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ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTyCTiK KasakcTaH menmuvHa akapemuscol» AK AQO «HOxHo-KasaxcTaHCKaa MeavuMHCKaa akaneMus»
Kadenpa opranmzannm u ynpasieHus (hapMareBTHIECKOTO AeTa b044-40/11
Jlex1MoHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI HaaexkKalux mpakTuk (GXP)» 34 crp.u3 34 ctp.
Jlexnus Nel

1.Tema: Opranu3zannoHabiec ocHOBbI Harexamux mpaktuk PK (GxP)

2.llesb: nath 00y4YarOIIMMCS OCHOBHBIC MOHATHS 00 ocHOBax Haiexamux papmaneBTHIeCKuX
npaktik (GXP) u ux ponu B obecnieueHnn kauectsa Ha JIC.

3. Te3ucel JeKUHUU:

Cobmonenue npaBwil Haanexxammx ¢dapManeBTUUECKUX MPAKTUK SIBISETCS TapaHTHEH
obecrieuenns Hacenenus PK kadectBeHHOH, Oe3omacHOW M 3¢ (GEeKTUBHON (papMarieBTUIECKOR
HOMOILBIO.

B ¢espane 2021 roma B Pecnybnukxe Kaszaxctan npuHAT mpuka3 u.0. MuHuUCTpa
3npaBooxpanenus Pecnyonuku Kaszaxcran ot 4 ¢espans 2021 roma Ne KP ICM-15., cornacHo
KOTOPOMY YTBEP KJICHBI:

- Hajuiexaias Jaboparopnas npaktuka (GLP);

- HajuIexaias kinHudeckas npakruka (GCP);

- Ha/IJIeKalas npou3BoJIcTBeHHas npaktuka (GMP);
- Ha/IIIeKaIas AuctpudbroTopekas npaktuka (GDP);
- HajuIexaias anreqnas rnpaktuka (GPP);

- Ha/IIexalas npaktuka papmakonaazopa (GVP)

VYTBepkaennas B PecnyOnuke Kazaxcran Hajuexammas npous3BOJICTBEHHAs IPAaKTHKA
(GMP), B otmmmunu ot GMP EC, He pacmpocTpaHsercss Ha NPOU3BOACTBO JIEKAPCTBEHHBIX
CPEICTB AJIs )KMBOTHBIX (BeTepuHapHbIx JIC).

CornacHo mpukaza MUHHMCTpa 3paBOOXpAaHEHHsS M COLMAIbHOIO pa3BuTHs PecnyOnuku
Kazaxcran «O BHeceHMM W3MEHEHMH M JONOJHEHUI B mpuka3 MUHHCTpa 31paBOOXpaHEHUS
Pecnybnmuku Kaszaxctan ot 19 Hos6ps 2009 rona Ne 743 «O6 yrBepxkaenun IlpaBun oueHku
YCIIOBUM NMPOM3BOJICTBA U CUCTEMBI OOECIIEUeHUsI KauecTBa MPU rocyJapCTBEHHOMN perucTpanuu
JIEKapCTBEHHBIX CPEACTB, M3ACIUS MEIUIMHCKOTO HA3HAYEHHUS M MEIULUHCKON TEXHUKH»Y,
LEeNbI0 OLEHKU MPOM3BOJACTBA IPU TOCYJAPCTBEHHOM PErucTpaliy JEKapCTBEHHBIX CPEICTB,
W3JIENUA MEIMIMHCKOIO HAa3HAUYE€HUS M MEIUIMHCKOM TEXHUKH SBISETCS MOATBEP)KIECHUE
COOTBETCTBUSl  IIPOU3BOJICTBA, IPOM3BOJCTBEHHOrO0 YydacTka (IUJIOIIAAKH) TpeOOBaHUSAM
Cranpapra Hajuiexanieil mpousBoacTBeHHOM npakTuku (GMP), yTBep:kJIeHHOTO IPUKa30M H.O.
Munuctpa 3apaBooxpanenusi Pecriyonuku Kazaxcran ot 4 despans 2021 roma Ne KP JICM-15
«O0 yTBEp)KICHMM Ha/uIeXalux ¢GapMaleBTUYECKUX MPaKTUK» WU TPeOOBaHUAM CHUCTEMbI
MEHE/P)KMEHTa KauecTBa NpH MPOU3BOJACTBE M3AENUN MEIULMHCKOTO Ha3HA4YeHUs U
MeauinHckor Texuuku (ISO 13485).

CormacHo mpukaza MUHHCTpa 3paBOOXPAHECHUS] U COIMATBHOTO pa3BUTHsA PecmyOmmku
Kazaxcran «O BHeceHMM W3MEHEHHI M JONOJHEHWM B Npuka3 MuUHHCTpa 31paBOOXpaHEHUS
PecniyOnuku Kazaxcran ot 19 HosiOps 2009 roma Ne 743 «OO6 yrtBepkaenuu IIpaBui orneHku
YCIIOBUI MPOU3BOJICTBA M CHCTEMBI 00ECIIEUEeHHUs KauecTBa NP IOCyIapCTBEHHON perucTpanuu
JIEKapCTBEHHBIX CPEACTB, M3AENUS METUIIMHCKOTO HAa3HAUYEHUS U METUIMHCKOM TEXHUKU»,
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LENbI0 OLEHKU MPOM3BOJACTBA MPU TOCYJAPCTBEHHON PpErucTpaliyl JEKapCTBEHHBIX CPEICTB,
U3JIeIMA MEIULIMHCKOIO HAa3HAUYE€HUS M MEIUIMHCKOM TEXHUKM SBISETCS IOATBEP)KIECHUE
COOTBETCTBUSl [IPOU3BOJICTBA, IPOU3BOJCTBEHHOrO0 YydyacTka (IUIOMIAJIKK) TpeOOBaHUSAM
Cranpapra Hajuiexaiied npousBoacTBeHHOM mnpaktuku (GMP), yTBepkAE€HHOTrO IpPHUKa30M
npuka3 u.0. Munuctpa 3npaBooxpanenus Pecnyonuku Kazaxcran ot 4 depans 2021 roma Ne
KP ACM-15 «O6 yTBepKAeHUU HauIexamux (apMareBTHUECKUX MPAKTUK» U TPeOOBaHHIM
CHUCTeMbl MEHE)KMEHTa KauecTBa IPH MPOU3BOJCTBE U3JEIUA MEIUIUHCKOTO HAa3HAYCHUS U
MenuruHckoi Texauku (ISO 13485).

COOTBETCTBEHHO, MPOU3BOJCTBO H3CIUNA MEAMIIMHCKOIO HA3HAYEHHS] U METUIIMHCKOM
TexHHKu B PecmyOmuke KazaxcraH IOMKHO OCYIIECTBISTBCS coryiacHO TpeboBanmsiM [SO
13485. Yto kacaercst mpou3BOJACTBAa KocMeTosiorndyeckoil npoaykuuu B PK, To perymnsitopHbie
TpeOOBaHUS OTHOCHUTENIBHO TAaKOro IPOU3BOJCTBA OTCYTCTBYIOT. (COOTBETCTBEHHO, TaKOe
MPOU3BOJCTBO JOJDKHO OCYWIECTBISThCs cormacHo ISO  22716-2007 «Cosmetics —
GoodManufacturingPractices (GMP) —  GuidelinesonGoodManufacturingPractices». A
MOCKOJIbKY 3TO 3aKOHOJATENIbHO HE 3aKpeIuieHo, To cepTudukanus mnpousBoactsa mo ISO
22716-2007 sBrisieTcst JOOPOBOJILHON M HA YCMOTPEHUE TIPOU3BOIUTEIIS.

Korna Bcrynaer B aeiictBue obs3atensHoe codnonenue Tpedopannii GXP B PK?

Cornacno cr. 2 3akona PecnyOomuku Kaszaxcran ot 6 ampens 2015 roma Ne 299-V «O
BHECEHUH W3MEHEHMH M [OMOJHEHUH B HEKOTOpblEe 3aKOHOAATENbHbIE aKThl PecnmyOnuku
Kazaxcran mo BompocaMm 30paBOOXpaHEHHS», HOpMa 00 005S3aTENbHOCTH COOIOIACHUS
TpeboBanuit Hamnexamux dapmanestuueckux npaktuk (GXP) Berynuna B cuity ¢ 1 sinBaps
2018 roma.JdTta HopMa pacnmpocTpaHsieTcsi Ha Bce CyObeKTHI B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJCTB, MU3JACIUNA MEAMIIMHCKOTO HAa3HAYEHUS M MEIULMHCKON TEXHUKHU MpU
NPOM3BOJICTBE, ONTOBOM M PO3HUYHOM peanu3alvy JIEKapCTBEHHBIX CpeicTB B PecmyOnnke
Kazaxcran.

Kto npoBonut ceprudukanuto no GXP B PK?

B cootBerctBum co cratheit 22-1 Konekca Pecriybnuku Kazaxcran «O 310poBbe Hapoaa u
cUCTeME  3/IpaBOOXpaHEHUs»,  (papmaneBTHUYECKHE  MHCHEKIMM  Ha  COOTBETCTBUE
TpeboBanusaM Hannexamux gapManeBTH4eCKUX MPaKTUK OCYLIECTBIISIOTCS (papMalleBTUYECKUM
uHcnekropatoM. CornacHo m. 21-2) cr. 1 Kopekca, dapmarieBTUYECKHI HHCIEKTOPAT - 3TO
CTPYKTypHOE  TOJpa3jieiieHue  yrnosHomMoueHHoro  opraHa.CormacHo  [loctaHoBneHus
[TpaButensctBa PecnyOnuku Kazaxcran ot 23 centsiOps 2014 roga Ne 1005 «O HekoTOpBIX
Bompocax MUHHUCTEPCTBA 3/[paBOOXPAaHEHUs U COLIMaIbHOrO pa3BuTus Pecnyonuku Kazaxcrany,
YIOJTHOMOYEHHBIM OPraHoOM OIpeneleHO0 MUHHCTEPCTBO 31paBOOXPAHEHUS M COLUAIBHOIO
pasButus  PecnyOnuku  Kaszaxcrawn. CornmacHo . 52) 1. 14 Tlonoxxenus
rOCyJapCTBEHHOTO yupexaeHuss «KoMHUTeT KOHTpOIs METUIMHCKONH U (dapManeBTHYECKON
JeSATeNIbHOCTH MUHUCTEpCTBA 3ApPaBOOXPAHEHUS U COLMANbHOrO pas3BuTHs PecnyOnuku
Kazaxcran», yreepxxaennoro Ilprukasom MuHucTpa 31paBoOXpaHeHHs U COLIMAIBHOTO Pa3BUTHUS
PecnyOnuku Kazaxcran ot 2 aBrycra 2016 roma Ne 684, ocymectBienue (apmarieBTHUECKON
MHCIIEKIIMU BXOAMUT B KOMIETeHIMI0 KoMuTeTa KOHTPOJIS MEIUIIMHCKON U (papMaleBTH4ecKoi
JeSTeIbHOCTH MUHUCTEpCTBA 3APAaBOOXPAHEHHUS U COLMANbHOrO pas3BuTHus PecrnyOmuku
Kazaxcran.

COOTBETCTBEHHO, [ MOTYYEeHHsI cepTHUUKaTa, HEOOXO0AUMO MPOUTH (apMaleBTUYECKYIO
uHcnekuuto KomuTera KOHTpOJIS MEOUIMHCKONM U (apMaleBTHUECKOW JIeATelIbHOCTH
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MunucrepctBa 3apaBooxpaHenus PecnyOnukum Kazaxcran, mno pe3ynpTaTaM  KOTOpPOH
BblaeTcs ceprudurar coorsercreus GXP.

CranpmapTel, pyKOBOJACTBAa M NpHKa3bl MuHucTepcTBa 3apaBooxpaHeHus Kaszaxcrana
PEryJIMpYIOT BCE CTaAMM XKU3HEHHOro nukia JIC, a uMeHHo:

-T'ocynapcTBenHass mnporpamMma pa3BUTHS 3apaBooxpaHeHusi PecnyOnmuku Kazaxcraw,
yrBepkaeHHas Ykazom llpesupenta PK ot 29 wnosiOps 2015 roma «Ilman mammm — 100
KOHKPETHBIX I1ar0B MO peali3aliy MATH HHCTUTYLIMOHAIBHBIX pedopM»;

-I'ocynapcTBenHas mnporpamma pas3BuTus 3apaBooxpanenus PK «Jlencaymnbik» Ha 2016-
2020 rr.;

-T'ocymapcTBennsiii cranaapt PecnyOmuku Kazaxcran «Haanmexamas qucTpuObIOTOpCKas
npaktuka. OcHoBHble nonoxenusd. CT PK 1614-2006»;

-T'ocymapcTBennsiii crangapt Pecyonmku Kazaxcran «Hamiexamiasi antedHas mpakTHKa.
OcnoBueie noaoxenus. CT. PK 1615-2006»;

-T'ocymapctBennsiii cranmapt Pecnyommku Kazaxcran «Hamrexamias mpou3BOICTBEHHAS
npaktuka. OcHoBHbIe nonoxenus. CT. PK 1617-2006».

4. UnI10cTPATUBHBINA MaTepuaJ: Mpe3eHTaus

5.JIuteparypa:

OcHoBHast:

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

2. PykoBoactBa mo Hamrexameld mnpakTuke XpaHeHUs (apMaleBTUYCCKOW MPOTYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bceemupnas OpraHu3aIus
3npaBooxpanenus. Llukn 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 ynpaeineHus kadecTBoM: yueOHoe mocodbue / T.A. Canumosa,
H.III. Baronkuua. — M. : KHOPVYC, 2015. - 256 c.

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

JlononmHUTENBHAS:

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

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

3. Vmpasnernue u 3xkoHOMUKA papmaruu: yaeoHuk/moxa pea. M.A. Hapkesnya. — M.: TOOTAP-
Menua, 2017. — 928 c.

DIIEKTPOHHBIE PECYPCHI:

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

2. YMK/ pa3merieH Ha oOpa3oBareiabHOM noprane Ukma.kz

3. Dmnektponnas  OuoOmuoreka  «KoucymbranT  crymeHta». Ccpuika Ui JOCTyIA:
http://www.studmedlib.ru, JIOI'MH ibragim123, I[TAPOJIb Libukmal23

4. Caiit OubnMoTeyHO-MHGOPMAIIMOHHOTO LIeHTpa akagemuH lib.ukma.kz
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12.

13.

Menunatexka FOKMA https://media.skma.edu.kz/
Hudposas O6ubmmoreka «Aknurpress» www.aknurpress.kz  mpoiiaure perucrparnuio u
yKakute nmpomokos SDH-28
OKMA Penosutopuiii  http://lib.ukma.kz/repository/
PecnyOmkanbIkkorapblOKyOpBIHAaphlapaIbIKIEKTPOHABIKKITaIIXaHa http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTBIKaKTiIepOasacel https://zan.kz/ru
. «[Taparpad Menumunay» akmnaparteikKyiecihttps://online.zakon.kz/Medicine/
. Kopexc Pecnyonmuku Kazaxcran ot 7 utons 2020 romaNe 360-VI «O 3mopoBbe Hapoaa u
CHUCTEME 3JIpaBOOXpaHEHUs» (C W3MEHEHWsSMH W jAomnojHeHusmu). ['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 yTBepkKACHUH HOMEHKIIATYPbI CIIEIUAIBHOCTEH U CHelHaTu3aluii B
obnacTu  31paBOOXpPaHEHUS, HOMEHKIATYyphl W KBATU(UKANUOHHBIX XapaKTCPUCTHK
JOJKHOCTEN paOOTHUKOB 3/IPaBOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\VV2000021856
[Tpuka3z Munuctpa 3apaBooxpanenust Pecyonuku Kazaxcran ot 17 centsops 2020 roga Ne
KP ICM-104/2020
06 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHON peann3aluu JIEKapCTBEHHBIX
CPEIICTB M METUIIMHCKHUX H3JICITUN.

