCHOBOIIOJIATalOIIUM B JIOKyMeHTe «CorjamieHue Mo TeXHUYECKUM OapbepaM B TOPTOBIEY,
npunsitoM BTO. JlokymMeHTB, B KOTOpBIX perjameHtupytorcs mnpaswia GMP, moxHo
KBaJIM(UUIMPOBATH KaK TEXHUYECKUE PETIIAMEHTHI 00IIIero HazHaveHus npu npoussoactee JIC, a
TEXHOJIOTUYECKHE PErIaMEHTHl MPOU3BOACTBA JUISI Ka)XIOT0 KOHKPETHOTO Tpermapara — Kak
TEXHUUYECKUE PETIIAMEHTHI YaCTHOTO Ha3HAYEHUSI.

4. An0cTpaTUBHBIN MaTepPUaJl: IPE3CHTIUS

S./Iuteparypa:

OcHoBHast:

1. PykoBonctBo «JlekapcTBeHHble cpencTBa. Haanexamas npaktuka guctpudsionuny (CT-H
MO3YVY 42-5.0:2008).

2. PykoBoxctBa mno Haanexamel mnpakTHke XpaHeHHs (apMalleBTUYECKOH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHHU3aIus
3apaBooxpanenus. [ukn rexunueckux otaeroB BO3, Ne 908, 2013.

3. llly6enkoBa E.B. TotansHOe ynpaBieHue kadectBoM: yueOHoe nocodue / E.B. llyGenkona.
- M.: DK3AMEH, 2015. - 256 c.

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

5. A6yrumze 3.C. YnpaieHHe KauyecTBOM M PEHHXHHUPHHI OpraHu3anuu: y4el.nmocodue /
3.C. A6yrunaze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHuTENbHAS:

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

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

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

DIIEKTPOHHBIE PECYPCHI:

1. Tlpuka3 u.o. Munucrpa 3apaBooxpanenust Pecnyomuku Kazaxcran ot 4 ¢espans 2021 roga
No KP JICM-15. «O6 ytBepxkaennn Hamnexxammx hapManeBTHUECKUX MPAKTHK:

2. YMK/ pa3merieH Ha oOpa3oBareiabHOM noprane ukma.kz

3. Dmnektponnas  OuOmmoreka  «KomcymbranT  crymeHTa».  Cchuika  ig  JOCTYTIA:

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

Caiit OubmoTeYHO-NH(OPMAIIMOHHOTO TIeHTpa akagaemuu lib.ukma.kz

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

"

14



http://www.studmedlib.ru/

ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTyCTiK KasakcTaH MeavumHa akaaemuscbl» AK AO «lOmHo-KazaxcTaHCKass MeAMLIMHCKAs aKaAeMUsT»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 ctp.u3 34 cp.

10.
11.

12.

13.

udposas O6mbmoreka «Aknurpress» www.aknurpress.kz MPOUJINTE PETUCTPAIUIO U
ykaxkute npoMmokoq SDH-28

OKMA Pemnosutopuiii  http://lib.ukma.kz/repository/
PecryOnmKkambIKKOFapbIOKYOPBIHIAPBIapATTBIKAICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOPMATUBTIK-KYKBIKThIKaKTIepOa3ack! https://zan.kz/ru

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

Konekc Pecnyonmkmn Kazaxcran ot 7 mromst 2020 romaNe 360-VI «O 310poBbe Hapoaa u
CHUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHUs MU W jAomnoiHeHusimu). ['n. 2, cr. 10; ri. 5,
naparpad 3; ri. 27,28;

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

[Tpuxa3z Munucrtpa 3apaBooxpanenus Pecryonuku Kazaxcran Ne KP JICM-305/2020 ot 21
nexadpst 2020 rona «O0 yTBEpKICHUH HOMEHKJIATYPhI CIIEIUATBLHOCTEH U CIIeIIMaIN3alui B
o0nacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaTU(UKALUOHHBIX XapaKTEPUCTHUK
JOJKHOCTEH paOOTHUKOB 3/IPAaBOOXPAHEHUS.

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

[Ipuka3 Munuctpa 3npaBooxpanenus Pecniyonuku Kasaxcran ot 17 centsaopsa 2020 roga Ne
KP JICM-104/2020

06 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHON peanu3aluy JIEKApCTBEHHBIX

CPEICTB M METUIIUHCKUX U3JCIIUH.

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

6.KoHTpO/IbHBIE BONPOCHI:

1.C kako# nesnbio pazpadboran crangapT Hammexarnias npou3BoACTBeHHas pakTuka B PK?
2. I'maBHOe HampaBieHue cranaapta Haanexaimast mpou3BOACTBEHHAS IPAKTHKA.

3. [lepeunciure hakTopbl, OKa3pIBaONINE BIHsIHEE HA KadecTBo JIC.

4,

[[aﬁTe ONPCACIICHUC TOHATUIO «TEeXHUYECKUU periIaMeHT».
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Jlekums Ne 5
1.Tema: [Tonsarue o Hamiexamieit nuctpudbioropckoii mpaktukeGDP.
2.Heasb: Jlath oOydaromumces noHATHS 0 Hamiexameit TucTpruObl0TOPCKOM MPAKTHKE.

3.Te3ucel Jekuum:

Crannapt «Hamexaras auctpudObiotopckas npaktuka» (Good Distribution Practice; GDP).
Enunelii moaxon K OpPraHM3allMOHHOMY IIPOLIECCY ONTOBOM pean3aliy JIEKapCTBEHHBIX
cpenctB. ObecnieueHrne KayecTBa JEKaPCTBEHHBIX CPEJICTB HA BCEM IYTH OT MPOU3BOAUTENS 10
PO3HUYHOM CETU U MEIULIMHCKUX OpraHU3alui.

B Kazaxcrane 3akoHOgaTenbHO yTBepkaeHa crparerusi uHTerpamuun B EC.
3akononarenscTtBo EC B oTHomeHuu JIC cTaBUT ABE LENM — 3alUTy 370pPOBbsI HACEJIEHUS U
obecrieueHre CBOOOAHOTO JBMKEHHS (hapMalleBTUYECKOW MPOIYKIUU Ha OOIEM BHYTPEHHEM
peiake EC. B COBpEMEHHBIX YCIOBHSAX HEIOCTAaTOYHO pa3padorartk HOBoe 3ddekrtuBHoe JIC,
YCTaHOBUTH €ro ONTHUMANbHYIO IIeHy, HeoO0XoauMmo emie BbIOpaTh 3((eKTHUBHBIE KaHAJbI
pacnpenenenus JIC oT MecTa H3rOTOBJIEHUS K MECTaM MX MPUMEHEHUS B KOHKPETHO
OMpeIeIecHHOEe BpeMsl C IeNbI0  YAOBIETBOPEHUS MOTPEOHOCTEM HaceneHus U JieueOHO-
NpoUIAKTUUECKUX YUpPEXKICHUH B JIEKAapCTBEHHOM obecrneueHuu. Hanpumep, mpoaykuus,
W3TOTOBJICHHAsT B COOTBETCTBUU ¢ mpaBwiamMu GMP, Moxer HCIOPTUTBCS B TEPHOA
TUCTPUOYLINH, eclii He OyIyT COOI0IeHBI COOTBETCTBYIOIIME TpeOoBaHus, crangapTel GDP.

JucTpudyuusi — JeATeNbHOCTh, CBSI3aHHAS C 3aKyNKOH, XpaHEHHWEM, MOCTaBKaMM WJIU
skcnioproM JIC, 3a UCKIIOYEHHEM PO3HMYHOM pean3aluy. JTa AEATEIbHOCTh OCYILECTBIISETCS
COBMECTHO C IMPOU3BOJUTEISIMH WJIM BIAJENblIAMU  PErMCTPALlMOHHOTO CBUETENILCTBA,
UMIIOPTEPAMHU, JPYTUMH IJUCTPUOBIOTOPAMH WM COBMECTHO C CYOBEKTaMH XO3SHCTBEHHOMN
JeSATEeTLHOCTH, 3aHUMAIOIIUMHUCS pO3HUYHON peanu3armeit JIC.

JAucTpuObIOTOP — CYOBEKT XO3SIMCTBEHHOM JEsTEeIbHOCTH, KOTOPBIM HMMes JIMLEH3UI0 Ha
ontoByto peanuzaiuio JIC M OCYIIECTBISET COOTBETCTBYIOUIYIO JESATEIBHOCTh IO HX
TUCTPUOYIINU.

B Hacrosimiee Bpemsi KOJMYECTBO T'OCYAAPCTBEHHBIX YUPEKICHHH, KOTOpble HMMEIOT
JUIeH3uu Ha onTtoByro peanmszaumio JIC, cocraBiaser okoino 5% Bcex CyOBEKTOB
X035CTBOBaHMS — TUCTPUOBIOTOPOB.

Ponp dapmarieBTHyecKuX IUCTPUOBIOTOPOB B HACTOAIIEE BPEMsi COCTOMT B (POPMHUPOBAHUU
Cpelpl, TO3BOJISAIOLIEH pa3BUBaThb W Ipe/ularaTb COBPEMEHHBIE YCIYTH, HPEJOCTaBIATh
(UHAHCOBYI0O M KOMMEPYECKYI0 TOJACPKKY dapmaiieBTaM, CIOCOOCTBOBATH YKPEIUICHUIO
310poBbs HaceneHus Kasaxcrana.

Oo0Js1acTh NpUMEHEeHH

¢ Hacrosmmii cTaHmapT ycTaHaBIMBaeT TpeOoBaHus K Hajiexarieid JTUCTPHOBIOTOPCKOM

MpakTHKe (OMTOBOM peanu3anuu) JEeKapCTBEHHBIX CPEICTB, MEIUIIMHCKON TEXHHKU U

U3JIeTUIA MEUIIMHCKOTO Ha3HAYEHUSI.

v TpeOoBaHMsS HACTOSAIICTO CTaHAApPTa PACIPOCTPAHSIOTCS Ha ONTOBBIC OPraHU3AIINH,

3aHUMarolMecss JaucTpuObonyel (ONTOBOM peanu3allveil) JeKapCTBEHHBIX —CpEICTB,
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MEAMIIMHCKOW TEXHUKH M M3ACTUN MEIULMHCKOrO Ha3HAYeHMsI, BKIIOYas MIPOU3BOIUTENEH
JIEKAPCTBEHHBIX CPEICTB, MEAUIIMHCKOM TEXHUKH W M3ICIUA MEAUIIMHCKOIO Ha3HAYEHUs
HE3aBHCHUMO OT BEZOMCTBEHHOU MPUHAITICKHOCTH U (HOPMBI COOCTBEHHOCTH.

Hacrosimuit crangapT He pacnpoCTpaHsETCss Ha OpraHU3aliy, 3aHUMAIOIIUECS. POZHUYHON
peann3anyen JIeKapCTBEHHBIX CPEICTB, MEIUIUHCKON TEXHUKH U W3JEIHH MEIUIMHCKOTO
Ha3HAYCHHUS.

Ilepconan

X/
°

X/
L X4

X/
£ %4

rat aucTpuObIOTOPAa JOMKEH OBITh YKOMIUIEKTOBAH JOCTATOYHBIM KOJIWYECTBOM
KBAIM(UIMPOBAHHOIO  I[IEPCOHATa, CIHOCOOHOrO Ha  JO/DKHOM — YpOBHE  pelliarh
npoecCHOHANTLHBIC 33/1aYH B COOTBETCTBUU CO CBOMMHU JIOJDKHOCTHBIMH O0SI3aHHOCTSIMH.
PykoBoiuTENb ONTOBOWM OpraHM3allid OCYIISCTBISIET O00Iee PYKOBOACTBO pabOTOH
OpraHM3alli W HECeT IOJHYI OTBETCTBEHHOCTh 33 OOCCIICUYCHHE CHUCTEMBbI KadecTBa
JUCTPUOBIOLIAH.

PykoBomuTeeM anTedHOro CKiaja JEKapCTBEHHBIX CPEACTB HA3HAYACTCS JIMIIO, MMCIOIIEe
oOpa3oBaHue, KBaIM(UKAIIMIO M OIBIT PadOThl B COOTBETCTBUHM C TPeOOBaHUAMU
JEHCTBYIONIErO 3aKOHOIaTEIhCTBA

B onToBo# opraHu3anyi OTBETCTBEHHBIM JIUIIOM 3a OOCCICUYEeHHE KayecTBa Ha3HAYAeTCs
JIUII0, UMEIOIIee BICIIee (hapMareBTHIECKOe 00Opa30BaHHUE.

CranaapTHbIe onepaluOHHbIE MPOLETYPbI

X/
L X4

X/
L X4

Ha Bce BHU/IbI pa60T, BJIMAIOINHUEC Ha Ka4YC€CTBO JICKAPCTBCHHBLIX CPCACTB, MCAHWIMNHCKYIO
TEXHUKY W H3IIENIUs MEIUIIMHCKOTO HAa3HAUCHHS, a TaKkKe KayeCTBO JAUCTPHOBIOTOPCKOU
JACATCIIPHOCTH B ILCJIIOM, JOJIZKHBI 6I>ITI) COCTaBJICHBI CTAHAAPTHBIC OICPAIVOHHBIC
npouenypsl (COII).

Crangaptaeie  omepanuonHbie mpoueaypbl (COII) momkHBI OBITH JATUPOBAHBI U
MmoAINUCaHbl JTUIIOM, OTBETCTBCHHBLIM 3a CUCTCMY KAa4€CTBA W YTBCPIKIACHBI PYKOBOAUTCIIEM
OTITOBOI OpraHu3allnu.

4.An10cTpaTHBHBINA MaTepuaJ: Ipe3eHTalus

S.JIureparypa:
OcHoBHas:

1.

PykoBoactBo «JlekapcTBeHHble cpencTBa. Haanexamas npaktuka nuctpudstonnn» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mo Haanexamel mnpakTuke XpaHeHUs ¢HapMaleBTUYECKON MPOTYKIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
3apaBooxpanenus. Lukn rexunueckux otueroB BO3, Ne 908, 2013.

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

4. Camumona, T.A. Vcropusi ynpaBineHus kauectBoM: ydyeOHoe mocodue / T.A. Canumosa,
H.III. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Aoytumze 3.C. YmpaBieHune KayeCTBOM M PEHMHXMHUPHHT OpraHu3anuu: ydel.mocodue /
3.C. A6yrtunze, J.H. Anekcannposckasi, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

JonosHuTENHHAS:

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

- 184 c.
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2.

3.

ApsictanoB, K. M. Opranuzanusi (papMamneBTHYECKON NeATeIbHOCTH: y4eO. mocobue . -
Anmartsl :9Bepo, 2015. - 608 c.

VYmpasieHue u skoHOMHKa hapmanuu: yueonuk/mon pen. M. A. Hapkesuua. — M.: TDOTAP-
Menua, 2017. — 928 c.

ONEKTPOHHBIE PECYPCHI:

1.

2.
3.

oA~

10.
11.

12.

13.

[Ipuka3 n.o. Munucrtpa 3apaBooxpanenus Pecryonuku Kazaxcran ot 4 ¢espans 2021 rona
No KP JICM-15. «O6 yrBepxkaenun Hamnexxamux GapManeBTHUIECKUX MPAKTHK:

YMK/I pa3meliien Ha oOpa3oBatebHOM mopraie ukma.kz

OnekTpoHHass  Oubmuoreka  «KoHcynbranT — crymeHTa». Ccbulka Ui JOCTYyHa:
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/

I[udposas Ombmmoreka «Aknurpress» www.aknurpress.kz MPOMJINTE PETUCTPAIUIO U
ykaxkute npomokog SDH-28

OKMA Penosutopuiii  http://lib.ukma.kz/repository/
PecryOnmKkabpIKkOFapbIOKYOPBIHIAPBIapATTBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOPMAaTHUBTIK-KYKBIKThIKaKTiIepOa3acel https://zan.kz/ru

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

Kogexc Pecnyonuku Kazaxcran ot 7 utons 2020 romaNe 360-VI «O 3mopoBbe Hapoda u
CHUCTEME 3/IpaBOOXpaHEHHUs» (C U3MEHEHUsMU W AomnojHeHusmu). ['nm. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;

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

[Tpuka3z Munuctpa 3npaBooxpanenust Pecryonukn Kazaxcran Ne KP ICM-305/2020 ot 21
nexabps 2020 rona «O06 yTBEep)KISCHUHM HOMEHKIIATYpPhI CIIEMAIbHOCTEH U Cennanu3auuii B
obnacTl  3/paBOOXpPAHEHUS, HOMEHKIATYphl W KBATU(UKANHOHHBIX  XapaKTCPUCTUK
JOJKHOCTEN paOOTHUKOB 3/IPaBOOXPAHEHUSI.

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

ITpuka3 Munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsiOpst 2020 rozna Ne
KP ICM-104/2020

06 yrBepxxaeHuu [IpaBui onToBOW U pO3HUYHOMN peanu3aliuu JIeKapCTBEHHBIX

CPEIICTB ¥ METUIIMHCKHUX H3JICITUN.

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

6.KoHTpO/IbHBIE BONPOCHI:

1. C kaxkoii nenblo pazpaborana Hagnexamas nuctpubbioTopckas npaktukas PK?

2. 'maBHOE HampaBlIeHUE HACTOsIIEro cranaapra Haanexamas auctpuOproTOpCKas MpakTHKa.
3.Maiite onpenencHue MOHATHIO «CTaHAapPTHBIE OTIEPAIIMOHHBIE ITPOLEAYPHI.

4. JlaiiTe onpeneneHne MOHATHIO « {ucTpuOyIms».
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Jlexuusa Ne 6

1.Tema: OcHoBHBIC IPUHIKIIBI cTaHAapTa Hamnexkamel anteuynoit mpakTukuGPP.

2.Hean: J[latb oOydaromumcsi TMOHATHS OO0 JAEATENbHOCTH alTeK B COOTBETCTBUU C
TpeOoBanusAMu Hannexaiei anteyHoi NpaKkTHUKU.

3.Te3ucel Jekuum:

Hamnexarnas anteunass mnpaktuka (Good Pharmacy Practice; GPP),Ilpasuna,
pazpaboTaHHBIC C IEIBI0 OOCCIICUCHUS HAIISKANIEr0 KadecTBa (hapMaleBTHUECKUX YCIIYT,
OKa3bIBaeMbIX (hapmarieBTHUCCKUMU paboTHukamu HaceneHnutro PK. Hacrosmme IlpaBuia
pPETIAMEHTUPYIOT OCHOBHBIE TPEOOBaHMS, TPEABSBISAEMbIC K JCATCILHOCTH AalTEYHBIX
OpraHu3alii 1Mo OOCCIICYCHUIO HACENICHHS Ka4eCTBEHHBIMHU JIGKAPCTBEHHBIMH TNperaparamu,
U3MCASIMHA  MEJHMIIMHCKOTO HA3HAUCHUS © MEAWIIMHCKOM TEXHUKH, (apMareBTUHIeCKUMHU
ycayraMM ¥ HalpaBlieH Ha  YKPCIUICHWE 3J0POBbSl  HACEJCHHUsS, TapaHTHPOBAHHOE
KBJIM(DUIIMPOBAHHOE OOCTY)KMBAHHE KaXKJIOTO TIAIIMEHTA, TIIOBBIIICHUE OTBETCTBEHHOCTH
(apMaileBTHYECKUX PA0OTHUKOB B OKa3aHWM (DapMaleBTHUECKUX YCIIYT, COICHCTBHIO B
palMoOHaFHOM MpUMEHEHHH 3((EKTUBHBIX, KAYeCTBCHHBIX, OE30MMAaCHBIX, YKOHOMHYHBIX (C
TOYKH 3peHus (HapMaKOIKOHOMHUKH) JIEKAPCTBEHHBIX TMPEIApaTroB C MEIbK JIOCTHKCHHS
MaKCUMAJIBHOH TePaneBTHYECKOH MOJIb3bI ¢ MUHUMAIILHBIME TIPOSIBIICHUSMH HEOIarompusTHBIX
BO3JEHCTBUM.