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

6.KOoHTpO/IbHBIE BONPOCHI:

1.Korpa Berynuio B neiicTBue obs3aTensHOe cobmoaenne TpedoBanuii GXP B PK?

2. Kakne TmpakTHKH BXOIIT B KOMIUIEKC cTaHmaproB Hammexamme dapmaneBTiuaeckue
MPAKTUKU?

3.Kto npoBoaut ceprudukanuto no GXP B PK?

4.Kaxoif OCHOBHbIE 3aKOHOJATENbHbIE JOKYMEHTHI PErYIMPYIOT BCE CTaIUHU KU3HEHHOTO KA
JIC?
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Jlexus Ne 2
1.Tema: O6mue nonoxxenus Hamnexamei nabopatopuoit mpaktuku GLP.
2.11eab: nate oOyvaronuMcs MoHATHA 0 Hamexarei 1abopatopHOi MpaKkTHKE.

3. Te3uchl JEeKINHU:

MexnyHapoaHoe TpU3HAHUE AKCIIEPUMEHTAJIbHBIX ~ UCCJICIOBAHMM, BBINIOJHEHHBIE C
coomonennem mpuHimnoB GLP - Hapnexamei nabopatopHoit mnpaktuku. Cucrema
peryIaMeHTHpYIOIiasi MPUHUMUIBI ¥ Moaxonabl K u3zydenuto JIC Ha sTame MOKIMHUYECKHX
UCCJICIOBAHUI YeJIOBEKa.

Konnenmuss W NpUHIMIBI HAJUICKANICH JIabopaTOpHOW TpakTUKH. Jlis parroHaIbHOTro
npuMeHeHus HOBBIX JIC, MOCTHXKEHUS UX MaKCHMAalbHOTO TEpaneBTHYECKOrO ICHCTBHS H
NPEAYNPEXKACHUST TMOOOYHBIX PpEaKIUid HEOOXOAWMO Ha CTaJAWM HUCHBITAHUN IOIYYUTh
BCECTOPOHHIOI XapaKTEPUCTUKY MOTEHIIMAIILHOTO Mpernapara, JaHHble 000 BCeX €ro Je4eOHbIX
¥ BO3MOXKHBIX OTpHIIATENIbHBIX cBoMcTBax. B Ka3zaxcrane u 3a pyOexom mepen KIMHHYECKUMU
ucnbeiTaHussMd HOBoro JIC HeoOXoAaMMO MPOBECTH €ro JOKIMHUYECKHE HCCIEIOBaHMS Ha
KYyJIbTypax KJIETOK M TKaHEW M HKCIIEPUMEHTAIbHBIX )KUBOTHBIX. [[OKJIMHUYECKHE UCCIICOBAHUS
HOBBIX JIC mpoBOIAT ¢ menbio co3aanus YQPEKTUBHBIX M 0€30MaCHBIX MPENapaToB, a TaKKe
oTpeieNieHUs] MEXaHU3MOB UX OCHOBHOT'O M BO3MO>KHOTO MTOOOYHOTO JEHCTBUS.

Takum o0Gpa3om, 00s3aTENBHBIM TPEOOBAHUEM, TIPUHATHIM MPAKTHYECKH BO BCEX CTpaHax
MUpa, SBJISIETCS MPOBECHUE Mepe]l KIMHUUYECKUMHU UCTIBITAaHUSIMHI HOBOTO JIC HOKIMHUYECKOTO
uccieoBanus iNVItro u Ha )KUBOTHBIX — Ha MOJIENSX INVIVOC cobuonenreM npuHiumnos GLP.

B Hacrosmee BpeMs MEXIyHapOJHOE NPHU3HAHUE I[OIY4YalOT SKCIEPUMEHTAIbHbIE
MCCIIEIOBaHMS, BBITIOJTHEHHBIE ¢ coOmoieHrneM npuHIunoB GLP. Dta cuctema perimaMeHTHpPYeT
MPUHIIMIBI ¥ MOAXO0AbI K u3ydeHuto JIC Ha sTame MOKIMHUYECKUX HCCIEAOBAHUN U TO3BOJISET
pa3paboTaTh Tpemnaparbl, KOTOPbIE HE TOJBKO MPOSBISIOT HEOOXOIUMYIO CIEIH(PUIECKYIO
AKTUBHOCTH, HO M 0€3BPEIHOCTH JJIsi OpraHU3Ma YeIoBeKa.

Conepxanue 0CHOBHBIX MyHKTOB nipaBuwii GLP/OECD

Pazgen 1

1. Cdhepa npumeHeHUs

2. OnpeneneHysi TEpPMUHOB

Paznen II. TpeboBanus Haanexalel J1abopaTOpHOI MPaKTUKU
1. Opranuzanus paboThl UCCIIEOBATEILCKOM Ta00PATOPHH U TIEPCOHAI
2. IIporpaMma KOHTpOJISI Ka4eCTBa

3. [lomenenus

4. Anmmaparypa, MaTepuaibl 1 PpEaKTHBBI

5.Tect-cucremsl

6. lccnenyembie U cTaHAApPTHBIE BELIECTBA

7. CrangapTHble pabourie HHCTPYKIUU

8. BrimonHenne ucciienoBanuii




ONTUSTIK-QAZAQSTAN olls SOUTH KAZAKHSTAN
MEDISINA |SKMA|  MEDICAL
AKADEMIASY | [, | ACADEMY
«OHTyCTiK KasakcTaH menmuvHa akapemuscol» AK AQO «HOxHo-KasaxcTaHCKaa MeavuMHCKaa akaneMus»
Kadenpa opranmzannm u ynpasieHus (hapMareBTHIECKOTO AeTa b044-40/11
Jlex1MoHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI HaaexkKalux mpakTuk (GXP)» 34 crp.u3 34 ctp.

9. Otuer o pe3yiibTaTax UCCICA0OBaHUA

4. AmiocTpaTUBHBIN MaTepUaJl: IPE3CHTAIUSA

S5.JIuteparypa:

OcHoBHas:

1. PykoBoxctBo «JIekapcTBeHHBIe cpencTtBa. Hamnexkamas npaktuka nuctpuobtonnn» (CT-H
MO3Y 42-5.0:2008).

2. PykoBoactBa mno Hamnexameld mnpakTuke XxpaHeHus ¢GapMaleBTUYECKON MPOIYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
3npaBooxpaHeHus. [{ukn rexuunyeckux orueroB BO3, Ne 908, 2013.

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

4. Camumosa, T.A. Hcropus ynpaeineHus kadecTBoMm: ydeOHoe mocodue / T.A. Cammmosa,
H.II. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. A6yrumze 3.C. YmpaBieHHe Ka4yeCTBOM M PEHHKHHUPHHT OpraHW3aluu: ydeO.mocoowe /
3.C. AGyrtunze, JI.H. Anekcanaposckas, B.H. bac u ap. - M.: Jloroc, 2013. - 328 c.

JlononHuTenpHA:

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

2. ApsictanoB, XK. M. Opranuzamus QapMaineBTHYECKON AeATeIbHOCTU: y4yeb. mocobue . -
AnmMarsl :9Bepo, 2015. - 608 c.

3. Vmpasnenue u 3xoHOMUKA hapmaruu: yaeoHuk/moxa pea. M.A. Hapkesnya. — M.: TDOTAP-

Memna, 2017. — 928 c.

ONEKTPOHHBIE PECYPCHI:

1.

2.
3.

o ok

HB oo~

12.

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

YMK]JI pa3metieH Ha oOpa3oBatenbHOM moprane ukma.kz

OnektponHass  Oubnmuorexka  «KoncymbranT — crygeHTta». Ccbulka st JAOCTyHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

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

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

[udposas O6ubmoreka «Aknurpress» www.aknurpress.kz MPOUJINTE PETUCTPAIUI0 U
ykaxkute npomokos SDH-28

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

. «[Taparpa¢ Meaununa» aknaparteikxkyiecihttps://online.zakon.kz/Medicine/
. Kogexc Pecny6nmku Kazaxcran ot 7 mromst 2020 romaNe 360-VI «O 310poBbe Hapona u

CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHUSAMH U aomnoiHeHusmH). ['m. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;

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

[Tpuxa3z Munucrtpa 3apaBooxpanenus Pecnyonmuku Kazaxcran Ne KP JICM-305/2020 ot 21
nexadbps 2020 roga «O0 yTBepKACHUM HOMEHKIIATYPBHI CIIEIUAIBHOCTEH U CHeHaTu3aluii 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 menmuvHa akapemuscol» AK AQO «HOxHo-KasaxcTaHCKaa MeavuMHCKaa akaneMus»
Kadenpa opranmzannm u ynpasieHus (hapMareBTHIECKOTO AeTa b044-40/11
Jlex1MoHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI HaaexkKalux mpakTuk (GXP)» 34 crp.u3 34 ctp.

0o01acTH  3/paBOOXPAHEHMS, HOMEHKJIATypbl UM KBIM(UKALMOHHBIX XapaKTEPUCTHK
JIOJDKHOCTEH paOOTHHUKOB 3/JpaBOOXPAHCHUS.
https://adilet.zan.kz/rus/docs/\VV2000021856

13. Ilpuka3 Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsopst 2020 roma Ne
KP JICM-104/2020
006 yrBepxaeHuu IpaBui onToBON U pO3ZHUYHON peaan3aluy JIEKapCTBEHHBIX

CPEACTB U MEAUIUHCKUX U3CITUH.
https://adilet.zan.kz/rus/docs/\V20000212294z129

6.KoHTpO/IbHBIE BONPOCHI:

1.KakoBa 11516 JOKIUHUYECKUX UcciaenoBanuii JIC?

2. I'maBublii npuHuMn cranaapra Hagnexamias mabopatopHasi mpakTHKA.

3.HazoBure o0s13arenpHOe TpeOOBaHKE NPU MPOBEJCHUN JOKIMHUYECKUX HccaenoBanuit JIC.
4. KakoBbl OCHOBHBIC ITYHKTHI TipaBui GLP?



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

ONTUSTIK-QAZAQSTAN olls SOUTH KAZAKHSTAN
MEDISINA |SKMA|  MEDICAL
AKADEMIASY | [, | ACADEMY
«OHTyCTiK KasakcTaH menmuvHa akapemuscol» AK AQO «HOxHo-KasaxcTaHCKaa MeavuMHCKaa akaneMus»
Kadenpa opranmzannm u ynpasieHus (hapMareBTHIECKOTO AeTa b044-40/11
Jlex1MoHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI HaaexkKalux mpakTuk (GXP)» 34 crp.u3 34 ctp.

Jlekuusa Ne 3
1.Tema: Hagnexxamas knuandeckas npaktuka. GCPB cucreme obecrieueHms kauecTBa
2.leab: [lath oOyuaronumcs noHaTus o Hapnexanieir KIMHUYECKOM MpaKTHKe.

3.Te3ucekl Jekuum:

Hamnexkamasi kiamnudeckas npaxkruka, GCP  (amrn.  goodclinical — practice) —
MEXIYHapOAHBI CTaHJapT 3TUYECKUX HOPM U KadecTBa HayyHbIX HccienoBaHuid. I[lpasuiia
pa3palboTKu, MPOBEACHUS, BEACHHS IOKYMEHTALlUU U OTYETHOCTH 00 MCCIIEI0OBAHUSX.

IIyTn oTKpBITHS HOBBIX IPENapaToB

JIIT U3 pacTUTENbHBIX UCTOYHUKOB

JIIT XuMHYECKOTO MPOUCXOKISHUS

JIIT 3 HIOT€HHBIX BEIIECTB )KMBOTHOTO MPOUCXOKICHUS

MeTaboauThI CYIIECTBYIONINX IpenapaToB

«CrnyyaliHble» OTKPBITUS

DOMIupuvecKast XuMusi, 00beITMHEHHAS ¢ MPUKIAJTHON (apMaKoIoTHeH

PannonanbHOE IOCTPOEHNE MOJIEKYJIbI

DaKTOpPHI PUCKA, KOTOPbIe HEOOX0ANMO YYUTHIBATH NPU U3y4eHUH HOBbIX JIC:

TUI JIEKAPCTBEHHOT'O CpEJCTBa(HOBHU3HA AKTHBHOM CyOCTaHIUHU, CTPYKTypa, Ouosiornyeckas
AKTUBHOCTb, MEXaHU3M JICHCTBHUS);

CHoco0 U CKOPOCTh BBEAECHMSI JIEKAPCTBEHHOI'O CPEJICTBA;

uccienyemas nonyssus (310poBble T0OPOBOJIBIBI WK HAlUEHTHI);

BBIOOp MEpBOIl /103bl (MCMONB30BAHME IOAXO0/Ja MUHUMAJIBHOIO YPOBHS MpPEAINOJIaraeMoro
ouonoruueckoro s¢dpexra (MABEL));

onpeaeeHue MOCEAYOIIUX YpOBHEHN 1103(BKJTFOYAET OLICHKY BO3MOXHBIX
bapMakoMHAMUYECKUX U TOO0YHBIX 3((eKToB);

YETKUE KPUTEPUU UCKITIOUEHUS U3 UCCIIEeI0OBaHUS;

MECTO IIPOBEACHUS KIIMHUYECKHUX UCTBITAaHUN (COOTBETCTBYIOLIIEE 0o0opy0BaHuE,
KBaJIM(ULIMPOBAHHBIN MEPCOHAI, OKa3aHHE HEOTJOKHOM MEAMIIMHCKOW MOMOINIM, KOHTPOJb 3a
0€30I1aCHOCTHIO UCIBITYEMBIX )

Texnosornu nposeaenns KN

ITpocnexTuBHBIE

OTKpBITHIE, ClIeTbIe (IPOCTOE, TBOITHOE, TPOITHOE)

PannomusupoBaHHble, CTpaTHPHUIMPOBAHHBIE

CpaBHUTENbHbBIE (J€UEHUs IKBUBAJICHTHBI, HE XYXKe, Jy4Yllle), HE CpaBHUTENIbHbIE (HM3ydYeHUE
HCXOJIOB)

KonTposns: nnanedo, akTUBHBIA KOHTPOJIb

Texnonornu nposenenus KHU. /{uzaitnbi

HccenenoBanus B OMHOM Ipynne

10




ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTyCTiK KasakcTaH menmuvHa akapemuscol» AK AQO «HOxHo-KasaxcTaHCKaa MeavuMHCKaa akaneMus»
Kadenpa opranmzannm u ynpasieHus (hapMareBTHIECKOTO AeTa b044-40/11
Jlex1MoHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI HaaexkKalux mpakTuk (GXP)» 34 ctp.u3 34 cp.