[Tonoxxenus HacTosmx [IpaBun HampaBiIeHbl Ha OOecriedyeHNe B3aMMOCBSA3HM Bpaya, MalMeHTa u
(dapMarieBTa, IMO3BOJIAIONIAE ONTHMHU3UPOBATH HWCIIONB30BAHNUE JIGKAPCTBEHHBIX CPEIICTB |
OIICHUTh PE3yIbTaThl JeueHus. OnpefensionuM >IEMEHTOM SBISETCS MTPOSBICHHE 3a00ThI
dapmarieBTa 00 YKpeIICHUH 3JI0POBbS MAIlMECHTA W MPUHATHS Ha ce0s 9acTH OTBETCTBEHHOCTH
3a pe3ynbTar JeueHus. Po3HHMYHas peanu3anus JEKapCTBEHHBIX CPENICTB OCYIIECTBISETCS
anTeYHBIMA OPTaHU3ANMSAMHA HAa OCHOBAHWH JIMIICH3MM HA (PapMarieBTHUECKYIO JEATEIHHOCTD,
BBIIAHHYIO B TIOpPSAJKE, YCTAaHOBJICHHOM HAIIMOHAIBHBIM 3aKOHOJATEIhCTBOM. AMNTEYHBIC
OpTaHM3aIH JOKHBI COOTBETCTBOBATH KBATH(DHKAIIMOHHBEIM TPEOOBAHHSM, IMPEIbIBISCMBIM
MIpU JTUIEH3UPOBAaHNHU (DapMalleBTUYECKON JesITeNbHOCTH, CBSI3aHHOW C PO3SHUYHOM peanu3anueit
JICKapCTBEHHBIX CPEACTB. ANITCUHBIC OPTAHU3AIMH B CBOCH padOTe JIOMKHBI PyKOBOJCTBOBATHCS
CaHUTAPHO-3MUEMUOJIOTHYECKUMH TpPaBUJIaMH U HOpMaMmH, MpaBWJIAMHU OXPaHbl Tpyna u
TEXHUKH O€30IaCHOCTH, TPOTHBOMOXKAPHBIMU TIPABWJIAMH W JPYTHMH TPEOOBAHHUSIMH,
YCTaHOBJICHHBIMU HAIlMOHATBHBIMU HOPMAaTHBHBIMU MPaBOBBIMU akTamu. Hactosmue [IpaBuia
NPEJICTABISIFOT ~ co00M  KOMIJIEKC ~ TpeOOBaHWH,  CHOCOOCTBYIOIIMX  KauyeCTBEHHOMY
MPETOCTABICHUIO JIEKAPCTBEHHBIX CPEACTB, U3SIUNA MEIUIIMHCKOTO HAa3HAUCHUS, METUIITHCKON
TEXHUKH M (apMaleBTUYCCKUX YCIYT, a TakKe B OKa3aHWW ITOMOIIM HACEJICHHIO C IEIbI0
HauboJIee ONTUMATBFHOTO WX MCIIOJIb30BaHUS.
['maBHBIMY HaNIPaBJIICHUSIMH HACTOSATINX [IpaBuT SBIISIOTCS:

- OTIYCK JIEKQpPCTBEHHBIX MpPEMaparoB W H3ACTUI MEIUIIMHCKOTO HAa3HAYCHUS HaJJIeKaIlero
KauecTBa;

- TpeIoCTaBICHHE JOCTOBEPHOW ¥ OOBEKTHBHOW WH(MOPMAIMHU, KACAIOMIMXCS CBOWCTB H
HaJIJIeXKAIETro MPUMEHEHUS JICKAPCTBECHHBIX CPEJICTB;
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- MporaraHja panyoOHAJIBHOIO Ha3HAUEHMsl JIEKAPCTBEHHBIX MPENaparoB M MPaBUWIBHOIO HX
UCIIOJIb30BaHMS;

- MapTHEPCKHE, JOBEPUTEIbHbIE B3aUMOOTHOLICHHUS C paOOTHUKAMHU 3paBOOXPAHEHUS
(Bpayamu) O BoIIpocaM (apMaKoTeparnuu;

- HaJJIeXKallee npeaocTaBiIeHue (papMaleBTUUECKUX YCIYT.

OCHOBHBIMU TPEOOBaHHUSIMU HaJUICkKAIEH allTeUHON TPAKTHUKH SIBIISIOTCS:

- OpUEHTAaLMs Ha MAlMEeHTa B LIESIX COXPAHEHUS 3/10pPOBbs UEJIOBEKa,

- COZCMCTBHE pallMOHAIILHOMY Ha3HAYEHUIO U HAJUIEKAIIEMY HCIIOJb30BAaHUIO JIEKAPCTBEHHBIX
CPEACTB;

- OPUEHTHPOBAHUE KAXKIOTO IEMEHTa (hapMaIleBTUIECKON YCIyrH Ha OTACIbHYIO IUYHOCTD;

- OKa3aHMe KaueCTBEHHBIX (hapMalleBTUYECKUX YCIIYT;

- B3aMMOJECHCTBUE allTEYHOM M MEIMIIMHCKOM OpraHu3alfu, MOAPa3yMEBAIOIIEe B3aMMHOE
JoBepHe M KOH(HUIEHIMAIBbHOCTh BO BCEX BOMNPOCAX, OTHOCAIIMXCA K (hapmakoTepamnuw,
YKPEIIEHUIO 3J0pOBbS, IPOPUIAKTUKY 3a00JIeBaHN HACEJIEHUs U (papMaKOHA130pa;

- olecrieyeHHe MEpONPHUATUH IO CHCTEME 3aKYIOK JIEKapCTBEHHBIX CpPEACTB, W3JEIUN
MEIMIMHCKOTO HAa3HAuY€HUs, MEIUIUHCKOM TEXHMKHM M TOBAapOB AaNTEYHOI'O AacCOPTUMEHTA,
00HapYyXEHUIO u MPEJOTBPALICHUIO pacrpocTpaHeHus ¢banbenpupoBaHHON
(apMareBTH4YECKON MPOTYKIUH.

4.AocTpaTUBHBINA MaTepuaJ: Npe3eHTalus

S./Iuteparypa:

OcHoBHas:

1. PykoBonctBo «JlekapcTBeHHbIe cpenacTBa. Hamnmexamas npaktuka guctpuobionuny (CT-H
MO3YVY 42-5.0:2008).

2. PykoBoxctBa mno Haanexamel mnpakThke XpaHeHHMs (apMaleBTUYECKONH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnast OpraHu3aIus
3apaBooxpanenus. Lukn rexunueckux otueroB BO3, Ne 908, 2013.

3. Illybenkora E.B. TotansHOe ynpaBienue kadectBom: ydeOHoe mocooue / E.B. IllyOoenkoBa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Vcropust ynpaBieHus kauectBoM: yuyebHoe mocoOue / T.A. Canumosa,
H.III. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Aoyrumze 3.C. YmpapieHHe KauyeCTBOM M PEHMHXMHUPHHT OpraHuzanuu: ydel.mocodue /
3.C. Abyrunaze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JononHuTenpHas:

1. Apsicranos, XK. M. Ucropus ¢apmarun: yuedHoe nocodue / K. M.- Anmatsl :OBepo, 2016.
- 184 c.

2. Apsicranos, XK. M. Opranuzanus (apManeBTHUECKONW AeATeNbHOCTH: y4yebd. mocobue . -
Ammartsl :9Bepo, 2015. - 608 c.

3. VYmpasnenue u sKoHOMHKA papMmanuu: yueoHuk/moxa pea. M.A. Hapkesuua. — M.: TDOTAP-
Menua, 2017. — 928 c.

ONEKTPOHHBIE PECYPCHI:

1. Ilpuka3 u.o. Munucrpa 3apaBooxpanenusi Pecriyonuku Kazaxcran ot 4 ¢epans 2021 roaa
Ne KP ICM-15. «O6 yrBepxxaennu Haanexamux GpapmManeBTHYeCKUX MPaKTHK:

2. YMK]I pa3mernien Ha oOpa3zoBareapbHOM mopraie ukma.kz
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2 Ao

12.

13.

OnektpoHHas  Oubnuoreka  «KoHcynbranT — crygeHTa». Ccbulka Ui JOCTyHa:
http://www.studmedlib.ru, JIOT'WH ibragim123, ITAPOJIb Libukmal23
Caiit OubnmroTeuHO-uH(OOPMAIIMOHHOTO IIeHTpa akagemuu lib.ukma.kz
Menunateka FOKMA https://media.skma.edu.kz/
[udposas Oubmoreka «Aknurpress» www.aknurpress.kz MPOUJIUTE PETUCTPAIUI0 U
ykaxkute npoMmokos SDH-28
OKMA Penosuropuiii  http://lib.ukma.kz/repository/
Pecry0nmkanbIK:KOFaphIOKYOPBIHIAPBIapATBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOPMATUBTIK-KYKBIKThIKaKTLIepOa3acel https://zan.kz/ru
. «[Taparpad Meaununa» aknaparteikkyiecihttps://online.zakon.kz/Medicine/
. Kopexc Pecnybnuku Kazaxcran ot 7 mtons 2020 romaNe 360-VI «O 3mopoBbe Hapoaa u
CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHUAMU U JomnojaHeHusmu). I'n. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437
[Tpuxa3z Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran Noe KP JICM-305/2020 ot 21
nexadpst 2020 rona «O0 yTBEpKII€HUH HOMEHKJIATYPhI CIICIUATBHOCTEH U CIICHUATU3ai B
o0yacTu  31paBOOXpaHEHUS, HOMEHKIATyphl W KBaTU(UKALHUOHHBIX XapaKTEPUCTHUK
JOJKHOCTEH paOOTHHUKOB 3[IPAaBOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\VV2000021856
[Tpuka3 Mununctpa 3npaBooxpanenust Pecrryommkn Kazaxcran ot 17 centsiopst 2020 roma Ne
KP JICM-104/2020
06 yrBepxxaeHuu [IpaBuia onToBON U pO3HUYHOM peanu3aliy JIEKapCTBEHHBIX
CPEIICTB U METUIIMHCKHUX U3JICITUN.

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

6.KoHTpO/IbHBIE BONIPOCHI:

1. C xakoii nenpto paspaborana Hamrexamas anteunas npaktuka (Good Pharmacy Practice;
GPP) B PK?

2. llepeunciuTe TIaBHBIE HANpPaBICHUS HACTOAIIETO CTaHmapra Hamrexamas anrtedHas
paKTuKa?

3. KakoBbI 0OCHOBHBIE TPEOOBaHMS HAIJISKAIICH allTeIHON TPAKTUKN?

4. JlaiiTe omnpeneseHne MOHATHIO «HaJUIeXkallee MpeJoCcTaBlIeHne papMaleBTHIECKUX YCIIyT».
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Jlexnusa Ne 7
1.Tema: Haanmexanias mpakTuka XxpaHeHus (hapMareBTHIeckoi mpoaykiuu. PykoBoacteo GSP.

2.10ean: Jlate oOydarommmcs MoHATHS 0 Hamnmexaniei npakTuke XpaHeHus GapMarieBTHIeCKOn
OPOAYKIIHUH.

3.Te3ucel Jekuum:

XpaHeHHe M TPAHCHOPTHPOBKA (papMaleBTUUECKMX MaTEepHaIoB M MPOAYKLHUUA HMEEeT
MECTO Ha BCEX JTamax OOpallleHUs, U B ITUX ONEpAlMsIX 3aJCHCTBOBAHBI NMPAKTUYECKUA BCE
y4acTHUKHU (DapMaIleBTHUECKOTO PhIHKA.