HccnenoBanus B mapajiesibHBIX TPyIIax

IlepekpecTHas MOAEIb

Hpyrue Meronbl: (GaKTOPHBIHM, TATUHCKUX KBAaJpaTOB, «UIpa Ha JIMJEPa», «CBSI3aHHBIX Map» U
mp.

NuHoBanMOHHBII  mpenapar(Ha OCHOBE TIOJIHOIO  JIOChE: JAHHbIE  XHMHYECKOTrO,
Ouonornyeckoro, (papmaneBTUUECKOro,  (HapMaKOIOTHYECKOTO, TOKCHUKOJIOTHYECKOTO U
KJIMHUYECKOTO H3Y4CHHSI)

Eci mnonayyuTs WHHOBAIMOHHBIM Mpenapar HE MPEACTABISETCS BO3MOXXHBIM, MOXHO
UCIIONIb30BATh Mpernapar, JUAUPYIOIIUNA Ha PBIHKE M0 Oo0beMaM MpOJAaX, MPU YCIOBHUH €ro
YCTaHOBJICHHOU 3 (HEKTUBHOCTH, O€30IaCHOCTH M Ka4eCTBa

B cnydae, korzna BhIIENIEPEYHCIEHHOE HEBO3MOXKHO, HAIMOHANBHBIA PETYISATOPHBIN OpraH
MOXXET OMPENEIUTh MpernapaT, HaAXONAIIMNWCA Ha PBIHKE JPYrol CTpaHbl NpPH YCIOBUU €r0
ycTaHOBJICHHONW d(eKTUBHOCTH, OE30MaCHOCTH U KauecTBa, W/WIM KOTOPBIA BBIOpaH
PEryJIsSTOPHBIM OPTraHOM APYTroro rocyapcTaa

KonTpoan3a 6e3onacHocThio JIC NpoBOAUTHCS B TeUEHUEBCET0 “KU3HEHHOTOLUKJIA” .
[Iporeccpa3paboTKUMOKETOBITHITTUTEHLHBIM U HE BCETAa3akaHuuBaeTcsnocnepeructpanuu JIC
3apeructpupoBanHoe JIC moxeronsateusyuyatbcsa B KM u torga PSUR u nepuoanueckuiioTyer
no 6e3onacuoctu mpu KU moryrpaszpabaTsiBaThCSI0JHOBPEMEHHO
BrrsBiaeHHbIEIPOOIEMBIOE30I1aCHOCTU3APETHCTPUPOBAHHOTO JIC
TpeOytoTnoBTOpHOMONICHKMAaHHBIX KM, a  mopolt ¥M  HOBBIXJOKIMHUYECKUX U
KIIMHUYECKUXHUCIIBITAHUN

4.AnocTpaTUBHBINA MaTepuaJ: Ipe3eHTalus

S5.JIuteparypa:

OcHoBHast:

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

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

3. Illybenkona E.B. ToransHOe ynpaBienue 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. YnpapieHHe KayecTBOM M PEMHXHHUPHHI OpraHu3anuu: ydel.mocobue /
3.C. A6yrunze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHuTenbHAL:

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

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

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

DIIEKTPOHHBIE PECYPCHI:
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ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTyCTiK KasakcTaH menmuvHa akapemuscol» AK AQO «HOxHo-KasaxcTaHCKaa MeavuMHCKaa akaneMus»
Kadenpa opranmzannm u ynpasieHus (hapMareBTHIECKOTO AeTa b044-40/11
Jlex1MoHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI HaaexkKalux mpakTuk (GXP)» 34 crp.u3 34 ctp.

no

o s

HB oo N

12.

13.

[Ipuka3 n.0. MunmCTpa 31paBooxpanHeHust Pecyonuku Kazaxcran ot 4 deBpans 2021 roga
Ne KP ICM-15. «O6 yrBepxxaennu Haanexxamux GpapmManeBTHYeCKUX MPAKTHK:
YMK]] pa3meriien Ha oOpa3oBarebHOM mopraie Ukma.kz
OnektponHass  OumOmuoreka  «KoHcynmpranT — crymeHTay. Ccbulka  JUIsl  JIOCTYyIA!
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23
Caiit 6ubMHoTeYHO-NH(DOPMAITMOHHOTO IIEHTpa akajaeMuu lib.ukma.kz
Menmuarexka FOKMA https://media.skma.edu.kz/
Hudposas O6ubmmoreka «Aknurpress» www.aknurpress.kz  mpoiiaure perucrparnuio u
yKaxkute npomokos SDH-28
OKMA Penosutopuiii  http://lib.ukma.kz/repository/
Pecny0nukanbIKKOFapblOKyOpBIHIapblapaibIKIIEKTPOHbIKKITanXana http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTBIKaKTiIepOasacer https://zan.kz/ru
. «[Taparpad Menununay» aknapaTThiKkyiecihttps://online.zakon.kz/Medicine/
. Kogexc PecnyOnmku Kazaxcran ot 7 uronst 2020 romaNe 360-VI «O 3n0poBbe Hapona u
CUCTEME 3/IpaBOOXpaHEHUs» (C M3MEHEHUAMU U JomoiHeHwsimu). [ 2, ct. 10; . 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437
[Ipuxa3z Munucrtpa 3npaBooxpanenust Peciyonmku Kazaxcran Ne KP JICM-305/2020 ot 21
nexadbps 2020 roga «O06 yTBepkKACHUH HOMEHKIIATYPbI CIIEIUAIBHOCTEH U CHelHalu3aluii B
o0nacTu  3paBOOXPAaHEHUS, HOMEHKIATYphl W KBATU(UKANMUOHHBIX XapaKTCPUCTHUK
JOJKHOCTEN paOOTHUKOB 3/IPaBOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\V2000021856
[Ipuxa3z Munuctpa 3npaBooxpanenust Pecryonmmku Kazaxcran ot 17 centsiOpst 2020 roma Ne
KP JICM-104/2020
06 yrBepxxaeHuu [IpaBuia onToBON U pO3ZHUYHOMN peann3aluy JIEKapCTBEHHBIX
CPEICTB U METUIIMHCKHUX U3/EIUN.
https://adilet.zan.kz/rus/docs/\VV2000021229#z129

6.KoHTpoO/IbHBIE BONPOCHI:

1.KakoBa 11516 KITuHHYEeCKUX ucciaemoBanuii JIC?

2.Ilepeuncnute MyTH OTKPBITUST HOBBIX MIPErapaToB?

3. HazoBute dakTopsl pucka, KOTOpble HEOOXOIMMO YYUTHIBATH 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 olls SOUTH KAZAKHSTAN
MEDISINA |SKMA|  MEDICAL
AKADEMIASY | [, | ACADEMY
«OHTyCTiK KasakcTaH menmuvHa akapemuscol» AK AQO «HOxHo-KasaxcTaHCKaa MeavuMHCKaa akaneMus»
Kadenpa opranmzannm u ynpasieHus (hapMareBTHIECKOTO AeTa b044-40/11
Jlex1MoHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI HaaexkKalux mpakTuk (GXP)» 34 ctp.u3 34 cp.

Jlekums Ne 4
1.Tema: Ilonarue o Hagnexanieil mpon3BOICTBEHHOM ITPaKTUKE.
2.Heasn: Jlath oOydarommmes mouatust o Hamexamei mpon3BoACTBEHHON MPaKTHKE.

3.Te3ucel Jekuum:

GMP- o6mmpHBIi psg TpeOOBaHMA, KOTOPHIM JOHKHBI COOTBETCTBOBATH IPEANPHUSATHS,
BEITycKaromue (apmarneBTudeckyro mnpoayknuto. Cranmapt Hamnmexamed mpou3BOICTBEHHOU
npakTuku. DakTopbl, OKasbIBarolue BiusHUE Ha KadecTBo JIC, a WMEHHO: 37MaHUS U
MOMEILEHUSs], IEpCcoHall, 000py/I0BaHUE, OPraHU3alMsl U BEACHUE TEXHOJOTHYECKOro Mpoliecca,
JIOKYMEHTAIUs, KOHTPOJIb Mpoliecca MPOU3BOJICTBA, KOHTPOJIb Ka4eCTBa TOTOBOTO MPOAYKTA U T.
.

GMP — yactp [koHIEnIMH]| obecreyeHns: KadyecTBa, rapaHTUPYIOLIAs TOCIEOBATEIbHYIO
BBIpa0OTKY M KOHTPOJb MPOAYKTOB [0 CTAaHJIApTaM KayecTBa, COOTBETCTBYIOLIUM HX
IPUMEHEHHMIO [110 Ha3HaYCHMIO| U TpeboBaHusIM perucrpannonnoro gocke (WHO).

GMP Britouaer oOOMmMPHBIN psa  MokazaTenei (TpeOoBaHMIA), KOTOPBIM JIOJDKHBI
COOTBETCTBOBAaTh MPEANPHUATHs, BbIMYyCKaomue ¢apMaleBTUYECKyI0 MNpoayKiuo.B Hem
MaKCHUMaJIbHO Y4TeHBI (DaKTOpBI, OKa3pIBarOIIKE BIUsHIE Ha KadecTBO JIC, a UMEHHO: 31aHUS U
MIOMEILEHUS], IEpCcoHall, 000py/I0BaHUE, OPraHU3alMsl U BEACHUE TEXHOJOTHYECKOro MpoIiecca,
JOKYMEHTalus1, KOHTPOJIb IPOIiecca MPOU3BOICTBA, KOHTPOJIb KA4eCTBA TOTOBOTO IPOAYKTA U T.
1. HexauectBenHble JIC He TONBKO MPEICTABIAIOT ONACHOCTh JUISl 30POBbsSI JIFOJIEH, HO TaKKe
IPUHOCAT MaTepHaIbHbIN yiepO U Ui rocyaapcTBa U i HoTpeduTesnen

[Tepsrie odunmansubie TpeboBanuss GMP mosiBmncs B CIIIA B 1963 1. (TomOTHEHBI B
1965, 1971, 1978, 1987, 1989, 1992 r.), zarem — B Kanane, Wranuu, BenukoOpuranuu,
ABCTpanuu W JIpyTux cTpaHax. B Hacrosmiee BpeMs HamuoHanbHbIe TpaBwia GMP umerotcs
6osee ueM B 40 cTpaHax.

B 1967 r. mo nmopyuenuto 20-it BecemupHoit accambiien 31paBOOXpaHEHHUS TMOATOTOBICH
IPOEKT MEXIYHApOJHBIX peKoMeHAauui B 3Toi obnactu. [Ipoekt paccmarpusaics Ha 21-i
Ceccun BecemupHoii accamOien 1 Ha 3acelaHuU KOMUTETa SKCIIEPTOB U onyOaukoBaH B 1969 r.
B cepuu TexHuuyeckux nokianoB BO3. [lepecMoTpeHHbIH BapuaHT ObUT BKIIOUEH B JOTIOJIHEHHE
K MexnynapoaHoit ¢apmakomnee Broporo uznanus (1971). B 1971 r. B Kenese (1lIBetiniapust)
ObUI MPOBEJEH NEPBbIM MEXAYHAPOJHBIH CUMIIO3UYM Ha TEMY O BHEIPEHHU pPEKOMEHIAalui
BO3 B mpakTuky mpou3BoAcTBa MenukaMeHToB. B nmanpHeimem npasuna BO3 nepuoanuecku
nepecMaTpUBalINCh, B nocieanuit pa3 — B 2000 r. B 1970-x ronax, B 3HaUUTENIbHON CTENEHU
omaromapst ycumusim BO3, konnenmst GMP mosryumira mmpokoe npu3HaHue BO BCEM MHPE.

[IpaBuna GMP TecHo mneperuieratorcst co cranaapramu ISO u B npyrux Bompocax, B
YaCTHOCTH  CTEpUJIM3al[MM, YMAaKOBKH, KilacCHU(UKAIMK YHUCTOTHl IOMEIIEHUH, MUK-
POOHOIOrMYECKUX METOJIOB KOHTPOJIS U T. II.

He uckimouaercst CyIecTBOBaHWE W IPYTHX CUCTeM, oTmdaronmxcs or GMP, ¢ momornsio
KOTOPBIX MOYKHO TPUAEPKUBATHCS KOHIENIUU obecriedeHus: kauectBa. lIpaBuma GMP ne
JOJKHBl OTpaHUYMBATh WJIM 3aJ€p’KUBAaTh pa3BUTHUE KAKUX-TUOO HOBBIX METOJOB WU
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TEXHOJIOTH, MPOIIEIIINX BaJUJalMI0 U TapaHTUPYIOIIUX YPOBEHb OOecreyeHusl KayecTBa, BO
BCSIKOM CJTy4ae, SKBUBAJICHTHBIN YPOBHIO, YCTaHOBIEHHOMY JAeiicTBYrOmUME npasuiamu GMP.

Jna Kazaxcrana pykoBOACTBa HOCST JOOpPOBOJBHBIN XxapakTep. Torma kak JOKYMEHTHI,
3aKOHOJIATENIbHO 3aKpeIUICHHBIE K 0053aTeIbHOMY BBIIOJIHEHUIO, UMEIOT CTaTyC TEXHHUYECKOTO
periaMeHTa, KOTOpBId corjacHo ompenenenuio PykosoactBa ISO/IEC: «ycranaBiuBaet
XapaKTEPUCTHKN TMPOAYKLIUU M CBS3aHHBIE C HEM MPOIECChl U METOAbI MPOM3BOACTBa». OH
MOJKET BKJIIOYATh TPEOOBAHUS K TEPMUHOJIOTUHU, CUMBOJIaM, YIIaKOBKE, MAPKUPOBKE MPOTYKIIUU
1100 LETMKOM MOCBALIATHCSA ITHUM Bonpocam»! [ToHATHE «TeXHUYECKHH periiaMeHT» SBISIETCS
OCHOBOIIOJIAralolUM B JIOKyMeHTe «CorjaiieHue Mo TeXHUYECKUM OapbepaM B TOPTOBIEY,
npunsitoM BTO. JlokymMeHTB, B KOTOpBIX perjameHtupytorcss mnpaswia GMP, moxHO
KBaJTM(UIMPOBATH KaK TEXHUYECKUE PETIIAMEHThI OOIIero Ha3HaueHus rnpu npoussozactae JIC, a
TEXHOJIOTUYECKHE PETIaMEHThl MPOU3BOJCTBA JUISI KaXIOTO KOHKPETHOTO Ipermapara — Kak
TEXHUUYECKHE PETIaMEHThI YaCTHOTO Ha3HAYEHUSI.

4. A1iocTpaTUBHBIN MaTepPUAaJI: IPE3CHTIUS

S./Iuteparypa:

OcHoBHas:

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

2. PykoBoactBa mno Haanexamel mnpakThke XpaHeHHMs (apMaleBTUYECKOH MPOAYKLUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHH3aIHs
3apaBooxpanenus. Lukn rexunueckux otaeroB 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 OpraHu3anuu: ydeO.nmocobue /
3.C. A6yrunze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHUTENBHAS:

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

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

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

ONEKTPOHHBIE PECYPCHI:

1. Tlpuka3 u.o. Munucrpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 4 ¢espans 2021 roga
No KP JICM-15. «O6 yrBepxkaennn Hamnexxammx hapManeBTHUIECKUX MPAKTHKY:

2. YMK/ pa3merieH Ha oOpa3oBareinbHOM noprane Ukma.kz

3. Dmnektponnas  OuOmuoreka  «KoncymbranT  crymeHta». Cchuika  JUid  JOCTyIA:

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

Caiit OubOmoTeYHO-NH(OPMAIIMOHHOTO TIeHTpa akagemuu lib.ukma.kz

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

B
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10.
11.

12.

13.

[udposas O6ubmoreka «Aknurpress» www.aknurpress.kz MPOUJINTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

OKMA Penosutopuiii  http://lib.ukma.kz/repository/
PecryOnmkanbIKKOFapbIOKYOPBIHIAPBIapATTBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOPMATUBTIK-KYKBIKThIKaKTLIepOa3ackl https://zan.kz/ru

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

Konexkc Pecnyonmku Kazaxcran ot 7 mromst 2020 romaNe 360-VI «O 310poBbe Hapona u
CHUCTEME 3/IpaBOOXpaHEHUs» (C U3MEHEHUs MU W jAomnojHeHusimu). ['n. 2, cr. 10; ri. 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
nexabps 2020 rona «O0 yTBEpKICHUH HOMEHKJIATYPhI CIIEIUATBHOCTEN U CIIeIMaIN3alui B
o0jacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaTU(UKALHUOHHBIX 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 pO3ZHUYHOMN peanu3aluy JIEKapCTBEHHBIX

CPEICTB U MEIUIIUHCKUX U3JEIUH.

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

6.KoHTpo1bHBIE BONPOCHI:

1.C kakoii nenbto pa3padboran cranaapt Hauexaias npousBoacTBeHHas npaktuka B PK?
2. I'nmaBHOe HampaBieHue craHaaptra Haanexamias npou3BoACTBEHHAS IPAKTHKA.

3. Ilepeunciute pakTopbl, OKa3pIBatOIIME BIUsHUE Ha KadecTBo JIC.

4.

[[aﬁTe OMMPCACIICHUC TIOHATUIO «TEeXHUYECKUU periIaMeHT».
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Jlexkuus Ne 5
1.Tema: [Tonarue o Hagnexameit quctpudbtoropckoii mpaktukeGDP.
2.leasn: Jlath oOydatommces noHsaTHs o Hamiexameit TucTpruObloTOPCKO MPAaKTHKE.

3.Te3ucel Jekuum:

Cranmapt «Hamexaras auctpudObiotopckas npaktuka» (Good Distribution Practice; GDP).
Enunelii moaxon K OpPraHM3allMOHHOMY IIPOLIECCY ONTOBOM pealn3aluy JIEKapCTBEHHBIX
cpenctB. ObecnieueHne KayecTBa JEKaPCTBEHHBIX CPEJICTB HA BCEM IYTH OT MPOU3BOAUTENS 10
PO3HUYHOM CETU U MEIUIIMHCKUX OpraHU3alui.

B Kazaxcrane 3akoHOmaTenpHO  yTBEpXKJAE€Ha cTparerus uHTerpauumun B EC.
3akonozgarenscTtBO EC B oTHOowmeHuu JIC cTaBuT ABEe LEeNM — 3alluTy 370pPOBbsl HACEJIEHUs U
obecrieueHre CBOOOIHOTO JIBMKEHHS (hapMalleBTUYECKOW MPOIYKIIMU Ha OOIEeM BHYTPEHHEM
peiake EC. B COBpEeMEHHBIX YCIIOBHSX HEIOCTATOYHO pa3padorartk HOBoe 3ddekruBroe JIC,
YCTaHOBUTH €r0 ONTUMANbHYIO IIeHy, HeoOXoaumo emie BbIOpaTh 3(h(eKTHUBHBIE KaHAJbI
pacnpenenenus JIC oT MecTa H3rOTOBJIEHUS K MECTaM MX IMPUMEHEHUS B KOHKPETHO
OTpefieiecHHOe BpeMsl C IENbI0 YAOBIETBOPEHHUS MOTPEOHOCTEW HaceleHus U Jie4eOHO-
npoUIAKTUUECKUX YUpPEXKIECHUNW B JIEKApCTBEHHOM obecneueHuu. Hanpumep, mpoaykuus,
W3TOTOBJICHHAas B COOTBETCTBUU ¢ mpaBwiamMd GMP, Moxer HCIOPTUTBCS B TMEPHOA
TUCTpUOYIINH, eclii He OyIyT cOOI0IeHBI COOTBETCTBYIOIINE TpeOoBaHus, cranaapTel GDP.

JAucTpuOyuusi — JIeATENbHOCTb, CBSA3aHHAs C 3aKyIKOM, XpaHEHHEM, ITOCTaBKaMU WU
skcnioproM JIC, 3a UCKIIOYEHHEM PO3HMUYHOM pean3aluy. JTa AEATEIbHOCTh OCYILECTBIISAETCS
COBMECTHO C TMPOU3BOJAUTEISIMU WJIM BIAJENblIAMU PErHMCTPAllMOHHOTO CBUJETENLCTBA,
UMIIOpPTEPAMHU, JPYTUMH AUCTPUOBIOTOPAMU MM COBMECTHO C CYyOBEKTaMM XO3SHCTBEHHOM
JeSTeTbHOCTH, 3aHUMAIOIIUMHUCS pO3HUYHOU peanu3arueit JIC.

JAucTpuObIOTOP — CyOBEKT XO3SMCTBEHHOM JESITEeIbHOCTH, KOTOPBIM HMes JIMLEH3UI0 Ha
ontoByto peanuzanuio JIC M OCYIIECTBISET COOTBETCTBYIOUIYIO JESTENBHOCTh IO HX
TUCTPUOYIINH.

B Hacrosiiee Bpemsi KOJMYECTBO TOCYAAPCTBEHHBIX YUYPEKICHHH, KOTOpblE HMMEIOT
JUIeH3uu Ha onToByro peanuszauuio JIC, cocraBiaser okono 5% Bcex CyOBEKTOB
X035IICTBOBaHMSI — TUCTPUOBIOTOPOB.

Ponp ¢apmaneBTHUECKUX AUCTPUOBIOTOPOB B HACTOSIEE BPEMS COCTOUT B (OPMHPOBAHHUU
Cpelpl, TO3BOJISAIOLIEH pa3BUBaThb W IpeularaTb COBPEMEHHBIE YCIYTH, MPEJOCTaBIATh
(UHAHCOBYI0O M KOMMEPUYECKYIO TOIJEPKKY (apMmaiieBTaM, CIIOCOOCTBOBATh YKPEIICHHIO
310poBbs HaceneHus Kasaxcrana.

O0JacTh NpUMEHeHH

¢ Hacrosmmii cTaHmapT ycTaHaBiIMBaeT TpeOoBaHHMs K Hajiexarieid JUCTPUOBIOTOPCKOM

NpakTUKe (ONTOBOW peanu3aliu) JEKApCTBEHHBIX CPEACTB, MEAMLMHCKOW TEXHUKH H

U3JIeTMA MEUIIMHCKOTO Ha3HAYEHUSI.

% TpeOoBaHMs HACTOANIETO CTAaHAAPTa PACIPOCTPAHSIOTCS HAa ONTOBBIE OpraHU3aIlHH,

3aHUMaroIuecss JIucTpuOblonMel (ONTOBOM peanu3alveil) JeKapCTBEHHBIX CpEICTB,
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MEAUIMHCKOW TEXHUKH M M3ACNTUN MEIULMHCKOrO Ha3HA4YeHMs], BKJIIOYAs MIPOU3BOIUTENEH
JIEKAPCTBEHHBIX CPEJACTB, MEAUIIMHCKOM TEXHUKH W MU3ICIUM MEAUIIMHCKOIO Ha3HAYEHUs
HE3aBHCHUMO OT BEOMCTBEHHOM NMPUHATIC)KHOCTH U (POPMBI COOCTBEHHOCTH.

Hacrosimuit crannapT He pacnpocTpaHsieTCss Ha OpraHU3aliy, 3aHUMAIOIIUECS PO3ZHUYHON
peanu3anuel JIEKapCTBEHHBIX CPEICTB, MEIUIUHCKON TEXHUKH U W3JIEIHN MEIUIIMHCKOTO
Ha3HAYCHHUS.

Ilepconan

X/
°

X/
L X4

X/
L X4

[Itatr aucTpuOBIOTOPAa JOHKEH OBITh YKOMIUIEKTOBAH JOCTATOYHBIM KOJIWYECTBOM
KBAIM(UIIMPOBAHHOTO  IEPCOHAja, CIHOCOOHOrO Ha  JIOJDKHOM  YpOBHE  pellarh
npo(hecCHOHANLHBIC 33/1aYH B COOTBETCTBUU CO CBOMMHU JIOJDKHOCTHBIMH O0SI3aHHOCTSIMH.
PykoBoauTeNb ONTOBOM OpraHM3allid OCYIIECTBISIET OOIee PYKOBOACTBO paboOTOH
OpraHMW3aIlil ¥ HECeT INOJHYK OTBETCTBEHHOCTh 33 OOCCIICUCHHE CHUCTEMBI KadecTBa
JUCTPUOBIOLIH.

PykoBomuTeneM anteqHoro ckiaga JEKapCTBEHHBIX CPEACTB HA3HAYACTCS JIMIIO, MMEIOIIEe
oOpa3oBaHue, KBaIM(HUKAIMIO M OIBIT PabOThl B COOTBETCTBUHM C TPeOOBaHUAMHU
JEHCTBYIOIIETO 3aKOHOIaTEIhCTBA

B onToBoii opraHu3aly OTBETCTBEHHBIM JIUIIOM 3a OOCCIICUYCHHE KayecTBa Ha3HAYAETCs
JUII0, UMEIOIIIee BhICIIEe (hapMarleBTHUECKOE 00Opa30BaHHE.

CranaapTHble onepaluOHHbIE NPOLEYPbI

*
L X4

X/
L X4

Ha Bce BHUJIbI pa60T, BJIMAIOINHUEC Ha Ka4Y€CTBO JICKAPCTBCHHBIX CPCACTB, MCAUIMNHCKYIO
TEXHUKY W M3IIENIUS MEIUIIMHCKOTO HA3HAUCHHS, a TaKXKe KayeCTBO JUCTPHOBIOTOPCKOU
JACATCIIBHOCTH B ILCJIIOM, JOJIZKHBI 6I)ITI) COCTaBJICHBI CTAHAAPTHBIC OICPAIVOHHBIC
npouenyps (COII).

Crangaptueie  omnepanuonnbie mpoueaypsl (COII) momkHBI OBITH JAaTUPOBAHBI U
NnoAINurCaHbl JIUIIOM, OTBETCTBCHHBLIM 3a CUCTCMY KAaUCCTBA W YTBCPIKICHBI PYKOBOAUTCIIEM
OTITOBOI OpraHu3aluu.

4.Ai10cTPAaTUBHBINA MaTepHaJI: IPEe3eHTalUs

S.JIureparypa:
OcHoBHas:

1.

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

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

3. lllybenkora E.B. ToransHOe ymnpaBieHnue kadectBoMm: ydeOHnoe nocodue / E.B. lllyGenkona.
- M.: DK3AMEH, 2015. - 256 c.

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

5. Ao6yrtumze 3.C. YmpaBieHune KayeCTBOM M PEHMHXMHUPHHT OpraHu3anuu: ydel.mocobue /
3.C. AGyrunze, J.H. Anekcanaposckasi, 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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2.

3.

ApsictanoB, K. M. Opranuzanusi (papMameBTHYECKON NeATeIbHOCTH: y4eb. mocobue . -
Anmarsl :9Bepo, 2015. - 608 c.

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

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

oA~

10.
11.

12.

13.

[Ipuka3 n.o. Munucrtpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 4 ¢espans 2021 rona
Ne KP JICM-15. «O6 yrBepxkaenun Hamnexamumx hapManeBTHUECKUX MPAKTHKY:

YMK/I pa3meriien Ha oOpa3zoBatebHOM mopraie ukma.kz

OnektpoHHass  Oubmuoreka  «KoHcynbranT — crygeHTa». Ccebulka 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/

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

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

«[Taparpad Menuuuna» aknaparteikkyiiecihttps://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; rim. 5,
naparpad 3; ri. 27,28;

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

[Ipuxa3z Munucrtpa 3npaBooxpanenust Pecryonuku Kazaxcran Ne KP ICM-305/2020 ot 21
nexabps 2020 rona «O0 yTBep)KIEHUHM HOMEHKIIATYpPhI CIIELUAIbHOCTEN U Cielnanu3anuii B
00TacTH  3paBOOXpAHEHMS, HOMEHKJIATYphl ¥ KBAIM(UKAIMOHHBIX XapPaKTEPUCTHK
JIOJDKHOCTEH paOOTHUKOB 3/]paBOOXPAHEHUS.

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

CPEACTB U METUITMHCKHUX M3/ICITHH.

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

6.KoHTpO/IbHBIE BONPOCHI:

1. C kaxkoit nienbio pazpaborana Hagnexamas nuctpubbioTopckas npaktukas PK?

2. I'maBHOE HampaBlIeHUE HAcTosIIEro cragaapra Haanexamas auctpuOploTopcKas MpakTHKa.
3.daiite onpenenenue MoHATHIO «CTaHAapPTHBIE OTIEPAIIMOHHBIE TPOLEAYPHIY.

4. JlaiiTe onpeneneHne MOHATHIO «J{ucTpuOymus».
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«OHTyCTiK KasakcTaH menmuvHa akapemuscol» AK D AQO «HOxHo-KasaxcTaHCKaa MeavuMHCKaa akaneMus»
Kadenpa opranmzannm u ynpasieHus (hapMareBTHIECKOTO AeTa b044-40/11
Jlex1MoHHBIN KOMIUTEKC «OpraHu3aliMOHHbIC OCHOBBI HaaexkKalux mpakTuk (GXP)» 34 crp.u3 34 ctp.
Jlexuusa Ne 6

1.Tema: OcHoBHBIC IPUHIMIIBI cTaHAapTa Hamnexkamel anteuynoit nmpaktukuGPP.

2.ean: J[latb oOyd4aromumcss MOHATHS OO0 JAEATENbHOCTH alTeK B COOTBETCTBUU C
TpeOoBanusaMu Hannexaiei anteyHoi MpaKkTHUKH.

3.Te3ucel Jekuum:

Hamnexarnass anreunas mnpaktuka (Good Pharmacy Practice; GPP),IlpaBuna,
pazpaboTaHHBIC C IEIbI0 OOCCIICUCHUsS HAIJISKANero KadecTBa (apMaleBTHUECKUX YCIIYT,
OKa3bIBaeMbIX (hapmarieBTHUeCKUMU paboTHukamu HaceneHnuto PK. Hacrosmme IlpaBuna
PETIAMEHTUPYIOT OCHOBHBIE TPEeOOBaHMS, TPEABSBISAEMbIE K JCATCILHOCTH AalTCYHBIX
OpraHu3aiii 1Mo OOCCIICYCHUIO HACENICHHsSI Ka4eCTBEHHBIMHU JIGKAPCTBEHHBIMH Tperaparamu,
U3JCNIASIMA ~ MEJIMIIMHCKOTO HA3HAUCHUS H MEJAWIIMHCKOM TEXHUKH, (apMalreBTHICCKUMHU
ycayraMM M HalpaBlieH Ha  YKPCIUIGHHWE 3[0POBbS  HACEJICHHUs, TapaHTHPOBAHHOE
KB (UIIMPOBAHHOE OOCTY)KMBAaHHE KaXKJIOTO TAIMCHTA, IIOBBIIICHUE OTBETCTBEHHOCTH
(dapmalrieBTHYeCKUX PA0OTHUKOB B OKa3aHWHM (DapMaleBTHUECKUX YCIIYT, CONCHCTBHIO B
palMoHaLHOM TMPUMEHEHHH JS(()EKTUBHBIX, KAY€CTBCHHBIX, OC30MACHBIX, YKOHOMHYHBIX (C
TOYKH 3peHUsi (HapMaKOPKOHOMHUKH) JIEKAPCTBEHHBIX MPEIApPaToB C MEIbK JOCTHIKCHHS
MaKCUMAJIBHON TEPaneBTHYSCKOU MOJIb3bI ¢ MUHUMAIIBHBIME TTPOSIBIICHUSIMH HEOIarompusTHBIX
BO3JICHCTBHM.