OTO MOCHeAHUN U3 MPUHATHIX HAa MEXIYyHApOJHOM YpOBHE craHmapToB cemeiictBa GXP,
KOTOPBI TECHO CBsI3aH C JAPYTUMHU CTaHAapTaMH 3TOTO CeMEeWcTBa, B mepByro ouepens ¢ GDP,
3aCITy’)KEHHO TPHBJICKAIOIIMMUA K ce0¢ BHHMAHHE MHOTHX CHCIHAIUCTOB (hapMarneBTUICCKON
orpaciu. XpaHeHHe — TMEpHOJ XpaHeHHs (apMaleBTUYECKOW MPOIYKIUU A0 MOMEHTa €e
UCIIOJIb30BaHMs. XpaHEHUE W TPAHCIIOPTHPOBKA (hapMalEBTUYECKUX MATSPHAIIOB M MPOTYKIIUU
MMeEeT MECTO Ha BCEX ATamax oOpallleHus], U B 3TUX ONEPALUAX 3aJeiCTBOBAHbI MPAKTHUYECKU BCE
yYacTHUKHA (apMaleBTUYECKOTO pPHIHKA. [loATOMY HeENb3s ¢ YBEPEHHOCTBIO TOBOPHUTH O
KauecTBe, OezomacHoctu u dPdexktuBHOCTH JIC, HEe HMes HAIMOHAJIBHOTO HIIM XOTA ObI
BHyTpU(UpMEeHHOTO cTaHmapra xpaneHus JIC, coorBercTByromero Hopmam GSP, u He
coOroiast ero Ha IPaKTHKE.

PykoBojacTBO MO Haanmexamied NpaKTHKE XpaHeHHs (apMaleBTUYeCKOW MPOIyKIIUU
(Guidetogoodstoragepracticesforpharmaceuticals — GSP) mnoarorosieno BO3 B TecHOoM
coTpynHudectBe ¢ MexayHapoaHoit dapmaneBtuueckoil denepanueit (FIP). Tekct mpunsar
OxkcnepTHeIM komuTreToM BO3 mo cnenudukanusM ¢papmaiieBTUUECKUX MpernaparoB Ha 34-ii
3aceMaHnu (MK TexHuYecknx oTaeToB BO3, Ne 908, 2003).

PykoBonctBo GSP mpennasHadueHO i BceX pPaOOTHUKOB, MMEIOIIMX OTHOIICHHE K

XPaHEHUIO, TPAHCIOPTUPOBKE U  PACIPOCTpPaHEHHIO (HapMaleBTUYECKON TMPOAYKIHH H
MPUMEHUMO K MPOU3BOIAUTENSIM, UMIIOpTepaM 1 ToctaBiukam JIC, onToBsIM (upMaM, antTexkam
1 OOJbHUILIAM.
GSP npencrapiser co00l TONMOJHEHUE K BBINICYKA3aHHBIM JJOKYMEHTAM H COJICPIKUT OMUCAHUE
CHEIHUABHBIX Mep, HEOOXOAMMBIX s MPaBWJIBHOTO XpaHEHUS U TPAHCIOPTUPOBKHU
(dbapmareBTUUeCKOW MPOAYKIMH. OTH MEpPbl NPU HEOOXOJMMOCTH MOXKHO aJalTUpPOBATh K
KOHKPETHOW CUTYaIlUU MPU YCIOBUH COOIIOICHUS BCEX CTAaHAAPTOB KauecTBa.

Ilepconan

Ha mo0Oom ydacTke XpaHeHHs (Hampumep, y MPOU3BOAMTENS, TUCTPUOBIOTOpPA, OMTOBHKA,
B aliTeKe WM OOJIbHUIIE) OJDKHO OBITh JOCTaTOYHOE KOJHMYECTBO KBaTU(UIIMPOBAHHOTO
nepcoHana, 4YTOOBl OOECIEeYuTh COXpaHEHHE KadecTBa (apMaleBTUYECKOW MPOMYKIIUU.
Kpanudukamus nepcoHnana J0HKHa COOTBETCTBOBATh IOCY/IAPCTBEHHBIM HOPMaM.

[lepconan AomKeH TMPOWUTH OOy4YeHHE HajJIekalleld MPaKTHKE XPaHEHHS, 3aKOHOJAATEIbCTBY,
MpoIeypaM U MepaM 0€301TacCHOCTH.

CoTpyAHMKH JOJDKHBI TIPONTH CHENHalbHOE OO0y4YeHHe | COONIOAaTh CTAaHAAPTHI JUYHON
TUTHCHBI U CAHUTAPHUH.
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X/
L X4

*0

X/
L X4

CoTpynHukH, paboTaroliyde B 30HE XPAaHEHMs, JOJDKHbI HOCUTh 3alIUTHYIO WIH padbodyro
0JIeX/1y, COOTBETCTBYIOIIYIO BBIIIOJIHAEMOH padoTe.
JlokyMeHTanus: NMCbMeHHble HHCTPYKIUH H 0TYeThl

1. Cnemyer XpaHWTh MHCbMEHHBIE HMHCTPYKIMH, a TAK)KE OTYETHI 000 BCEH NEATEILHOCTH
B IIOMEILEHUAX JUIsl XPaHEHUs POIYKIMH, BKIIFOYast paboTy € MIPOAYKTAMM C UCTEKIIUM CPOKOM
TFOJHOCTU. OTH MHCTPYKIMM M OTYETHI JOJDKHBI SICHO OIMCHIBaTh IPOLEAYPHl XpaHEHUs
U OTpaXkaTb IEepeMELICHUs MaTepuasioB, (apMaleBTUUYECKUX HPOAYKTOB U MH(OpMauu
B IIpeeiax OpraHU3allK Ha CIydail BO3HUKHOBEHHUSI HEOOXOJUMOCTH OT3bIBA MPOTYKTA.

2. Jlng KaXkAoro Xpassullerocs MaTepuaja WIM MPOAYKTa HEOOXOAMMO UMETh MOCTOSIHHYIO
UH(OPMALIKIO, B TUCBMEHHOM WJIH 3JICKTPOHHOM BHJIE, C YKa3aHUEM YCIOBUH XpaHEHUs, KaKuX-
a100 NPeAOCTOPOKHOCTEN WU JAaT MOBTOPHOIO TecTUpoBaHMs. Bcerma ciemyer cobmronarsb
TpeOoBanus @apmakoneu U JeHCTBYIONIEr0 3aKOHO1ATEIbCTBA.

3. Caenyer XpaHUTh OTYETHI O KaXKIOM IOJIYYEHUHU TOBapa. DTH OTUYETHI JIOJKHBI CO/AEPKATh
ONMCAaHHWE TOBAapa, JAHHBIE O KAYeCTBE, KOJIMYECTBE MU IOCTABIIMKE, HOMEp MapTUH,
IPUCBOCHHBIM MOCTABILUMKOM, ATy MOJyYeHHs, HOMEpP MapTHH, MPUCBOCHHBIN MPH MOJYyYECHHUH,
U IaTy UCTEUEHHUs cpoka rogHocTu. Eciiv HalMoOHaIbHOE 3aKOHOAATEILCTBO MPEANHCHIBAET
XpaHUTh 3Ty HMH(OPMAILMIO B TEYEHUE OIPEICICHHOIO Iepuoja, CieAyeT CoOJJaTh 3TO
npeanucanue. (B mpoTuBHOM citydae 3Ty MH()OPMAIUIO CIEAyeT XPAHWUThH €IIe OAWH TOA TI0
HCTEYEHNUHU CPOKa FOJJHOCTH MOJIy4YCHHBIX MaTepHaIOB UM IIPOAYKTOB).

4. Crnemyer BECTH 3alMCh MaTepUAIOB U (apMaIeBTHYECKHX IPOAYKTOB IPH IMOTyYCHUU
U OTIpPAaBKe; 3alMCH MPOU3BOIATCS MO clHeUu(UUIEeCKOMY IMPHU3HAKY, HANpUMEp IO HOMEpY
HapTUH.

MapkupoBKa U KOHTeiiHepbl

1. Matepuansl u papMaleBTHUECKHUE MNPOAYKTHl JOJDKHBI XPAaHUTHhCS B KOHTEHHepax, He
BIUSIOUIMX Ha KauyecTBO NPOAYKIMU U IPU ATOM OOECHEUMBAIOIIMX HAJEKHYIO 3alllUTy OT
BHEIIIHUX BO3JIEHCTBUI, B YACTHOCTH U OT OaKTEPHAILHOTO 3apPaXKEHHUS.

2. KoHreliHepb! AOKHBI ObITh aKKypaTHO MapKHpOBaHbI: HEOOXOAMMO yKa3aTh, MO KpaiiHeil
Mepe, Ha3BaHUE MaTepuaiga, HOMEP MapTUH, CPOK TOJHOCTHM WIM JaTy IOBTOPHOIO
TECTUPOBAHUS, YCJIOBHS XpaHEHUs W CChUIKY Ha apmakornero (rae Heobdxomumo). Cremyer
UCIOJIb30BaTh TOJIBKO OOIIENPUHATHIC COKPALLICHHSI, HANMEHOBAHUS WJIN KOJIBI.

4.Ai110cTpAaTUBHBINA MaTepHaJI: IPEe3CHTALUs

S.JIuteparypa:

OcHoBHas:

1. PykoBonctBo «JlekapcTBeHHbIe cpeacTBa. Haanexxamas npaktuka guctpuObsronun» (CT-H
MO3YVY 42-5.0:2008).

2. PyxoBoxctBa mno Haanexameld mnpakTHke XpaHeHHUs (apMaleBTUYECKOH MPOAYKIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIHs
3npaBooxpaneHus. Llukn rexanueckux oryetoB BO3, Ne 908, 2013.

3. lllybenkora E.B. ToransHOe ymnpaBieHnue kadectBoM: ydeOHoe mocooue / E.B. Illy6enkosa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Vcropus ynpaBineHusi kauectBoM: yuyeOHoe mocobue / T.A. Canumosa,
H.III. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.
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5. A6yrumze 3.C. YmpaBiieHHE KauyeCTBOM M PEHUHKXKHHUPHHI OpraHU3alMH: ydel.nmocodue /
3.C. Abyrunze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlonoHUTEIbHAS

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

2. Apsicranos, XK. M. Opranuzanus (apManeBTHUECKONW NEATENBHOCTH: yuyed. mocodue . -
Aunmartsl :9Bepo, 2015. - 608 c.

3. Ympanenue u 3xoHOMUKa papmaruu: yueoHuk/moxa pea. M.A. Hapkesuya. — M.: TDOTAP-

Memua, 2017. — 928 c.

ONEKTPOHHBIE PECYPCHI:

1.

2.
3.

o gk

RBRoow N

12.

13.

[Tpuka3 u.0. Munuctpa 3apaBooxpanenusi Pecriyonuku Kazaxcran ot 4 ¢epansa 2021 rona
Ne KP ICM-15. «O6 yrBepxxaennu Hannexxamumx GpapManeBTHIECKUX MPAKTHK:
VMK]I pa3meriieH Ha o6pa3oBaTeabHOM moptajie ukma.kz
OnexTpoHHass  Oubmuoreka  «KoncynsranT — crygeHTta». Cebulka  JUisi  JOCTyHa:
http://www.studmedlib.ru, JIOI'MH ibragim123, [TAPOJIb Libukmal23
Caiit 6ubOHOTeYHO-NH(DOPMAITMOHHOTO IIeHTpa akaaeMuu lib.ukma.kz
Menuareka OKMA https://media.skma.edu.kz/
[MudpoBas Oubmmoreka «Aknurpress»y www.aknurpress.kz MPOUJINTE PETUCTPALUI0 U
ykaxwurte npomokoa SDH-28
OKMA Penosutopuiii  http://lib.ukma.kz/repository/
Pecny0nuKanbIK:KOFapblOKyOpbIHAapblapaIbIKdIEKTPOHbIKKITanXaHa http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTBIKaKTiIepOasacer https://zan.kz/ru
. «[Taparpad Meaununa» aknaparteikkyiecihttps://online.zakon.kz/Medicine/
. Kogexc Pecnyonuku Kazaxcran ot 7 utonst 2020 romaNe 360-VI «O 3mopoBbe Hapoaa u
CHUCTEME 3/IpaBOOXpaHEHHUs» (C MU3MEHEHWsMHU W AomnojHeHusimu). ['nm. 2, cr. 10; 1. 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437
ITpuka3 Munuctpa 3apaBooxpanenus Pecnyonnku Kasaxcran Ne KP JICM-305/2020 ot 21
nexabpst 2020 rona «O06 yTBEpKI€HUH HOMEHKJIATYPHI CIEIUATFHOCTEH U CIIeIIUaIu3aliii B
obnacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaTU(PUKAIHUOHHBIX XapaKTEPHUCTUK
JOJIKHOCTEN paOOTHUKOB 3/IpaBOOXPAaHEHUS.
https://adilet.zan.kz/rus/docs/\VV2000021856
[Tpuxa3z Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 17 cents0ps 2020 rona Ne
KP JICM-104/2020
06 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHON peain3aluy JIEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIEIUH.
https://adilet.zan.kz/rus/docs/\VV2000021229#7129

6.KoHTpO/IbHBIEC BONIPOCHI:

1.]latb ompeneneHue MOHATHIO «XpaHeHHe (hapMaleBTHYECKOH MTPOTyKIIUNY.

2.J1ns1 KaKuX CHeNHaIncTOB B cepe GpapMaiuy mpeaHasHadeHo pykoBoactso GSP?
3.Ilepeunciure TpedoBanus K «llepconamy».

4.

HpI/IHHI/IHBI XpaHCHUA <<JIOKYMCHT3HI/II/II IMUCbMCHHBIC NMHCTPYKIIUU U OTYETHI».
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Jlekuusa Ne 8

1.Tema: TpeOGoBaHus K MOMEUICHUAM U 000PYIOBaHUIO (PapMACBTHUSCKUX OPTaHU3AIUN s
xpanenus JIC u MU.

2.leab: Jlath oOydwaromMMcs MOHATUS O TPeOOBaHMSIX K MOMEUICHHSIM U 00OpYIOBAaHUIO
dapmarieBTHYeCKUX opranu3anuii ams xpanenus JIC u MU.

3.Te3ucel Jeknum:

CaHuTapHO-3MUIEMHOJIOTHYECKHE TPEOOBAaHUS K TOMELICHUIM U 000pYyJOBaHUIO OOBEKTOB
B cdepe oOpamieHus JEKAPCTBEHHBIX CPEACTB, HU3ICIUN MEIUIIMHCKOTO Ha3HAYCHUS U
MEIMIUHCKON TEXHUKH. cepe oOpallleHus JEKapCTBEHHBIX CPEACTB, M3JEIUNA MeIUIMHCKOro
HA3HAYeHUs] U MEJULIMHCKOM TEXHUKH.

[Tomenienne AOMKHO OBITH JOCTATOYHO HMPOCTOPHBIM, YTOOBI OOECIEUUTH YIOPSIOYEHHOE
XpaHEHUE pa3IMYHBIX KaTeropuil MaTepuajoB M MPOAYKTOB, a HMEHHO: MCXOJIHBIX U
YIaKOBOYHBIX MaTEpHAJIOB, MIPOMEKYTOUHBIX MPOAYKTOB, TOTOBOM HPOAYKIMH, MPOJYKTOB Ha
KapaHTHHE, a TaKke 3a0paKoBaHHOW, BO3BPAILIEHHON ¥ OTO3BAaHHOMN MPOAYKLIUH.

[Tomemenue Ui XpaHEHUs  NPOAYKLUHMU  JOJKHO  OBITh  CIIPOEKTUPOBAHO WM
nepeodopyJOoBaHO TakK, YTOOBl OOecleuuBaTh YIOBJIETBOPUTENbHbIE YCIOBUS XpaHeHus. B
YaCTHOCTH, TOMEIICHHE JIOKHO OBITh YHCTBIM, CYXHM, C NpHEMIIEMOH TemiiepaTypoi. Ecim
HEOOXO/IMMBI CIEeLUAIbHBIE YCIOBUS XpaHeHHs (HampuMep, TeMIleparypa UM OTHOCHUTENIbHAs
BJIQXKHOCTb), 3THU YCJOBHS CJEIyeT OOECHeunTh, NEPUOJUYECKH IPOBEPSITh, CIEIUTH 3a
napameTpamMM M (UKCHpPOBaTh UX. Marepuansl U (apMaleBTHUECKUE TPOAYKTHI HE JOJKHBI
XPaHUTBCSA Ha MOJy, @ BOKPYT HHMX JIOJDKHO OBITh JIOCTATOYHO MEcTa JJisl YOOPKHM U OCMOTpA.
[ToaoHBI AOKHBI OBITH B XOPOILIEM COCTOSTHUM U YUCTHIMH.

[Tomenienue 11 XpaHEHUsI POAYKLUHU TOJIKHO ObITh YHCTBIM, HEJIb3sl IOMYCKATh CKOTJICHUS
Mycopa WM TNOSIBICHHS BpeauTenedl M mnapasutoB. Crenyer cOCTaBUTh M TNHCbMEHHO
3aUKCHPOBATh MPOrpaMMy MEPOINPHUSATHI 1O CAHUTAPHOMY KOHTPOJIO, Tae OyayT yKa3aHbl
HNEPUOJIMYHOCTh U METOJbl YOOpKM MOMEUICHHUS; MPOrpaMMy NEe3UHCEKIMH U JepaTH3alHu.
CpenctBa mJi AE€3MHCEKIUU U Je€paTH3alUU JIOJKHBI ObITh O€30MacHBIMH, HCKIIIOYATh PHUCK
3arps3HEHUsl  MarepuajoB U (apmaneBTHUecKux MnponaykroB. Cremyer paspaloraTh
CIHelMalIbHbIe IPOLEAYpPbl M0 YOOpKE pPa3JIUThIX WM PACCHIIaHHBIX MEAMKAMEHTOB C IEJIbIO
IIOJIHOTO YCTPAaHEHUS U MPEAOTBPAILEHUS 3arPSI3HEHUS IPYTUX TPOLYKTOB.

OTcekn MOrpy3KH M pasrpy3KH JIOJDKHBI 3alllMIIaTh MaTepHalbl U MNPOIYKTbl OT TOTOJHBIX
Bo3zaelcTBUil. [loMenienue, rae MpoOU3BOANUTCS MPUEM TOBapa, JOHKHO OBITH 000PYIOBAHO TakK,
YTOOBI KOHTEMHEPH! C MOJYyYEHHBIMU MaTepuallaMid M IpernaparaMy B ciydae HEOOXOIUMOCTU
MOYKHO OBUIO MOYMCTHUTD NIepel OTIIPABKON Ha XpaHEHHUE.

[Tomewienue, B KOTOPOM IpenapaThl XpaHATCS Ha KapaHTHHE, JOJKHO OBITh YETKO 0003HAUYEHO
U JTOCTYI B HErO JOJDKEH OBbITh OrpaHUYEH U pa3pelleH TOJIbKO YIOJHOMOYEHHOMY IEepCOHATY.
Jltobas cucrema, 3aMmeHstonias (pU3MUECKYIO0 H3OJSIMIO, JOJKHA OOecreynBaTh aJIeKBaTHYIO
3amuTy. Hanpumep, MOKHO HCIIONB30BaTh KOMIIBIOTEPU3UPOBAHHYIO CHUCTEMY, IIPH YCIIOBUH,
YTO OHA MPU3HAHA HA/IEKHOW B OTPAaHUYEHUU JOCTYIA.
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Jns orbopa nmpoO HCXOMHBIX MATEPUATIOB JIOJKHO ObITh OTBEACHO OTAEIHHOE MOMEIIEHUE C
COOTBETCTBYIOIIUMH KOHTPOJIMPYEMBIMHU ycioBUusMH. Ecmu or6op mpoO mnpousBoauTcs B
MOMEILEHUN JUIS XpaHEHHs] MNPOAYKLIHMH, HEOOXOAMMO I[103a00TUTHCS O MpPeIOoTBPALICHUN
3arpsA3HEHUs] WIM TEpPEeKpecTHOl KoHTamuHauuu. Cremyer pa3paboTaTbh COOTBETCTBYIOIIHME
MIPOIIEYPHI IO YOOPKE MOMEIIESHHUS 711 0TO0pa mpoo.
Jns xpaHeHus: 3a0pakoOBaHHOM, BO3BpAIllEHHOH, OTO3BAHHOM M MHPOCPOUCHHOH MPOIYKIIMU
JIOJKHA OBbITh OTBEJCHA OTAENbHAs TEPPUTOPUS, H30JIMPOBaHHAA (PUIUUECKH WU JAPYrUM
HA/ICKHBIM OKBHBAJICHTHBIM CIOCOOOM (Hampumep, 3JEKTPOHHbIM). Takue NUpOAYKTH U
MaTepuaibl, a TAKKE MECTa UX XPAHEHHUsI TOJKHBI OBITh YETKO 0003HAUYEHBI.
BbIcOKOAKTUBHBIE U PAIMOAKTUBHBIE MAaTEpUasIbl, HAPKOTUUYECKUE CPEICTBA U JIPYrHe ONacHbIE
MaTepuaibl U (apMaleBTHUECKHUE MPOIYKTHI, a TaKKe MM0XKapo- M B3PHIBOOIACHBIC BEIECTBA
(HarpuMmep, JErKOBOCIUIAMEHSIOIMECS KUJAKOCTU U TBEPJbIE BEIIECTBA, ra3bl MOJ JaBICHUEM)
JOJKHBI XPAaHUTHCS B CIIELUATBHO OTBEICHHBIX MECTaX, 000pYAOBAHHBIX TOMOIHHUTEIHLHBIMU
cpeacTBaMu 0€30IaCHOCTH U OXPaHBbI.
C matepuanamu U QapMaleBTUYECKUMHU MPOIYKTaMH cjienyeT oOpamiarbcs B COOTBETCTBUU C
npuHnunamu Hajnexaieit mpousBoctBeHHoi npaktuku (GMP).