[Tonoxxenus Hactosux [IpaBun HampaBiIeHbl Ha oOecrieyeHe B3aMMOCBSA3HU Bpaya, MalMeHTa u
dapMarieBTa, MO3BOJIIOIIAE ONTHMHU3UPOBATH WCIIONB30BAHUE JIGKAPCTBEHHBIX CPEIICTB W
OIICHUTh Pe3ynbTaThl JeueHus. ONpefensionuM >IEMEHTOM SBISETCS MPOSBICHHE 3a00ThI
dapMmarieBTa 00 YKpeIJICHUH 3JI0POBbS MAllMEHTA W MPUHATHS Ha ce0s 9acTH OTBETCTBEHHOCTH
3a pe3ynbTar JeueHus. Po3HHMYHas peanu3aius JEKapCTBEHHBIX CPENCTB OCYIIECTBISETCS
anTeYHBIMA OPTaHU3alMsAMHA HAa OCHOBAHWH JIMIICH3WM HA (PapMarieBTHUECKYIO JEATEIHHOCTD,
BBIIAaHHYIO B TIOPSAJKE, YCTAaHOBJICHHOM HAIIMOHAIBHBIM 3aKOHOJATEThCTBOM. ATMNTEYHbIE
OpTaHMW3aIH JOKHBI COOTBETCTBOBATh KBATH(PHKAIIMOHHBIM TPEOOBAHHSM, MPEIbIBISCMBIM
MIpU JTUIEH3UPOBAHNHU (DapMalleBTUUECKON JAesITeNIbHOCTH, CBSI3aHHOW C PO3SHUYHOM peanu3anueit
JICKApCTBEHHBIX CPEACTB. ANITCUHBIC OPTAaHU3AIMH B CBOCH padOTe JTOIKHBI PYKOBOJCTBOBATHCS
CaAaHUTAPHO-IMUEMUOJIOTHYECKUMH TpPaBUJIaMH U HOpPMaMH, MpaBWJIAMU OXPaHbl Tpyna U
TEXHUKH O€30MaCHOCTH, IPOTHBOIMOXKAPHBIMU TIPABWJIAMH W JIPYTEMH  TPEeOOBAHHUSIMH,
YCTaHOBJICHHBIMU HAIMOHATLHBIMU HOPMAaTHBHBIMU MpaBOBBIMU akTamu. Hactosmue [IpaBua
NPEICTABISIIOT ~ cOo00M  KOMIJIEKC ~ TpeOOBaHWE,  CHOCOOCTBYIOIIMX  KauyeCTBEHHOMY
MPEOCTABIICHUIO JIEKAPCTBEHHBIX CPEACTB, U3EIUNA MEAUIIMHCKOTO HA3HAUCHUS, METUITTHCKON
TEXHUKH M (apMaleBTUUYCCKUX YCIIYT, a TakKe B OKa3aHWW ITOMOIIM HACEJICHHIO C IEIbI0
HanboJIee ONTUMATBFHOTO WX MCIIOJIb30BaHUS.
[maBHBIMY HAITPaBJIICHUSIMHA HACTOSATINX [TpaBuiT SBIISIOTCS:

- OTMYCK JIEKQpPCTBEHHBIX MPEMaparoB M H3ACTUI METUIIMHCKOTO HAa3HAYCHUS HaJJIeKaIlero
KauecTBa;

- TpeIOoCTaBIEHUE JOCTOBEPHOW M OOBEKTHBHOW WH(MOPMAIUHU, KACAIOIIMXCS CBOWMCTB H
Ha/IJISXKAIIETr0 IIPUMEHEHUS JICKAPCTBEHHBIX CPEJICTB;
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- MpolaraHja panyoHaJIbHOIO Ha3HAUEHMsl JIEKAPCTBEHHBIX IMPENaparoB M MPaBWIBHOIO UX
UCIIOJIb30BaHMS;

- TMapTHEPCKHE, [OBEPUTEIbHbIE B3aUMOOTHOLICHHUS C paOOTHUKAMHU 3paBOOXPAHEHUS
(Bpauyamu) 10 BoIlpocaM (apMaKoTeparnuu;

- HaJIeXxallee npeaocTaBieHue (papMaleBTUUECKUX YCIYT.

OCHOBHBIMHU TPEOOBaHHUSMU HaJUICKAIIEH alTeUHON MPAKTHKH SIBIISIOTCS:

- OpUEHTALMs Ha MAIMEeHTa B LIESIX COXPAHEHUS 3/10pOBbs UEJIOBEKa;

- COZIEMCTBHE pallMOHAILHOMY Ha3HAYEHUIO U HAJUIEXKAIIEMY MCIOJIb30BAaHUIO JIEKAPCTBEHHBIX
CPEACTB;

- OPMEHTHPOBAHUE KAXKIOTO IEMEHTa (hapMaIleBTUYECKON YCIYrH Ha OTACIBHYIO IUYHOCTD;

- OKa3aHHe KaueCTBEHHbIX (hapMalleBTUUECKUX YCIIYT;

- B3aMMOJECHCTBUE alTEYHOW M MEIWIMHCKOM OpraHu3alfu, MOAPa3yMEBAIOIIEe B3aMMHOE
JoBepHe U KOH(HUAECHIMAIBLHOCTh BO BCEX BOMNPOCAX, OTHOCAIIMXCA K (hapMakoTepamnuw,
YKPEIIEHUIO 3/J0pOBbS, IPOPUIAKTUKY 3a00JIeBaHN HAceJIeHUs U (hapMaKOHA130pa;

- olecrnieyeHHe MEpONPHUATUH IO CHCTEME 3aKYyIOK JIeKapCTBEHHBIX CpPEACTB, W3JEIUN
MEIMIMHCKOTO HA3HAUY€HUs, MEIUIMHCKOM TEXHUKH M TOBAapOB AaNTEYHOIO AacCOPTUMEHTA,
00HapyXEHUIO u IIPEJOTBPALICHUIO pacrpocTpaHeHus ¢banbcupuIpoBaHHON
(apMareBTH4YECKON MPOTyKIIH.

4.An1ocTpaTUBHBINA MaTepuaJ: Ipe3eHTalus

S.JIuteparypa:

OcHoBHast:

1. PykoBonctBo «JlekapcTBeHHbIe cpencTBa. Hamnexamas npaktuka guctpuosionun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoxctBa mno Haanexamell mnpakTHke XpaHeHHMs (apMaleBTUYECKONH MPOAYKLIUU
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
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. Vcropus ynpasieHus kauectBoM: yuyeOHoe mocobue / T.A. Canumosa,
H.II. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. Ao6yrtumze 3.C. YmpapieHue KayeCTBOM M PEHMHXMHUPHHI OpraHu3anuu: yded.mocobue /
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 / K. M.- Anmats! :9Bepo, 2016.
- 184 c.

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

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

ONEKTPOHHBIE PECYPCHI:

1. IIpuka3 u.o. Munucrpa 3apaBooxpanenusi Pecriyonuku Kazaxcran ot 4 ¢espans 2021 rona
Ne KP ICM-15. «O6 yrBepxxaennu Haanexxamux GpapmManeBTHYeCKUX MPaKTHK:

2. YMK]I pa3mernien Ha oOpa3zoBareabHOM mopraie ukma.kz
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oA~

10.
11.

12.

13.

OnektponHass  Oubmuoreka  «KoncynbranT — crygeHTa». Ccebulka Ui JOCTyIHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

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

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

[udposas O6ubmoreka «Aknurpress» www.aknurpress.kz MPOUJINTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

OKMA Penosuropuiii  http://lib.ukma.kz/repository/
PecryOnmkanbIK:KOFapbIOKYOPBIHIAPBIapATTBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOPMATUBTIK-KYKBIKThIKaKTLIepOa3ace! 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 M3MEHEHUAMU U JomnoiaHeHusmu). I'n. 2, cr. 10; . 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 rona «O0 yTBEpKIE€HUH HOMEHKJIATYPhI CIEIUATBHOCTEH U CIICHIUaIu3aliil B
o0jacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaTU(UKALHUOHHBIX XapaKTEPUCTHUK
JOJKHOCTEH paOOTHUKOB 3/IPAaBOOXPAHEHUS.

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

[Ipuxa3z Munuctpa 3npaBooxpanenust Pecryommku Kazaxcran ot 17 centsiOpst 2020 roma Ne
KP JICM-104/2020

06 yrBepxxaeHuu [IpaBui onToBON U pO3HUYHOMN peanu3aliu JIEKApCTBEHHBIX

CPEIICTB M METUIIMHCKHUX U3JICITUN.

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

6.KoHTpO/IbHBIE BONIPOCHI:

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

2. llepeunciuTe TIJaBHBIE HANMpaBICHUS HACTOALIETO CTaHAapTa Hamrexamas anrtedHas
MpaKTHKa?

3. KakoBbl OCHOBHBIE TpeOOBaHHS HAJISKAIICH alTeYHON MTPAKTUKA?

4. JlaiiTe omnpeneieHne MOHATHIO «HAJUIeXkallee MpeocTaBlIeHne papMaleBTHIECKUX YCIIyT».
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Jlexnusa Ne 7
1.Tema: Haanexarias nmpakTuka xpaHeHus (hapMarieBTHaeckoi mpoaykiuu. PykoBoacteo GSP.

2.10ean: Jlate oOydarommmcs MoHATHS 0 Hammexarnien nmpakTuke XpaHeHus GapMareBTHIeCKOn
MPOIYKILIUH.

3.Te3ucel Jekuum:

XpaHeHre M TPAHCHOPTHPOBKA (papMaleBTUUECKHMX MaTEpHUaJoB M MPOAYKLIHUUA HMEEeT
MECTO Ha BCEX JTamax OOpallleHUs, U B ATUX ONEpaIMsIX 3aJCHCTBOBAHBI MPAKTUYECKUA BCE
y4aCTHUKHU (DapMaIieBTHUECKOTO PhIHKA.

OTO MOCIeAHUH U3 TPUHATHIX HAa MEXIyHApPOJAHOM YpoBHE craHmaptoB cemeiictBa GXP,
KOTOPBI TECHO CBsI3aH C JAPYTUMHU CTaHAapTaMH 3TOTO CeMeicTBa, B mnepByto ouepenb ¢ GDP,
3aCIy’)KEHHO TPHUBJICKAIOIIMMHA K ce0¢ BHHUMAaHHE MHOTHX CHEIHAIUCTOB (hapMareBTUYeCKOU
oTpacinu. XpaHeHHe — TMIEPHOJ XpaHEHHs (apMaleBTUYECKOW MPOIYKIUU A0 MOMEHTa €e
WCIIOJIb30BaHMUs. XpaHEHUE W TPAHCIIOPTHPOBKA (hapMalEeBTUYECKUX MATCPHAIIOB M MPOTYKIIUU
MMEET MECTO Ha BCEX ATamax oOpallleHus], U B 3TUX ONEPaLUAX 3aJeiICTBOBAHbI MPAKTHUYECKU BCE
y4aCTHUKH (apMaleBTUYECKOTO pPHIHKA. [l0ATOMY HeENb3s ¢ YBEPEHHOCTHIO TOBOPHUTH O
kauecTBe, Oe3omacHoct u 3PdexktuBHOCTH JIC, HEe HMes HAIMOHAJIBLHOTO HIIM XOTA ObI
BHyTpu(UpMeHHOTO cTannapra xpanenus JIC, coorBercTByromero Hopmam GSP, u He
coOroast ero Ha NPaKTHKE.

PykoBojacTBO MO Haanmexamied NpakTHKE XpaHEHHs QapMaleBTUYeCKOW MPOTyKIIUU
(Guidetogoodstoragepracticesforpharmaceuticals — GSP) mnoarorosieno BO3 B TecHOM
coTpyaHudectBe ¢ MexayHaponHoit dapmaneBtuueckoil denepanueit (FIP). Tekct mpunsar
OxcnepTHeIM komuTreToM BO3 mno cnenudukanusM ¢gapmaieBTUUECKUX MpenaparoB Ha 34-i
3aceaHuM (UK TexHuueckux oTaeToB BO3, Ne 908, 2003).

PykoBonmctBo GSP mpeana3sHadueHO i BceX pPAOOTHUKOB, MMEIOIIMX OTHOIICHHE K

XPaHEHUIO, TPAHCIOPTUPOBKE U PACIPOCTpPaHEHHIO (HapMalEeBTUYECKON TMPOAYKIHH H
MPUMEHUMO K TTPOU3BOAUTENSIM, UMIIOpTEpaM U ToctaBiukaM JIC, onToBeIM (upMaM, antTexkam
1 OOJIbHUIIAM.
GSP npencrapiser co00l JTONMOJHEHUE K BBIICYKAa3aHHBIM JJOKYMEHTAM H COJICP)KUT OIUCAHUE
CHEIHMAbHBIX Mep, HEOOXOAMMBIX JJis TMPaBHJIBHOTO XpaHEHUS U TPAHCIOPTUPOBKHU
dapmareBTUUeCKOd MPOAYKIMH. ODTH MEpbl NPU HEOOXOJMMOCTH MOXKHO aJalnTUpPOBaTh K
KOHKPETHOW CUTYaIluU MPU YCIOBUH COOIIOIEHUS BCEX CTAaHAApTOB KauecTBa.

Ilepconan

Ha mo0om ydacTke XpaHeHHsS (Hampumep, y MPOU3BOAMTENS, TUCTPUOBIOTOpPA, OMTOBHKA,
B aliTeKe WM OOJIbHUIIE) OJDKHO OBITh JOCTaTOYHOE KOJHMYECTBO KBaTU(UIIMPOBAHHOTO
nepcoHana, 4YToObl OOECIEeYuTh COXpaHEHHE KadecTBa (apMaleBTUYECKOW TMPOMYKIIUU.
KBanudukamus nepconana J0mKHa COOTBETCTBOBATH TOCY/IAPCTBEHHBIM HOPMaM.

[lepconan AomkeH MPOWUTH OOy4deHHE HajJIexalleld MPaKTHKE XPaHEHHS, 3aKOHO/IATeIbCTBY,
MpoIeIypaM U MepaM 0€301acHOCTH.

COoTpyAHHMKH MAOJDKHBI TPOWTH CHENHalbHOE OO0y4YeHHe | COONIOAaTh CTAaHAAPTHI JTUYHON
TUTHCHBI U CAHUTAPHH.
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X/
°

X/
L X4

X/
L X4

CoTpynHukH, paboTarolliyde B 30HE XPaHEHMs, IOJDKHBI HOCUTh 3alIUTHYIO WIH padbodyro
OJIeXk/1y, COOTBETCTBYIOIIYIO BBIIIOJIHAEMOI padoTe.
JlokyMeHTanus: NMCbMEeHHbIe HHCTPYKIUH M 0TYeThl

1. Cnenyer XpaHUTh NHCbMEHHbBIE MHCTPYKIMM, a TAaKK€ OTYETHI 000 BCEM JEATEIbHOCTH
B IIOMEILEHUAX JUIsl XpaHEHUs POLYKIMH, BKIItOYast paboTy ¢ IPOAYKTAMH C UCTEKIIUM CPOKOM
FOJHOCTU. OTH MHCTPYKIMM M OTYETHI JOJDKHBI SICHO OIMCHIBaTh IPOLEAYPHl XpaHEHUs
U OTpaXkaTb IEpEeMELICHUs MaTepuajioB, (apMaleBTUUYECKUX HPOAYKTOB M MH(OpMaruu
B IIpejiesiax OpraHU3aIMK Ha CIy4yail BOZHUKHOBEHHUS! HEOOXOJUMOCTH OT3bIBA MPOIYKTA.

2. Jlng KaxkAoro Xpassullerocs MaTepuajia WIM HNPOAYKTa HEOOXOJUMO HUMETh MOCTOSIHHYIO
UH(OPMALKIO, B TUCBMEHHOM WJIHM 3JICKTPOHHOM BHJIE, C YKa3aHUEM YCIOBUH XpaHEHUs, KaKuX-
a100 NPeAOCTOPOKHOCTEH M JaT IMOBTOPHOIO TecTUpoBaHMs. Bcerma ciemyer cobmronarsb
TpeboBanus @apmakoneu U JeHCTBYIONIEr0 3aKOHO1ATEIbCTBA.

3. Caenyer XpaHUTh OTYETHI O KaXKIOM IOJIYYEHUHU TOBapa. DTH OTUETHI JTOJKHBI CO/LEPIKATh
ONMCAaHHWE TOBAapa, JIAHHBIE O KA4eCTBE, KOJMYECTBE MU IOCTABIIMKE, HOMEpP MapTUH,
IPUCBOCHHBIM MOCTABILMKOM, ATy MOJyYeHHs, HOMEp MapTHH, IPUCBOCHHBIN MPH MOIyYEHHUH,
U 1aTy UCTEUEHUs cpoka rofgHocTu. Eciiv HalMoHaIbHOE 3aKOHOAATEILCTBO MPEANHCHIBAET
XpaHUTh 3Ty HMH(OPMAILMIO B TEYEHUE OIPEJCIIEHHOIO Mepuoja, CieAyeT coOIoaTh 3TO
npeanucanue. (B mpoTuBHOM citydae 3Ty MH(QOPMAIUIO CIIEAyeT XPaHWUTh €IIe OJAWH TOA TI0
UCTEYEHUHU CPOKa FOJTHOCTH MOJIyYCHHBIX MaTepHaIOB WM IPOAYKTOB).

4. Crnemyer BECTH 3alMCh MaTepUAIOB M (apMaIeBTHYECKHX IPOAYKTOB NPH MOTYyYCHUU
U OTHPAaBKEe; 3alMCH MPOU3BOIATCS MHO cCreUu(UUIECKOMY IMPHU3HAKY, HAIPUMEp IO HOMEpY
HNapTHH.

MapkupoBKa U KOHTeilHepbI

1. Matepuansl u papManeBTHUECKUE NPOAYKTHl JOJDKHBI XPAaHUTHCS B KOHTEHHepax, He
BIUSIOUIMX Ha KAauyeCTBO NPOAYKIHMHU W NPU ATOM OOECIEUMBAIOIIMX HAJEKHYIO 3alllUTy OT
BHEIIIHUX BO3/IEHCTBUI, B YACTHOCTH U OT OAKTEPHAILHOTIO 3apaXKEHHUS.

2. KoHreliHepb! AOKHBI ObITh aKKypaTHO MapKHpOBaHbI: HEOOXOAMMO yKa3aTh, MO KpaiiHel
Mepe, Ha3BaHME MaTepuanga, HOMEP MapTUH, CPOK TOJHOCTHM WIM JaTy IOBTOPHOIO
TECTUPOBAHUs, YCJIOBHS XpaHEHUs W CChUIKY Ha ¢apmakonero (rae Heobdxomumo). Cremyer
UCIIOJIb30BaTh TOJIBKO OOIENPUHATHIE COKPALLICHHsI, HANMEHOBAHUS I KOJIBI.

4.Ai110cTpAaTUBHBINA MaTepHaJI: IPEe3eHTaLUs

S.JIureparypa:

OcHoBHas:

1. PykoBonctBo «JlekapcTBeHHbIe cpenacTBa. Hamnmexamas npaktuka guctpuodbionun» (CT-H
MO3YV 42-5.0:2008).

2. PykoBoactBa mo Haanmexameld mnpakTuke XpaHeHUs (apMaleBTUYECKON MPOTYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnast OpraHu3aIus
3apaBooxpanenus. Lukn rexunueckux otueroB BO3, Ne 908, 2013.

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

4. Camumona, T.A. Vcropus ynpaBineHus kauectBoM: ydyeOHoe mocobue / T.A. Canumosa,
H.III. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.
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5. Ao6yrumze 3.C. YmpaBieHHe KauyeCTBOM M PEHMHXMHUPHHI OpraHu3alnuu: ydeO.nmocodue /
3.C. Abyrunze, JI.LH. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlonomHUTE IbHAS

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

2. Apsicranos, XK. M. Opranuzamus (apManeBTHUECKONW AEATENBHOCTH: y4yed. mocodue . -
Aunmartsl :9Bepo, 2015. - 608 c.

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

Memna, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

o gk

RBR oo~

12.

13.

[Tpuka3 n.0. Munuctpa 3apaBooxpanenusi Peciyonuku Kazaxcran ot 4 ¢espans 2021 rona
Ne KP ICM-15. «O6 yrBepxxaennn Hamnexxamux GpapManeBTHIeCKUX MPAKTHK:
YMK/I pa3melien Ha oOpa3zoBareabHOM mopraie ukma.kz
OnextpoHHas  Oubmuoreka  «KoHcynbranT — crygeHTa». Ccebulka  JUIsl  JOCTyHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, [TAPOJIb Libukmal23
Caiit 6ubHoTeYHO-NH(DOPMAITMOHHOTO IIEHTpa akajeMuu lib.ukma.kz
Menmuareka OKMA https://media.skma.edu.kz/
[MudpoBass O6mbmmoreka «Aknurpressy www.aknurpress.kz MPOUJINTE PETUCTPAIUI0 U
ykaxwute npomokoa SDH-28
OKMA Penosutopuiii  http://lib.ukma.kz/repository/
Pecny0nukanbIKKOFapblOKyOpBIHIapblapaibIKdIEKTPOHbIKKITanXana http://rmebrk.kz/
«3aH» HOPMAaTUBTIK-KYKBIKTBIKaKTiIepOasacer 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
CHUCTEME 3/IpaBOOXpaHEHHUs» (C M3MEHEHUs MU W jAomnojHeHusimu). ['n. 2, cr. 10; . 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437
[Tpuka3 Munuctpa 3apaBooxpanenus Pecnyonnku Kasaxcran Ne KP JICM-305/2020 ot 21
nexadpst 2020 rona «O06 yTBEpKI€HUH HOMEHKJIATYPhI CIEITUATHFHOCTEH U CrIeIUaTu3aliii B
objacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaTU(UKALUOHHBIX XapaKTEPUCTUK
JOJKHOCTEN paOOTHUKOB 3/IpaBOOXPAaHEHUS.
https://adilet.zan.kz/rus/docs/\VV2000021856
[Tpuxa3z Munuctpa 3apaBooxpanenus Peciyonuku Kazaxcrtan ot 17 cents0Ops 2020 royma Ne
KP JICM-104/2020
06 yrBepxxaeHuu [IpaBui onToBON U pO3ZHUYHOMN peann3aluy JIEKapCTBEHHBIX
CPEICTB U METUIIMHCKUX U3JIEIUH.
https://adilet.zan.kz/rus/docs/\VV2000021229#7129

6.KoHTpO/IbHBIE BONIPOCHI:

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

2.J1ns1 KaKuX CHEeNHaInCTOB B cepe GpapMaliy mpeaHa3HadeHo pykoBoactso GSP?
3.Ilepeunciure TpedoBanus Kk «llepconamy».

4.

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

1.Tema: TpebGoBaHus K MOMELICHUAM M 000pYI0BaHUIO (hapMaeBTHUECKUX OpPTaHU3alUN s
xpanenus JIC u MU.

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

3.Te3ucekl Jekuum:

CaHuTapHO-3MUIEMHOJIOTHYECKHE TPEOOBAHUS K TOMELICHUIM U 000pYyJOBaHUIO OOBEKTOB
B cdepe oOpamieHusi JIEKapCTBEHHBIX CpPEACTB, W3ICIUi MEIUIIMHCKOTO Ha3HAYCHUS |
MEIMIUHCKON TEXHHUKH. cdepe oOpallleHus JEKapCTBEHHBIX CPEACTB, M3AEIMH MEIUIUHCKOIO
HA3HAYCHUS] U METULIMHCKON TEXHUKH.

ITomenienue AOMKHO OBITH JOCTATOYHO IPOCTOPHBIM, YTOOBI OOECIEUUTH YHOPSIOUEHHOE
XpaHEHUE pa3IMYHBIX KaTeropuil MaTepuaioB M MPOAYKTOB, a HUMEHHO: MCXOJIHBIX U
YIIaKOBOUHBIX MaTEpHAJIOB, IPOMEKYTOUHBIX MPOAYKTOB, TOTOBOM MPOAYKIMH, MPOJYKTOB Ha
KapaHTHHE, a TaKXke 3a0paKoBaHHOW, BO3BPAILIEHHON U OTO3BAaHHOM MPOAYKLIUU.

[Tomemenue [uis  XpaHEHUs MPOAYKLUHMH  JIOJDKHO  OBITh  CIPOEKTUPOBAHO MM
nepeodOpyJOBaHO TakK, YTOOBl OOeCIeunBaTh YIOBJIETBOPUTENbHbIE YCIOBUS XpaHeHHs. B
YaCTHOCTH, TOMEIIEHHE JOJKHO OBITh YHCTBIM, CYXHM, C NpHEMIIeMOl TemmepaTypoi. Ecim
HEOOXO/IMMBI CIIeLUaAIbHBIE YCJIOBUS XpaHEHHs (HampuMep, TeMIleparypa Ui OTHOCHUTENIbHAs
BJIQXKHOCTb), 3THU YCJIOBHS CJEIyeT OOECHeunuTh, MEPUOJUYECKH IPOBEPSATh, CIEIUTH 3a
napameTpamMM M (UKCHUpPOBaTh UX. Marepuanbsl ¥ (apMaleBTHUECKUE MPOIYKTHI HE JOJKHBI
XPaHUTBCSA Ha MOJy, @ BOKPYT HHMX JIOJDKHO OBITh JIOCTATOYHO MECTa JJsl YOOPKM U OCMOTpaA.
[ToanoHBI OKHBI OBITH B XOPOILIEM COCTOSTHUM U UUCTHIMH.

[Tomemenue i XpaHEHUsI POAYKLUHU TOJIKHO ObITh YHCTBIM, HEJIb3sl IOMYCKATh CKOTJICHUS
Mycopa WM TNOSIBICHHs BpeauTeneil M mapa3uroB. Crenyer COCTaBUTb M INHCbMEHHO
3aUKCUPOBATh MPOrpaMMy MEPOIPHUATHI 10 CAaHUTAPHOMY KOHTPOJIIO, A€ OyIyT yKa3aHbl
HNEPUOJIMYHOCTh U METOJbl YOOpKM IMOMELICHHS; MPOrpaMMy JEe3MHCEKIMH U JepaTH3alMu.
CpenctBa mJi AE€3MHCEKIUU U JepaTH3alUU JIOJKHBI ObITh O€30MacHBIMH, HCKIIOYaTh PHUCK
3arps3HEHUsl MarepuagoB U (apmaneBTHYeCKUX MpoaykroB. Cremyer paspaloraTh
CHelHalibHble MPOLEAYpbl MO0 yOOpKE pPa3/IUThIX WM PAaCCHIIaHHBIX MEAMKAMEHTOB C IIEJIbIO
IIOJIHOTO YCTPAHEHUS U MPEAOTBPAILEHUS 3arpSI3HEHUS IPYTUX MTPOTYKTOB.

OTtcexkn MOrpy3KM M pasrpy3KH JIOJDKHBI 3allldIIaTh MaTepHalbl U MPOIYKTHl OT TOTOJHBIX
Bo3zaelcTBUil. [loMemenue, rae MpOU3BOAUTCS MIPUEM TOBapa, JOHKHO OBITH 000PYIOBaHO TaK,
YTOOBl KOHTEHHEPH! C MOJYyYEHHBIMU MaTepHallaMU M IperaparaMy B ciydae HEOOXOIUMOCTU
MOYKHO OBUIO MOYUCTHUTD Nepesl OTIIPABKON Ha XpaHEHHE.

[Tomemienue, B KOTOPOM IpenapaThl XpaHATCS Ha KapaHTHHE, JOJKHO OBITh YETKO 0003HAUYEHO
U JIOCTYI B HETr0 JOJDKEH OBbITh OrpaHUYEH U pa3pelleH TOJIbKO YIOJTHOMOYEHHOMY HEepCOHATy.
Jlrobas cucrema, 3ameHstonIas (pU3NMUECKYI0 H3OJSILMIO, JOJKHA OoOecreynBaTh aJIeKBaTHYIO
3amuTy. Hanpumep, MOKHO MCIIONB30BaTh KOMIIBIOTEPU3UPOBAHHYIO CHUCTEMY, IIPH YCIIOBUH,
YTO OHA MPU3HAHA HA/IeKHOW B OTPaHUYEHUU JOCTYyIA.
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Jns orbopa nmpo® HCXOTHBIX MATEpUAJIOB JOJKHO ObITh OTBEAEHO OTAEIbHOE MOMEIIECHUE C
COOTBETCTBYIOLIUMH KOHTPOJIUPYEMBIMH ycioBusiMH. Ecmu or6op mpoO mnpousBoauTcs B
MOMEILEHUU JUIsl XpaHEHHs] MNPOAYKIHMH, HEOOXOAUMO I[03a00TUTHCS O MpPeloTBPALICHUN
3arpsA3HEHUs] WIM TEpeKpecTHOl KoHTamuHanuu. CremyeT pa3paboTaTh COOTBETCTBYIOIIHME
MPOIIeAYpPHI IO YOOPKE MOMEIIEeHHUs 11 0TOopa mpoo.
Jnst xpaneHusi 3a0pakOBaHHOW, BO3BPAICHHOW, OTO3BAHHON M TPOCPOYCHHON MPOAYKIIUU
JIOJKHa OBITh OTBEJEHA OTAeNbHAs TEPPUTOpUS, H30JIMPOBaHHAA (PUIUUECKH WU JPYrUM
HAJCKHBIM OSKBUBAJICHTHBIM CIIOCOOOM (HampuMmep, SJICKTPOHHBIM). Takue NPOAYKTHI |
MaTepuabl, a TAK)KE MECTa UX XPAHEHHSI TOJKHBI OBITh YETKO 0003HAUYEHBI.
BbIcOKOAaKTHBHBIE U PAaIMOAKTUBHBIE MaTEpUalbl, HAPKOTUUYECKUE CPEICTBA U JIPYrHe ONAacHbIE
MaTepuainbl U (apMaleBTHUECKHUE MPOIYKTHI, a TaKKe M0XkKapo- M B3PHIBOOIMACHBIE BEIECTBA
(HarpuMmep, JErKOBOCIUIAMEHSIOIMECS KUIKOCTU U TBEP/bIE BEIIECTBA, ra3bl MOJ JaBICHUEM)
JOJKHBI XPAaHUTHCS B CIEHUATBHO OTBEIECHHBIX MECTaX, 000pYAOBaHHBIX TOMOIHHUTEIHLHBIMU
cpeacTBaMu 0€30IaCHOCTH M OXPaHBbI.
C marepuanamu u QpapMaleBTUYECKUMHU MPOIYKTaMH cjenyeT oOpamiarbcs B COOTBETCTBUU C
npuHnunamu Hajnexaieit mpousBoacrBeHHoit npaktuku (GMP).