Martepuansl u ¢dapMaleBTUYECKUE MPOIYKTHI CIEAYET XPaHUTh TakK, YTOObI HE NOMYCTHTh
3arpsi3HEHUs, CMEIIMBAaHUS U IEPEKPECTHON KOHTAMHUHALIUU.

Matepuansl U ¢dapMmaleBTHUYECKUE MPOAYKTHl JOJDKHBI XPAHUThCS B YCIOBHSIX,
o0ecreunBarIINX COXpAaHCHHE KadecTBa, a WX 3amac JOJDKEH IOCTOSHHO OOHOBIATHCSA. B
NEPBYI0 OYepenp claeayeT W30aBIAThCS OT MPOAYKIHU, Y KOTOPOHl MCTEKaeT CPOK TOAHOCTH
(mpunnmn «firstexpired/firstouty (FEFO)).

CanurtapHo-3nuaeMuoIornyeckue Tpe0OBaHMA K MOMEIIEHHMSIM M 000pPyI10BaHHUIO
00bexkTOB B cdepe oOpameHHs JIEKAPCTBEHHBIX CPEACTB, H3ACJMH MeINIHHCKOIrO0
Ha3HAYeHHUs] U MeAMIUHCKOI TeXHUKHU

BHyTpeHHsIsI 0THIe/IKa MPOM3BOJICTBEHHBIX MOMEIIEHUH U MOMEIEeHUH XpaHeHus (BHYTpEHHUE
MOBEPXHOCTU CTEH, IIOTOJIKOB, MTOJIOB) OOBEKTOB B cdepe oOpalleHus JeKapCTBEHHBIX CPEJICTB,
W3JIENMA MEJUIIMHCKOTO Ha3HAYEHUS U MEIMLUHCKON TEXHUKHU, OTIEJIKA IOMEIIECHNUN TPUEMKHU
U O0CITYXKUBaHMs HaceJeHUsl (BHYTPEHHUE MOBEPXHOCTH CTEH, IMOJIOB) JOKHA OBITh TIJIAJIKOM,
CBETJIBIX TOHOB M JIOIYCKaTh IHPOBEAECHUE BIAKHOW YOOPKH C HCHOJb30BAHUEM MOIOIIUX U
Je3NH(PUIMPYIOINX CPEACTB, pa3pellieHHbIX K MpuMeHeHuto B Pecyonnke KazaxcraH.
Ob6opynoBanue, MebeIb, HHBEHTAPh JOJDKHBI UMETh T'MTMEHUYECKOE MOKPBITHE, BBINOJIHEHHOEe
U3 MaTepHUajIoB, YCTOMYMBBIX K MOIOIINUM U JA€3UHPUIUPYIOIIUM CPEICTBAM.
[Tpon3BoCTBEHHbIE TMOMENIEHUSI OOBEKTOB B cdepe oOpalleHus JIEKAPCTBEHHBIX CPEICTB,
U3JIeMA  MEOUIMHCKOTO0 Ha3HAYeHUs M MEIUIMHCKON TEXHHKH, IPOU3BOACTBEHHOE
00opy10BaHUE, IPOU3BOJICTBEHHAs: MeOEb MO/IBEPTaloTCs BIAXKHOW yOOpKe ¢ HCHOJIb30BaHUEM
MOIOIIMX W Je3UH(DUUUPYIOLINX CPEICTB, pPa3pelIeHHBIX K NpuUMeHeHHI0 B PecnyOnnke
KazaxcTtaH B COOTBETCTBUH C NPHJIOKeHHeM 1 K HACTOAIIMM CAHUTAPHBIM MPABUIIAM.

CocraB n miomaaun OOBEKTOB B cdepe oOpaimieHus JIEKapCTBEHHBIX CPEACTB, W3S
MEAMIMHCKOTO HAa3HAYEHUs W MEJUIMHCKOM TEXHUKU OIPENENSAIOTCS B COOTBETCTBUU C
NnpuIoxKeHueM 2 Kk HacTosimuM CaHUTapHBIM MPABUIIAM.

B nomeneHnsx acenTHYeCKOro KOMILJIEKCa COOM0AAeTCs ClIeAYIOIas MOTOYHOCTh: MOEUHAs
- CTepWIM3allUOHHAs TOCYAbl - AaCCUCTEHTCKas (AJI1 HW3TOTOBJIEHUS HHBEKIIMOHHBIX
JIEKapCTBEHHBIX (POpM, TIA3HBIX Kamelb M JEKapCTBEHHBIX (OpM IS HOBOPOXKIEHHBIX) -
¢dacoBoyHast €O NUIIO30M - 3aKaToO4yHas - CTEpPWIM3AlMOHHAs JIEKapCTBEHHBIX (HOpPM.
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Jomnyckaercs CBA3b ITUX IOMELICHUH NEPEAATOYHBIMU OKHAMU, IIOCPEACTBOM JBepH. CBA3b C
ACCHCTEHTCKON KOMHATOM TPH M3TOTOBJICHHHM MHBEKIIMOHHBIX JIEKAPCTBEHHBIX (POPM, TIIa3HBIX
Kaleslb U JIEKapCTBEHHBIX ()OpM JAJIsi HOBOPOXKJEHHBIX OCYILECTBISETCS 4epe3 IMepelaTouHoe
OKHO.

B nomemeHuax Ui XpaHEHHs CTEPWIBHBIX MAaTE€pPHAIOB, U3TOTOBJICHUS JIEKAPCTBCHHBIX
dopM B acenTHUECKUX YCIOBUSAX MPEIYCMATPUBAETCS CKpBITas MPOKJIaaka TpyOOIpOBOAOB U
apMaTyphbl.

4. A1I0CTpaTUBHBIN MaTepUaJI: IPE3CHTAIUSA

S./Iuteparypa:

OcHoBHas:

1. PykoBoxctBo «JlekapcTBenHble cpenacTBa. Hamnmexamas npakrtuka guctpuodbionun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mo Hamnexamedd mnpakTuke xpaHeHUs ¢HapMaleBTUYECKON MPOIYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHH3aIus
3npaBooxpaHeHus. [{ukn rexuuyeckux orueroB BO3, Ne 908, 2013.

3. llybenkora E.B. ToransHOe ynpaBienue kadectBom: yueOnoe nocodue / E.B. IllyGenkona.
- M.: 3K3AMEH, 2015. - 256 c.

4. Camumosa, T.A. Hcropus ynpaeneHus kadecTBoMm: yueOHoe mocodbue / T.A. Camumosa,
H.II. Baronkuna. — M. : KHOPYC, 2015. — 256 c.

5. Aoyrumze 3.C. YmpaBicHHe Ka4yeCTBOM WM PEHHXHHUPHHT OpraHW3anuu: ydeO.mocoowe /
3.C. A6yrunze, JI.H. Anekcanaposckas, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

JlononHutenbHas:

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

2. Apsicranos, JK. M. Opranuzamus (apMareBTHUECKONW NeATENFHOCTH: yded. mocobue . -
Anmartsl :9Bepo, 2015. - 608 c.

3. Vmpasnenue u 3koHOMHUKA papmaruu: yaeoHuk/moxa pea. M.A. Hapkesnya. — M.: TDOTAP-
Memma, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1. Tlpuka3 u.o. Munuctpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 4 ¢espans 2021 roga
No KP JICM-15. «O6 yrBepxkaenun Hannexamux hapManeBTHUECKUX MPAKTHKY:

2. YMK]I pa3merieH Ha oOpa3zoBatenapHOM mopTaie ukma.kz

3. Dnexrtponnas  OubOnmmoreka  «KoHcymbrant — cTymeHta». Ccpuika  uis  AOCTyna:
http://www.studmedlib.ru, JIOI'MH ibragim123, ITAPOJIb Libukmal23

4. Caiit OubnmoTeyHO-MHPOPMAIIMOHHOTO LIeHTpa akagemud lib.ukma.kz

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

6. Iludposas OmbOmmoTeka «Aknurpressy www.aknurpress.kz MPOMJIUTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

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

8. PecnyOnuKanbIKKOFapblOKyOpPbIHIAapblapalIbIK IEKTPOHAbIKKITanxaHa http://rmebrk.kz/

9. «3aH» HOPMATHBTIK-KYKBIKTBIKaKTiIepOa3acs https://zan.kz/ru

10. «ITaparpad Menuuuna» aknaparteikkyiecihttps://online.zakon.kz/Medicine/
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11. Konekc Pecnyosuku Kazaxcran ot 7 utons 2020 rogaNe 360-VI «O 3mopoBbe Hapona u
CHUCTEME 3/IpaBOOXpaHEHHUs» (C M3MEHEHUs MU W AomnojHeHusimu). ['nm. 2, cr. 10; r. 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437

12. Tlpukaz Munuctpa 3apaBooxpaneHust Pecyonuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexadps 2020 roga «O0 yTBepKICHUH HOMEHKIIATYPBI CIISIUAIIBHOCTEH U CHeIHATN3aluil B
o0nacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaJU(UKALMOHHBIX XapaKTEPUCTHUK
JOJIKHOCTEN paOOTHHUKOB 3/IPABOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\V2000021856

13. Ilpuka3 Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsops 2020 romga Ne
KP JICM-104/2020
06 yrBepxxaeHuu IpaBuia onToBON U pO3ZHUYHOMN peann3aluy JIEKApCTBEHHBIX

CPEACTB U MEAUIIUHCKUX W3,
https://adilet.zan.kz/rus/docs/\V20000212294z129

6.KoHTpo1bHBIE BONPOCHI:

1.KakoBbl CaHHTAPHO-IMUJIEMHUOJIOTHYECKUE TPeOOBaHUS K IMOMEHICHUSM U O00OPYJIOBAHHIO
00BEKTOB B chepe oOpalieHus JIeKapCTBEHHBIX CPEIICTB.

2. Kak xpaHHTBCS 3a0pakoBaHHAs, BO3BpAIllCHHAs, OTO3BaHHAs W IMPOCPOUYCHHAS
(dapmarneBTryecKast MPOLYKIIHS?

3. Ot Kako# (apmMaleBTUUECKOM MPOAYKIIUH ClIeyeT N30aBIATHCS B MEPBYIO ouepeb (IPUHIUI
«firstexpired/firstouty (FEFO))?

4. B yeM 3aKiroyaeTcs IMPUHOUIT TIOTOYHOCTHUB MOMEIICHHUAX aCCIITHICCKOIO KoMIuiekca?
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Jleknusa Ne 9

1.Tema: ®apmaxkonamzop B PK, danbcudukanust J1ekapcTBEHHBIX CpPEACTB: HACTOALICEC H
Oymyiee.