Martepuansl u ¢dapMaleBTUYECKUE MPOIYKTHI CIEAYET XPaHUTh TaK, YTOObI HE TOMYCTHTh
3arps3HEHUs, CMEIIMBAHUS U IEPEKPECTHON KOHTAMUHAIIUH.

Matepuansl u (¢dapmaleBTUUECKUE MPOAYKTHl JOJDKHBI XPAHUThCS B YCIOBHSIX,
o0ecreynBarIINX COXpAaHEHHE KadecTBa, a WX 3amac JOJHKEH IOCTOSHHO OOHOBIATHCS. B
MEPBYI0 OYepenpb claeayeT W30aBIsAThCS OT MPOAYKLHU, Y KOTOPOH HCTEKaeT CPOK TOAHOCTH
(mpunnun «firstexpired/firstouty (FEFO)).

CanurTapHo-3nuaeMuoI0THYecKie Tpe0OBaHMA K MOMEIIEHHMSM H 000pyI0BaHHUIO
00beKkTOB B c(epe oOpameHHs JIEKAPCTBEHHBIX CPEACTB, H3ACJMH MeIHIHMHCKOIOo
HA3HAYEHUS] U MEeIUIIMHCKON TeXHUKH

BHyTpeHHss OoTIenKa MpOM3BOACTBEHHBIX MOMEIIEHUN UM MOMEIIEHUH XpaHeHHs (BHYTpEHHUE
MOBEPXHOCTU CTEH, IIOTOJIKOB, MOJIOB) 0OBEKTOB B cdepe oOpallleHus JeKapCTBEHHBIX CPEJICTB,
W3/1eNIMi MEIUIIMHCKOTO Ha3HAYEHUsl U MEIUMUMUHCKOM TEXHUKH, OTIEJKA MOMEIICHUN MPUEMKHU
1 OOCITYXKUBaHMs HaceJeHUsl (BHYTPEHHUE MOBEPXHOCTH CTEH, IMOJIOB) JOHKHA OBITH TJIAJIKOM,
CBETJIBIX TOHOB M JIOMYCKaTh MPOBEACHHE BIKHON YOOpKH C HCHOJIB30BAHUEM MOIOUINX U
Ne3nHPUIMPYIOMINX CPEACTB, pa3pellieHHbIX K MpuMeHeHuto B Peciyonnke KazaxcraH.
O6opynoBanue, mebenb, MHBEHTAPh JOHKHBI UMETh TUTHEHUYECKOE MOKPHITHE, BHIMOTHEHHOE
W3 MaTepUajIoB, YCTOMYMBBIX K MOIOIINM U JIE3UHPHUIIUPYIOIIUM CPEICTBAM.
[Tpon3Bo/CTBEHHbIE MOMENIEHUSI OOBEKTOB B cdepe oOpalleHUs JIEKApCTBEHHBIX CPEICTB,
U3JIeNMA  MEIUIIMHCKOTO0 Ha3HAYeHUs M MEIUIMHCKOM TEeXHUKH, MPOU3BOACTBEHHOE
00opy10BaHuE, IPOU3BOJICTBEHHAs: MeOEIb MO/IBEPTaloTCs BIAXKHOW yOOpKe ¢ HCIOIb30BaHUEM
MOIOIIMX U J€3UH(DUIMPYIOIIUX CPEIACTB, pPa3pelIeHHBIX K NpUMEHeHHI0 B PecmyOmnuke
KazaxcTtan B COOTBETCTBUU C NPUJIOKeHHeM 1 K HACTOAILIUM CAHUTAPHBIM MPABUIIAM.

CocraB u miomann OOBEKTOB B cdepe oOpaimeHusi JIeKapCTBEHHBIX CPEACTB, H3IETHI
MEIUIMHCKOTO HA3HAUYEHHUS] M MEIULUMHCKOM TEXHHUKU ONPENENSIOTCS B COOTBETCTBUU C
NpUIoKeHueM 2 Kk HacTosimuM CaHUTapHBIM MPABUIIAM.

B nomenieHusx acenTHYeCKOro KOMILJIEKCa COOMOAAETCs CIeAYIOIas MOTOYHOCTh: MOSUHAs
- CTepWIM3allMOHHAs TOCYAbl - AacCUCTEHTCKas (AJi1 HW3TOTOBJIEHHUS HHBEKIIMOHHBIX
JIEKapCTBEHHBIX (DOpM, TIA3HBIX Kamelb M JEKaPCTBEHHBIX (OpPM IS HOBOPOXKIEHHBIX) -
¢dacoBoyHass €O INUIIO30M - 3aKaToO4yHas - CTEPWIM3AlMOHHAs JIEKapCTBEHHBIX (OpPM.
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JlomyckaeTcs ¢BA3b ITHUX MOMELICHUH NEepEeAaTOYHbBIMU OKHAMU, IIOCPEACTBOM JBepH. CBA3b C
ACCHCTEHTCKON KOMHATOW NMPH W3rOTOBJICHHHM MHBEKIMOHHBIX JIEKAPCTBEHHBIX (POPM, TIIa3HBIX
Kalieslb U JIEKapCTBEHHBIX ()OpM JJIsi HOBOPOXKJIEHHBIX OCYILECTBIISETCS Yepe3 IMepelaTouHoe
OKHO.

B nmomemeHuAx uid XpaHEHHs CTEPHIBHBIX MATE€PHAJIOB, U3TOTOBJICHHS JIEKAPCTBEHHBIX
dopM B acenTHUECKUX YCIOBHUSAX IMPEIYCMATPUBAETCS CKpbITas MPOKJIaaka TpyOOIpOBOAOB U
apMaTyphl.

4. AniocTpaTUBHBIN MaTepUaJl: IPE3CHTAIUSA

S./IuTeparypa:

OcHoBHast:

1. PykoBonctBo «JlekapcTBenHble cpencTBa. Hamnexamas npaktuka guctpudbionun» (CT-H
MO3YVY 42-5.0:2008).

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

3. llybenkora E.B. ToransHOe ynpaBieHnue kadectBom: yuebnoe nocodue / E.B. llyGenkona.
- M.: 3K3AMEH, 2015. - 256 c.

4. Camumona, T.A. Hcropus ynpaeneHus kadectBoMm: ydeOHoe mocodue / T.A. Cammmosa,
H.II. Baronkuna. — M. : KHOPVYC, 2015. — 256 c.

5. AGyrumze 3.C. YmpaBieHHe Ka4yeCTBOM M PEHHKHHUPHHT OpraHW3aluu: ydeO.mocoowe /
3.C. A6yrunze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononmHUTENBHAS:

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

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

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

ONEKTPOHHBIE PECYPCHI:

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

2. YMK]I pa3merieH Ha oOpa3zoBateabHOM mopTaie ukma.kz

3. Dmnekrponnas  OuOmuoreka  «KoucymbranT — crymeHtay. Cchuika  JUis  JOCTyIA:
http://www.studmedlib.ru, JIOT'MH ibragim123, [TAPOJIb Libukmal23

4. Caiit OubIMOoTeYHO-MHPOPMAIIMOHHOTO LIeHTpa akagemuH lib.ukma.kz

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

6. Iludposas OmbOmmoTeka «Aknurpressy www.aknurpress.kz MPOUIUTE PETUCTPAIUI0 U
ykaxkute npomokos SDH-28

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

8. Pecny0OnuKkanbIKKOFapblOKyOpPbIHIapblapalIbIKAIEKTPOHAbIKKITanxaHa http://rmebrk.kz/

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

10. «ITaparpad Meaununa» aknaparteikkyiecihttps://online.zakon.kz/Medicine/
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11. Konekc Pecnyomuku Kaszaxcran ot 7 utons 2020 rogaNe 360-VI «O 3mopoBbe Hapoja u
CHUCTEME 3/IpaBOOXpaHEHUs» (C U3MEHEHUsIMU W jAomnojHeHusimu). ['n. 2, cr. 10; r. 5,
naparpad 3; ri. 27,28;
https://online.zakon.kz/document/?doc_id=34464437

12. Tlpukaz Munuctpa 3apaBooxpanenust Pecriyonuku Kazaxcran Ne KP JICM-305/2020 ot 21
nexadps 2020 roga «O0 yTBepKJACHUH HOMEHKIIATYPBI CIISIUAIBHOCTEH U CICIIHATN3alui B
o0nacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl W KBaJU(UKALMOHHBIX XapaKTEPUCTHUK
JOJKHOCTEN paOOTHUKOB 3/IPAaBOOXPAHEHUS.
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 [IpaBui onToBoN U pO3ZHUYHOMN peann3aluy JIEKapCTBEHHBIX

CPEICTB U MEAUIIUHCKUX WU3CITUH.
https://adilet.zan.kz/rus/docs/\VV20000212294z129

6.KoHTpo1bHBIE BONPOCHI:

1.KakoBBl CaHMTApHO-IMUJIEMHUOJIOTHYECKUE TPEOOBaHUS K IMOMEUICHUSAM W O0OPYIOBAHHIO
00BEKTOB B chepe oOpalleHus JIeKapCTBEHHBIX CPEJICTB.

2. Kak xpaHUTBCS 3a0pakoBaHHAs, BO3BpAIlCHHAs, OTO3BaHHAs W TMPOCPOYCHHAS
(dapmarieBTHYECKAs IPOAYKLINS?

3. Ot kako#t (apMaleBTUYECKOM MPOAYKIIUU ClIeyeT N30aBIAThHCS B IEPBYIO ouepesb (IPUHIUT
«firstexpired/firstouty (FEFO))?

4. B yeMm 3axiroyaercs IIPUHOMIT TIOTOYHOCTHUB MOMCIICHHUAX aCCIITHYICCKOIO KoMIiekca?
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Jleknusa Ne 9

1.Tema: ®apmaxonam3op B PK, danbcudukanms JekapcTBEHHBIX CpPEACTB: HACTOALICE H
Oynyiiee.

2.1lean: Jlathb oOyuarommmcss moHsaTHss o (apmakonam3ope B PK wu  danscudukanum
JICKapPCTBEHHBIX CPEJICTB.

3.Te3ucekl Jekuum:

®apMaKoHaA30p — 3TO HAYYHO-TIPAKTUYECKas JeSTeIbHOCTb, CBA3aHHAs C BBISBICHHUEM,
OLICHKOM, aHaIM30M U NPO(QUIAKTUKON HEXEJaTeNbHbIX SBJICHUM @pU NPUMEHEHUU
JIEKapCTBEHHBIX CPE/CTB.

Cnenyer ormeruth, uro CucremMa ¢apMakoHaa30pa BO3HUKJIA TakXe cpaszy Ioclie
TaTUIOMHIHON KaTacTpodsl (TATUIOMHUIHON SMOPHOIIATHH).

B 5310 xe Bpems BcemupHas opraHuzanus 31paBOOXpaHEHHsS HHHUIMHPOBAA
MEXYHapOAHYIO IporpamMmy IO O€30MacHOCTHM JeKapcTB, a B 1967 romy Oblna mpuHsATa
pe3onrorus BeemupHoit AccamOiien 3paBoOXpaHEHUs, MMOJIOXKHUBIICH HAYATIO0 MEXTYHAPOIHON
cucreMe MOHMTOpuHra Oe3zomacHoctu JjekapcTtB. Cerogus ®apmakonamsop (®H) — sto
rocy/apcTBEHHasl cucTtemMa cOopa M HaydHOM OLEHKUM MH(OpMalMM O NOOOYHBIX pEakLUsAX Ha
JIEKapCTBEHHbIE CpEICTBA MPU HUX MEIUIUHCKOM NPUMEHEHHWU C LEJIbl0 IPUHATUSA
COOTBETCTBYIOIUX PETYIATOPHBIX MEP IO UX NMPEAYIPEKICHHUIO.

dapMaKkoHaA30p JIOJKEH OCYLIECTBISITHCS BO BCe MEPUOABbI KU3HEHHOI0 HHMKJIA
JeKapcTBa — OT pPa3pabOTKU MOJEKYJbl, JOKIMHUYECKMX W KIMHUYECKMX HCCIeT0BaHUN
(mpeaperucTpaMoHHbIN epHo/) U INIaBHOE B iepuos nocie perucrpanuu JIC.

JIoroBop 0 cOTpyJHHMYECTBE B 00JaCTH TapMOHHM3alMU ['ocynapcTBeHHON (apMakonen
PecniyOnuku Kazaxcran ¢ bputanckoil papmakoneeii.

3aKiIrO4eH MEXIy ATEHTCTBOM 110  PETYJIMPOBAaHUIO JIEKAPCTBEHHBIX CPEICTB
Benukobputanun u1 MununcrepctBoM 3apaBooxpaHenust Pecnyonuku Kazaxcran B mune PITI
«HaunoHaNbHBI LEHTP D3KCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB, W3ACIUNA MEAMIMHCKOIO
Ha3HAYCHMS U MeIUIMHCKON TexHukn» 08 anpens 2014 roga B Jlongoxe.

B Kazaxcrane B Hacrosiiee BpeMs NPOUCXOJUT TapMOHHU3ALMs 3aKOHOJATENIbCTBA C
HA/IJISKAIIUMHU TIPAKTHKaMU (papManeBTH4YecKoro pbiHKa (mokymeHTsl rpymnmbl GXP) npyrux
CTpaH B 001IeM U, B 4aCTHOCTH, ¢ [IpaBuiamMu opraHu3anuy Nporu3BOCTBAa U KOHTPOJIS KayecTBa
JIC (GMP).

Crannaptel GMP saBnsitoTCsl KpaeyrojbHbBIM KaMHEM JUIs Bcero (hapMareBTHYECKOTro
peiaka. CoOmonenne mnpuHnunmoB GMP Ha ¢apmaneBTHYECKOM MPOU3BOJICTBE SIBJISCTCS
rapaHTOM KauecTBa U 0€30MaCHOCTH MPUMEHEHHUS JIEKAPCTBEHHBIX MpenapaTos.