2.1lean: Jlath oOyuatommmcs moHsTHs 0 (apmakoHam3ope B PK wu  danscudukanuum
JICKapCTBEHHBIX CPEJICTB.

3.Te3ucel Jeknum:

®apMaKoHaA30p — 3TO HAyYHO-IPAKTUUECKasl JeSTEeIbHOCTb, CBA3aHHAS C BBIBICHHUEM,
OLICHKOM, aHaJM30M U [pPO(QUIAKTUKON HEXEJaTelbHbIX SBICHUM IpU IPUMEHEHUU
JIEKapCTBEHHBIX CPE/CTB.

Cnenyer ormeruth, uro Cucrema ¢apMakoHaa30pa BO3HUKIA TakXe cpaszy Ioclie
TaTUIOMHIHON KaTacTpodsl (TATUAOMHUIHON SMOPHOIIATHH).

B 5310 xe Bpems BcemupHas opraHuzanus 3IpaBOOXpPaHEHHS HWHHUIMHPOBAa
MEXYHApOAHYIO IporpaMMmy IO 0€30MacHOCTH JeKapcTB, a B 1967 roay Oblia npuHsTa
pe3ourorus BeemupHoit AccamOiten 3paBoOXpaHeHUs, MOJIOKHUBIICH HAYATI0 MEXTYyHAPOIHON
cucreMe MOHMTOpUHra Oe3zomacHoctu JjekapctB. Cerogus ®apmakonaasop (®H) — sto
rocy/apcTBeHHasl cucTtemMa cOopa M Hay4HOM OLEHKHM MH(OpMalMM O MOOOYHBIX peaklUsiX Ha
JIEKapCTBEHHbIE CpEJICTBA IpPU HUX MEIUIUHCKOM NPUMEHEHHUU C LEIbl0 MPUHATHUSA
COOTBETCTBYIOIIUX PErYIATOPHBIX MEP IO UX NMPEAYIPEKICHUIO.

dapMakoHaA30p JOJKEH OCYLIECTBISTHCS BO BCe MEPHOAbI KU3HEHHOI0 NHMKJIA
JIeKapcTBa — OT pPa3pabOoTKU MOJEKYJbl, JOKIMHUYECKMX U KIMHUYECKUX HCCIeI0BaHUN
(mpeaperucTpaMoHHbIN IepHo) U INIaBHOE B Mepuo nocie perucrpanuu JIC.

JloroBop o cOTpyJHHMYECTBE B 00JaCTH rapMoHH3alMu ['ocynapcTBeHHON (apMakonen
Pecniyonmuku Kazaxcran ¢ bputanckoit papmakorneeii.

3aKiro4eH MEXIy ATEHTCTBOM II0  PETYJIHMPOBAaHUIO JIEKAPCTBEHHBIX CPEJCTB
Benukobputanun u MunucrepctBoM 3apaBooxpaHenust Pecmyonuku Kazaxcran B mune PITI
«HauuoHabHBI LIEHTP 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB, W3ACIUNA MEAULIMHCKOIO
Ha3HA4YCHHs U MeIUIMHCKOM TexHukm» 08 anpens 2014 roga B Jlongone.

B Kazaxcrane B Hacrosiiee BpeMs INPOUCXOJUT TapMOHHM3ALMs 3aKOHOJATENIbCTBA C
HA/IJISKAIIUMHU TIPAKTUKaMU (papManeBTU4IecKoro phiHKa (mokymeHTsl rpymnmbl GXP) npyrux
CTpaH B 00IIEM U, B YaCTHOCTH, ¢ [IpaBuiamMu opraHu3anuy Nporu3BOCTBAa U KOHTPOJIS KayecTBa
JIC (GMP).

Crannaptel GMP sBnsitoTCst KpaeyrojibHbBIM KaMHEM JUIs BCEro (hapMareBTHUYECKOTro
peiaka. CoOmonenue mupuHnunmoB GMP Ha ¢apmaneBTHYECKOM TPOU3BOJICTBE  SIBIISCTCS
rapaHTOM KauecTBa U 0€30MacHOCTH MPUMEHEHHUS JIEKAPCTBEHHBIX MpenapaTos.

Henocrarkom BHeapenus nmpuaimmnoB rpynusl GXP B Kazaxcrane siBisieTcsi OTCyTCTBHE
cucteMHOCTH. B crpane He pa3paboTanbl Hamiexaummm obpazom npuHuunsl GLP, GCP u
OpYTUX MpPaKTHK, YTO HE IO3BOJISIET HAJEKHO OOECHeunTh O€30MacCHOCTh MAIlMeHTOB MpH
MEAMLIMHCKOM IPUMEHEHNH JIEKAPCTBEHHBIX CPEJCTB.
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EBponeiickass cucrema ¢apmMakoHaa30pa - 5TO MOIIHBIM OTJIaXEHHBIA MEXaHU3M.
bnaromapss OTKPBITOCTM M JAOCTYHHOCTH HWHPOPMALMU O JEATETBHOCTH —EBPOIEHCKUX
opranusanuii no ¢papmMakoHaa30py UMEETCS BOZMOKHOCTh UCIIOJIB30BATh UX OIbIT.

B nacrosmee Bpems nenu 1 3agauv @H 3HaunTEIbHO PACIIMPWINCG U PACCMATPUBAETCS
MHOKECTBO  BOMPOCOB, HAINpaBICHHbIX HA MOBbIIIeHHE 3((HEKTUBHOCTH MOHHTOPHUHTA
0€30MaCHOCTH JIEKAPCTBEHHBIX CPEACTB MIPU UX MEAULNHCKOM IIPUMEHEHUHU.

Jlnst oGecrieuenus 6e3omacHor 1 3P GEeKTUBHON hapMaKoTEparmuy OOJIBITYIO POJIb UTPACT
Cucrema (papmMakoJOrHUECKOr0 HaA30pa, KOTopas MpeayCMaTpUBacT BO3MOXKHOCTH PaHHEro
BBISIBJICHHUSI PUCKA, CBS3aHHOTO C MPHUEMOM JIEKAPCTBEHHBIX CPEICTB, MPEIyNpEexXICHUE
I0OOYHBIX peaKlMid, COAEUCTBUS CEUAINCTaM 31paBOOXPAHEHUS M AIUEHTaM B POBEACHUN
ONTHUMAJIFHOW OIICHKU COOTHOIICHUS MOJb3a/PUCK.

OO0 »TOM CBHICTEIBCTBYIOT M H3MeHeHMs B 3akoHoaarensctBe ®H EBpocoroza. B
cootBercTBUM ¢ JupexktuBamu EC 2010/84/EC (mara ytBep:knenus ot 2 wurons 2012r) u
[TocranoBnenuem EBpoxomuccun Ne520/2012 (mata Beryminenus B cuiny 10 wroms 2012r) B
pamkax (apmMakoHaI30pa MPEeIyCMOTPEHO co3qaHue HOBOro opraHa — KomuTeTa Mo OLIEHKe
puckoB U BrepBbie BHenpsiercs Hanmnexamass npaktuka dapmakonauzopa (GVP -
GoodPharmacovigilancepractice).

4. A0CcTpaTHBHBIN MaTePUAaJI: IIPE3CHTAIUSA

S./IuTeparypa:

OcHoBHas:

1. PykoBoxctBo «JlekapcTBeHHbIe cpeactBa. Hamnexammas mpaktuka muctpuOstonumy (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mo Hamrexamedd mnpakThke XpaHeHUsS (apMaleBTUYSCKOW MPOTYKIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemnpnas OpraHM3aIus
3npaBooxpanenus. Llukn rexunueckux oryetoB BO3, Ne 908, 2013.

3. Illybenkosa E.B. TotansHoe ynpaBneHnue kadectBoM: yueOHoe nocobue / E.B. lllyGenkosa.
- M.: DK3AMEH, 2015. - 256 c.

4. Camumona, T.A. Hcropus ynpabineHus KadecTBOM: yueOHoe nocodbue / T.A. Canumosa,
H.III. Batronkuua. — M. : KHOPVYC, 2015. — 256 c.

5. A6ytumze 3.C. VYmpaBieHue KadecTBOM M PEMH)XKMHUPHUHI OpraHuzanuu: yded.mocodue /
3.C. A6yrunze, JI.H. Anekcanaposckas, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

JlononHuTeNbHAS:

1. Apsicranos, K. M. Uctopust papmanun: yuednoe nocooue / XK. M.- Anmarsl :9Bepo, 2016.
- 184 c.

2. Apsicranos, K. M. Opranuzamusi (apMareBTHUECKONW AeATENFHOCTH: yded. mocobue . -
Anmartsl :9Bepo, 2015. - 608 c.

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

OJIEKTPOHHBIE PECYPCHI:

1. Tlpuka3 u.o. Munuctpa 3apaBooxpanenusi Pecniyonmuku Kazaxcran ot 4 ¢espans 2021 roga
Noe KP JICM-15. «O6 yrBepxkaenun Hamnexammx GapManeBTHIECKUX MPAKTHKY:

2. YMK/I pa3menieH Ha oOpa3oBaTeabHOM noptaie Ukma.kz
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2 Ao

12.

13.

OnektpoHHas  Oubnuoreka  «KoHcynbranT — crygeHTa». Ccbulka Ui JOCTyHa:
http://www.studmedlib.ru, JIOT'WH ibragim123, ITAPOJIb Libukmal23
Caiit OubnmroTeuHO-uH(OOPMAIIMOHHOTO IIeHTpa akagemuu lib.ukma.kz
Memunareka FOKMA https://media.skma.edu.kz/
[udposas Oubmoreka «Aknurpress» www.aknurpress.kz MPOUJIUTE PETUCTPAIUI0 U
ykaxkute npoMmokos SDH-28
OKMA Penosutopuiii  http://lib.ukma.kz/repository/
Pecry0nmkanbIK:KOFaphIOKYOPBIHIAPBIapATBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOPMATUBTIK-KYKBIKThIKaKTLIepOa3acel https://zan.kz/ru
. «[Taparpad Meaununa» aknaparteikkyiecihttps://online.zakon.kz/Medicine/
. Kogexc Pecniybnuku Kazaxcran ot 7 utons 2020 roga Ne 360-VI «O 3mopoBse Hapoja u
CHUCTEME 3[IpaBOOXpaHEHUs» (C M3MEHEHUsIMU W AomnojHeHusimu). ['nm. 2, cr. 10; ro. 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437
[Tpuxa3z Munuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran Ne KP JICM-305/2020 ot 21
nexadpst 2020 rona «O0 yTBEpKIEHUH HOMEHKIIATYPhI CIICIUATBLHOCTEH U CIIeIMAIN3aui B
o0yacTu  31paBOOXpaHEHUS, HOMEHKIATyphl W KBaTU(UKALHUOHHBIX XapaKTEPUCTHUK
JOJKHOCTEH paOOTHHUKOB 3[IPAaBOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\V2000021856
[Tpuxa3z Munucrpa 3apaBooxpanenust Pecniyonuku Kasaxcran ot 17 centsiops 2020 roma Ne
KP JICM-104/2020
006 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHOMN peanu3aluy JIEKapCTBEHHBIX
CPEIICTB U METUIIMHCKHUX U3JICITUN.