Henocrarkom BHeapenus npuanumnoB rpynnsl GXP B Kazaxcrane siBisieTcst oTCyTCTBHE
cucTeMHOCTH. B crpane He pa3paboTanbl Hamiexamum obpazom npuHuunsl GLP, GCP u
OPYTUX MpPaKTHK, YTO HE IMO3BOJISIET HAJEKHO OOECHeunTh O€30MacHOCTh MAIMeHTOB MpH
MEAMIIMHCKOM IPUMEHEHNH JIEKAPCTBEHHBIX CPEJCTB.
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EBponeiickasi cucrema ¢apMakoHaa30pa - 5TO MOIIHBIM OTJIaXEHHBIA MEXaHHU3M.
bnaromapst OTKpHITOCTM ¥ JOCTYNHOCTH HWH(POpPMAMM O JEATEIBHOCTH EBPOIEHCKUX
opranusanuii no ¢papmMakoHaa30py UMEETCS BOZMOXKHOCTh UCIIOJIB30BATh X OIbIT.

B nacrosmee Bpems nenu 1 3agauv @H 3HaUNTEIBHO PACIIMPWINCG U PACCMATPUBAETCS
MHOKECTBO BOMNPOCOB, HANpPaBICHHBIX HA TMOBbIIEeHHE 3((HEKTUBHOCTH MOHHMTOPHUHTA
0€30MacCHOCTH JIEKAPCTBEHHBIX CPEACTB MIPU UX MEAULIMHCKOM IIPUMEHEHUH.

Jlist oGecrieuenus 6e3omacHor 1 3P GEeKTUBHON hapMaKoTEepaniuy OOJBITYIO POJIb UTPACT
Cucrema (papmMakoJIOrHUECKOTO HaA30pa, KOTOpas MpeayCMaTpHBacT BO3MOXKHOCTH PAaHHEro
BBISIBJICHHUSI PUCKA, CBSI3aHHOTO C MPHUEMOM JIEKAPCTBEHHBIX CPEICTB, MPEIyNpexKIeHUE
OOOYHBIX pEaKLMid, COAEHCTBUS CEUAINCTaM 3paBOOXPAHEHUS U NALUEHTaM B MPOBEACHUN
ONTUMAJIFHON OIIEHKU COOTHOIICHUS TOJb3a/PUCK.

OO0 STOM CBUIETENBCTBYIOT U H3MeHeHUs B 3akoHonatenbctBe ®H EBpocoroza. B
cootBerctBUu ¢ JupektuBamu EC 2010/84/EC (mara ytBepxknaenus ot 2 wurons 2012r) u
[TocranoBnenuem EBpoxomuccun Ne520/2012 (mata Berymnenus B cuity 10 mroms 2012r) B
pamkax (apmMakoHa/I30pa MPEeIyCMOTPEHO CO3JaHhe HOBOro opraHa — KomuTeTra mo OlLieHKe
puckoB U BrepBbie BHenpsiercs Hannexamass mnpaktuka Oapmakonamzopa (GVP -
GoodPharmacovigilancepractice).

4. AocTpaTHBHBIN MaTepUaJl: IPE3CHTAIUS

S./IuTeparypa:

OcHoBHas:

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

2. PykoBojactBa mo Hamrexameld mnpakTuke XpaHeHUs (apMaleBTUYSCKOW MPOTYKIHH
(«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 OpraHu3anuu: ydeO.nmocobue /
3.C. Abyrunze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHUTENBHAS:

1. Apsicranos, K. M. Ucropust ¢papmanuu: yueOnoe 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 hapManeBTHUIECKUX MPAKTHKY:

2. YMK/I pa3merieH Ha oOpa3oBareiabHOM noprane ukma.kz
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oA~

10.
11.

12.

13.

OnektponHass  Oubmuoreka  «KoncynbranT — crygeHTa». Ccebulka Ui JOCTyIHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, ITAPOJIb Libukmal23

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

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

[udposas O6ubmoreka «Aknurpress» www.aknurpress.kz MPOUJINTE PETUCTPAIUIO U
ykaxkute npomokos SDH-28

OKMA Penosutopuiii  http://lib.ukma.kz/repository/
PecryOnmkanbIK:KOFapbIOKYOPBIHIAPBIapATTBIKAIICKTPOHIBIKKITaTxana http://rmebrk.kz/
«3aH» HOPMATUBTIK-KYKBIKThIKaKTLIepOa3ack! https://zan.kz/ru

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

Kogexc Pecniybnuku Kazaxcran ot 7 utons 2020 roga Ne 360-VI «O 3mopoBbe 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

[Tpuxa3z Munucrtpa 3apaBooxpanenus Pecnyonuku Kazaxcran Ne KP JICM-305/2020 ot 21
nexadpst 2020 rona «O0 yTBEpKICHUH HOMEHKJIATYPHI CIICIUATBHOCTEN U CIIeIIMaIN3aIlui B
o0jacTu 3ApaBOOXpaHEHUS, HOMEHKIATyphl U KBaTU(UKALHUOHHBIX XapaKTEPUCTHUK
JOJKHOCTEH paOOTHUKOB 3/IPAaBOOXPAHEHUS.

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

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

06 yrBepxxaeHuu [IpaBui onToBoN U pO3ZHUYHOMN peann3aluy JIEKapCTBEHHBIX

CPEIICTB M METUIIMHCKHUX U3JICITUN.

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

6.KoHTpO/IbHBIE BONPOCHI:

1.late onpenenenue nousatuto «dapmakoHaa30p».

2. KakoBsl 1ienu papmaxkonaazopa?

3. [lepeuncnure 3axaun papmakoHaazopa.

4B kakue NEepUOJIbl JKU3HEHHOIO LHUKJIA JIEKAPCTBEHHBIX CPEACTB  OCYLIECTBISETCS
dbapmakoHaazop?
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Jlexnusa Ne 10
1.Tema: Ayaut cucteMbl papMaKkoHaa30pa
2.10ean: [aTe oOyvaronuMcs MOHATHSA O apMaKOHAI30pe

3. Te3uchl JEeKINHU:

dapMaKkoHaA30p — 3TO HAYYHO-IPAKTUYECKas JESTEIbHOCTD, CBSI3aHHAs C BBISIBICHUEM,
OLIEHKOH, aHanmM3oM U NpOPUIAKTUKOM HEeXenaTeJIbHbIX SIBJICHUM INpU NPUMEHEHUU
JIEKapCTBEHHBIX cpelacTB. Llenplo mpoBeneHus aynuTa cucTeMbl (hapMakoHaa30pa sBISETCS
HOJTBEPXKIEHUE COOTBETCTBUS U A(PPEKTUBHOCTU BHEIPEHUS M (PYHKIMOHMPOBAHUS CHUCTEMbI
(dapmakoHaq30pa IMyTeM aHalN3a M OIEHKH OOBEKTHBHBIX (PAKTOB, BKJIIOUAS CHCTEMY KadecTBa
cucTeMbl (papmakoHaa30pa. AyIuT HpeAcTaBiIsieT co0oi cucTeMaTW4ecKU, yrnopsAOYeHHBIMH,
HE3aBUCHMBII U TOKYMEHTUPOBAaHHBIN Iporecc noxydeHus: 90 1 00beKTHBHOMN OIIEHKH (aKTOB,
XapakTepu3yrIux padoTy cucTeMbl (apMakoOHaI30pa, C LENbI0 OINPENIEIeHUsl CTENeHH
BBITIOJIHEHHUSI KPUTEPHEB ayAHWTa, CHOCOOCTBYIOIIMX YIYYIICHHIO MPOIECCOB YIPaBICHUS
pHUCKaMU, KOHTPOJISL U YIIPABJIEHUS IPOLIECCaMHU.

AymuTopckue GakThl COCTOST U3 3alHMCeH, JOKYMEHTAIBHBIX IMOATBEPKACHUN WM MHON
uHpOpMaLUK, KOTOpas HMEET OTHOLICHHE K KPHUTEpHsIM ayauTa U TOJJAeTCs MIpOBEpKe.
Kputepun ayaura OTpakarOT CTaHJApThl BBINOJHEHWS W KOHTPOJIS JACSITEIBHOCTH, II0
OTHOUIIEHUIO K KOTOPBIM BBIMOJIHAETCS OLIEHKA IPOBEPSIEMON CTOPOHBI U €€ JAESTEIbHOCTH.
[TpuMeHHUTENBHO K cHCcTEME (papMaKOHaA30pa KPUTEPUU ayAUTa JOJDKHBI OTpaXkaTh TpeOOBaHMUS,
npenbsBIsieMble K cUCTEME (papMaKkOHa/A30pa, B TOM UUCIE K CHUCTEME KAaueCTBa BBIMOJIHAEMBIX
nporenyp no (apmMakoHan30py, KOTOpBIE OIpPENENAoTCs TpeOOBaHUSIMU 3aKOHOJATEIbCTBA
rocy/apcTB-4JIeHOB U HacToAmux [IpaBu.

s oGecrieuenus 6e3onacHoi U 3¢ GeKTUBHON apMakoTepanuu O0JIbIIYIO POJIb UTPAET
Cucrema (papmMakoIOrMuecKoro Haa3opa, KOTopas IMpeaycMaTpHUBAET BO3MOXKHOCTb PaHHETO
BBISIBJICHHMSI PHUCKA, CBS3aHHOTO C IIPUEMOM JIEKAPCTBEHHBIX CPEICTB, NPELYNPEXKIECHUE
MOOOYHBIX peaKlMii, COAEMCTBUS CHEUAINCTaM 3/IpaBOOXPAaHEHUS U MAllMEeHTaM B MPOBEACHUU
ONTUMAJIbHOW OLIEHKH COOTHOILEHHs MOJIb3a/PUCK.

OO0 STOM CBHIETENBCTBYIOT U H3MeHeHus B 3akoHonatenbctBe ®H EBpocoroza. B
coorBerctBuM ¢ JupektuBamu EC 2010/84/EC (nata yrtBepkaeHus ot 2 utong 2012r) u
[TocranoBnennem EBpoxomuccun Ne520/2012 (mara Bcrymnenus B cuiny 10 urons 2012r) B
paMkax (apmakoHaa30pa MPEAyCMOTPEHO CO3[aHue HOBoro opraHa — Komwurera mo oreHke
PUCKOB ® BIlepBbie BHeapseTcs Hamnexamas mnpaktuka Oapmakonamzopa (GVP -
GoodPharmacovigilancepractice).

4.A1ocTpaTUBHBINA MaTepuaJI: IPe3eHTalus

5./JIutepatypa:
OcHoBHas:
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1. PykoBoxctBo «JIekapcTBeHHbIe cpencTtBa. Hamnexkamas npaktuka nuctpuobtonnn» (CT-H
MO3Y 42-5.0:2008).

2. PykoBoactBa mno Hamnexamell mnpakTuke XpaHeHus ¢HapMaleBTUYECKON MPOIYKIIHH
(«Guidetogoodstoragepracticesforpharmaceuticalsy). Bcemupnas OpraHu3aIus
3apaBooxpanenus. [{ukn rexumyeckux oryetoB BO3, Ne 908, 2013.

3. Ilybenkora E.B. ToransHOe ynpaBienue kadectBom: yueOnoe nocodue / E.B. llyGenkona.
- M.: DK3AMEH, 2015. - 256 c.

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

5. A6yrumze 3.C. YmpaBieHHe KadyeCTBOM M PEHHXHHUPHHT OpraHU3anuu: yded.mocoodwe /
3.C. AGytunaze, JI.H. Anekcanaposckas, B.H. bac u np. - M.: Jloroc, 2013. - 328 c.

JlononHuTenpHas:

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

2. ApsictanoB, XK. M. Opranuzamus QapMaineBTHYECKON AedaTeIbHOCTH: y4yeb. mocobue . -
AnmMarsl :9Bepo, 2015. - 608 c.

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

Menua, 2017. — 928 c.

DNEKTPOHHBIE PECYPCHI:

1.

2.
3.

o gk

RB oo~

12.

13.

[Tpuka3 u.0. Munuctpa 3apaBooxpanenus: Pecriyonmuku Kazaxcran ot 4 despans 2021 roga
Ne KP ICM-15. «OG0 ytBepxaenun Hamnexamux ¢papMaleBTUYECKUX MPAKTUK:
YMK/I pa3metiien Ha oOpa3zoBareabHOM mopraie ukma.kz
OnextpoHHas  Oubmuoreka  «KoncynsranT — crygeHTa». Ccebulka Uil JOCTyHa:
http://www.studmedlib.ru, JIOT'MH ibragim123, [TAPOJIb Libukmal23
Caitt OubGnMMoTeYHO-UH(OPMAIIMOHHOTO IIeHTpa akagemuu lib.ukma.kz
Menuareka FOKMA https://media.skma.edu.kz/
[udposas O6ubmoreka «Aknurpress» www.aknurpress.kz MPOUIUTE PETUCTPAIUI0 U
ykaxkute npomokos SDH-28
OKMA Penosutopuiii  http://lib.ukma.kz/repository/
PecnyOnuKkanbIKKOFapblOKyOpbIHIapblapalIbIK IEKTPOHAbIKKITanxaHa http://rmebrk.kz/
«3aH» HOPMaTUBTIK-KYKBIKTBbIKaKTLIepOa3acs! https://zan.kz/ru
. «[Taparpa¢ Meaununa» aknaparteikkyiecihttps://online.zakon.kz/Medicine/
. Konexc Pecnyonmku Kazaxcran ot 7 uronst 2020 romaNe 360-VI «O 310poBbe Hapona u
CHUCTEME 3/IpaBOOXpAaHEHUs» (C M3MEHEHMs MM M JomnoiHeHusmu). I'm. 2, cr. 10; . 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 «O0 yTBepKACHUH HOMEHKIIATYPBHI CIIEIUAIBHOCTEH U CHeHalu3aluii B
00TacT  3/paBOOXpAaHEHMS, HOMEHKJATYphl W KBAIM(UKAIMOHHBIX XapaKTEPUCTHK
JIOJDKHOCTEH paOOTHUKOB 3/JpaBOOXPAHEHUS.
https://adilet.zan.kz/rus/docs/\V2000021856
[Tpuka3 Munuctpa 3npaBooxpanenus Pecriyonuku Kazaxcran ot 17 centsopst 2020 roga Ne
KP JICM-104/2020
06 ytBepxaenuu [IpaBui onToBoO M pO3HUYHON pean3aliuy JIEKapCTBEHHBIX
CPEACTB U METUITMHCKHUX H3/ICITHH.
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http://www.studmedlib.ru/
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 menmuvHa akapemuscol» AK AO «lOxHo-KaszaxcTaHckas MeaVUMHCKas akanemms»
Kadenpa opranmzannm u ynpasieHus (hapMareBTHIECKOTO AeTa b044-40/11
JlexioHHbI#H KoMITIeKe « OpraHu3alOHHBIe OCHOBBI Ha iexkamux npaktik (GXP)» 34 crp.u3 34 ctp.

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

6. KOHTpoOJIbHBIE BONIPOCHI:

1.1ats onpenenenue noustuio «dapmakonaazop».

2. KakoBbl 1ienu apmaxoHaazopa’?

3. Ilepeunciute 3anaun (hapMakoHaA30pA.

4B xakue TepHOAbl KU3HEHHOTO LHMKJA JIEKAPCTBEHHBIX CPEJICTB  OCYIIECTBISETCS
dbapmakonaazop?
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