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

6.KoHTpO/IbHBIE BONPOCHI:

1.late onpenenenne nousatuto «dapmakoHaaA30p».

2. KakoBsl 11e1 papmaxonaazopa?

3. [lepeuncnure 3agaun papmakoHaazopa.

4B kakue NEepUOJbl JKU3HEHHOIO IMKJIAa JIEKAPCTBEHHBIX CPEACTB  OCYLIECTBISETCS
dbapmakoHaazop?
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Jlexnusa Ne 10
1.Tema: Aynut cucteMsl apMaKoHaa30pa
2.10ean: [aTe oOyvaronuMcs MOHATHSA O hapMaKOHAI30pe

3. Te3uchl JEeKINHU:

dapMaKkoHaJA30p — 3TO HAYYHO-IPAKTUYECKas JeSTEIIbHOCTD, CBSI3aHHAs C BBISIBICHUEM,
OLIEHKOH, aHanu30M U NpOPUIAKTUKOM HEeXeNaTeJIbHbIX SBJICHUM MNP IPUMEHEHUU
JIEKapCTBEHHBIX cpelacTB. Llenpio mpoBedeHMs aynuTa cucTeMbl (hapMakoHaa30pa sBISETCS
HOJTBEPXKIEHNE COOTBETCTBUS U Y(PPEKTUBHOCTH BHEIPEHUS M (PYHKIMOHUPOBAHUS CHUCTEMbI
dapmakoHag30pa IMyTeM aHaIN3a M OLIEHKH OOBEKTUBHBIX (PAaKTOB, BKIFOUAs CHCTEMY KadecTBa
cucTeMsbl (papmakoHaa30pa. AyauT HpeAcTaBiIseT co00iM cucTeMaTH4ecKU, yIOpsAOYeHHBIMH,
HE3aBUCHMBII U TOKYMEHTHPOBAaHHBIN Tporiecc moixydeHust 90 1 0ObeKTHBHON OIIEHKH (aKTOB,
XapakTepu3yroIux padoTy cucTeMbl (papMakOHaI30pa, C LENbI0 ONPENeNIeHUsl CTENeHH
BBITIOJIHEHHUSI KPUTEPHEB ayAHWTa, CHOCOOCTBYIOIIMX YIYYIICHHIO MPOIECCOB YIPaBICHUS
PUCKaMU, KOHTPOJIS ¥ YIIPABIICHUS IIPOLECCAMM.

AymuTtopckue GakThl COCTOST U3 3aHUCeH, JOKYMEHTAIBHBIX IMOATBEPKACHUN WM MHON
uHpOpMaLIUK, KOTOpas HMEEeT OTHOLICHWE K KPHUTEpPHsIM ayauTa W TOJJAeTCs IpPOBEpKeE.
Kputepun ayaura OTpakarOT CTaHAApThl BBINOJHEHWS W KOHTPOJIS JACSITEIBHOCTH, II0
OTHONIIEHUIO K KOTOPBIM BBIMOJIHAETCS OLIEHKA IPOBEPSIeMON CTOPOHBI U €€ JAESTEIbHOCTH.
[TpuMeHuTENBHO K cHcTEME (papMaKOHaA30pa KPUTEPUH ayAUTa JTOJKHBI OTpaXkaTh TpeOOBaHMUS,
IpeIbsSBIseMble K cUCTEME (papMakoHa/A30pa, B TOM YHCIIE K CHUCTEME KAaueCTBa BBIMOIHAEMBIX
nporenyp no (apmMakoHaa30py, KOTOpBIE OIpPENENAIOTCS TPeOOBaHUSIMU 3aKOHOJATEIbCTBA
rocy/apcTB-uJIeHOB U HacTosAmux [IpaBui.

s oGecnieuenus 6e3zonacHoi U 3¢ heKTUBHON (hapMakoTepanuu 0OJIbIIYIO POJIb UTPAET
Cucrema (papmMakoJIOrMuecKoro Haa3opa, KOTopas MpeaycMaTpHUBAE€T BO3MOXKHOCTb PaHHEro
BBISIBJICHHUSI PHUCKA, CBS3aHHOTO C MPUEMOM JIEKAPCTBEHHBIX CPEACTB, NPELYNPEXKICHUE
MOOOYHBIX peaklMii, COAEMCTBUS CEUAINCTaM 3/IpaBOOXPAaHEHUS U MAalUEHTaM B MPOBEACHUU
ONTUMAJILHOW OLIEHKH COOTHOIIEHHs OJIb3a/PUCK.

O6 sTOM CBHUIETENBCTBYIOT U H3MeHeHUs B 3akoHonatenbctBe ®H EBpocoroza. B
coorBerctBuM ¢ JupektuBamu EC 2010/84/EC (nata ytBepxkaeHus ot 2 utong 2012r) u
[TocranoBnenuem EBpoxomuccun Ne520/2012 (mara Bctymnenus B cuiny 10 urons 2012r) B
paMkax (apmMakoHaa30pa MPEeayCMOTPEHO co3JaHue HOoBoro oprana — KomwureTra mo oreHke
pUCKOB H BhepBeie BHeapsercs Hamnexamas npaktuka dapmakoHam3opa (GVP -
GoodPharmacovigilancepractice).

4.A110cTPAaTUBHBINA MaTepHAaJI: IPEe3eHTaLUs

5.JIutepatypa:
OcHoBHas:
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1. PyxoBoxctBo «JIekapcTtBeHHbIe cpeactBa. Hamnexkamas npaktuka nuctpuostonumy (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mno Hammexamed mnpakTuke XpaHeHus ¢GapMaleBTUYECKON MPOTYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHM3aIus
3apaBooxpanenus. [{ukn rexamyeckux otyeToB BO3, Ne 908, 2013.

3. lllybenkora E.B. ToransHOe ynpaBienue kadectBom: yueOHnoe nocodue / E.B. llyGenkona.
- M.: BK3AMEH, 2015. - 256 c.

4. Camumosa, T.A. Hcropus ynpaeineHus kadecTBoM: ydeOHoe mocobue / T.A. Canumosa,
H.III. Batonkuna. — M. : KHOPVYC, 2015. — 256 c.

5. AGyrumze 3.C. YmpaBieHHe KadyecTBOM M PEHHXHHUPHHT OpraHW3anuu: y4deO.mocooue /
3.C. Abytunze, JI.H. Anekcannposckasi, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

HononHuTtenpHas:

1. Apsicranos, K. M. Uctopust dpapmanuu: yaednoe nocooue / XK. M.- Anmatsr :9Bepo, 2016.
- 184 c.

2. ApsictanoB, K. M. Opranmzamus QapMaieBTUUECKON AeATeIbHOCTU: y4yeb. mocobue . -
Anmarsl :9Bepo, 2015. - 608 c.

3. VYmnpasnenue u 3koHOMUKa papmaruu: yueoHuk/moa pea. M.A. Hapkesuya. — M.: TDOTAP-

Menua, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

o gk

B B©o o

12.

13.

[Ipuka3 u.0. Munucrpa 3apaBooxpanenusi Pecniyonmuku Kazaxcran ot 4 despans 2021 roga
Ne KP ICM-15. «OG0 ytBepxkaennu Hamanexamux ¢papMaleBTUYECKUX MPAKTUKY:
YMK/I pa3merien Ha oOpa3zoBateabHOM mopraie ukma.kz
OnexkTpoHHass  Oubmuoreka  «KoHcynbranT — crygeHTta». Cebulka  JUIsl  JOCTyHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23
Caitt OubnMoTedHO-UH(OPMAIIMOHHOTO TIeHTpa akagemuu lib.ukma.kz
Menuareka FOKMA https://media.skma.edu.kz/
udposas O6mbmmoreka «Aknurpress» www.aknurpress.kz MPOUJINTE PETUCTPAIUI0 U
ykaxkute npomokos SDH-28
OKMA Pemnosutopuiii  http://lib.ukma.kz/repository/
PecnyOnukanbIKKOFapblOKyOpbIHIapblapallbIK IEKTPOHAbIKKITanxaHa http://rmebrk.kz/
«3aH» HOPMaTUBTIK-KYKBIKTbIKaKTLIepOa3acs! https://zan.kz/ru
. «[Taparpad Menununa» aknaparteiokyiecihttps://online.zakon.kz/Medicine/
. Kogexc PecnyOnumku Kazaxcran ot 7 uronst 2020 romalNe 360-VI «O 310poBbe Hapona u
cUCTEME 3/IpaBOOXpAaHEHUs» (C M3MEHEHWsMM M JomoiHeHusmu). I'nm. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437
[Tpuxa3z Munucrtpa 3apaBooxpanenus PecniyOnuku Kazaxcran Ne KP JICM-305/2020 ot 21
nexadbps 2020 roga «O0 yTBepkACHUM HOMEHKIATYPHI CIIEIUAIBHOCTEN U CHeHaTu3alnii B
00TacT  3/PaBOOXPAHEHUS, HOMEHKJATYphl W KBAIM(UKAIMOHHBIX XapaKTEPUCTHK
JIOJDKHOCTEH paOOTHUKOB 3/JpaBOOXPAHEHUSD.
https://adilet.zan.kz/rus/docs/\/2000021856
[Tpuka3 Munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsopst 2020 roga Ne
KP JICM-104/2020
06 ytBepxaennu [IpaBui onToBOW U pO3HUYHON pean3aliui JeKapCTBEHHBIX
CPeACTB U METUIIMHCKHUX H3/ICITHN.
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https://online.zakon.kz/Medicine/
https://online.zakon.kz/document/?doc_id=34464437
https://adilet.zan.kz/rus/docs/V2000021856

ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTYCTiK KasakcTaH MeanumMHa akagemuschbl» AK AO «lOxHo-KasaxcTaHcKas MeAVLVHCKAS akagemus»
Kadenpa opranmzannu u ynpasieHus GapMareBTHIECKOTO AeTa b044-40/11
Jlex1moHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI Haaexkaiux mpakTuk (GXP)» 34 cp.u3 34 crp.

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

6.KoHTpoOJIbHBIE BONIPOCHI:

1.1ats onpenenenue nousatuio «dapMakonauzop».

2. KakoBsl nienu apmaxonaazopa’?

3. Ilepeuncnute 3a1aun (hapMakoHaA30pA.

4B xakve TmepHOAbl KU3HEHHOTO LHMKJA JIEKAPCTBEHHBIX CPEJICTB  OCYIIECTBISETCS
dbapmakonaazop?
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