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1. Tema: KoHuernuus dhapmalieBTUUeCKOM OMOLLIH.

2. ITesb: OCBOWTH OCHOBHBIE TIPUHLIMITEI TIPHKasa O6 yTBep)KAeHNH Hafle)kalx apMareBTUYeCcKrx
npaktTik M3 Ne KP IOCM-15 ot 4 deBpans 2021 rozma. O3HaKOMHUTH 0O0YYarolux C
TeOpeTUYeCKMH OCHOBAMH Hajyiexalreil ¢apmaLeBTUYeCKOW MpakTUKU. OCBOWTH OCOOEHHOCTH
peanu3anyy apMareBTUUeCKOor ITOMOLLH.

3. Te3uChI JIeKIHM:
1. Hapnexauas gapmarieBTHUecKast IpaKkTHKa.
[TonsiTvie, OCHOBHBIE 7IEMEHTHI.
HosBsie niepcriekTvBbl B hapMalieBTUUeCKOM MpaKTHKe.
MexxayHapoanbii ctangapt GPP.
Mmuccusi (apMarieBTHUeCKOW Tpodeccu B 00IecTBe W POJb CHEWaJUCTOB B 00/1acTH
(hapmaLy ¥ B 3paBOOXPaHEHUH.
Konuenius gapMarieBTHUYeCKOM MTOMOIIM U ee TIpaKTUuecKasl peain3aiiysi.
Pa3paboTKa MPOEKTOB TI0 YIYUILIEeHHIO KauecTBa dhapMaljeBTHUeCKOM MOMOIIM U Ha/|jIexKallen
arnTe4YHOM MPaKTUKHU.

At el

NN

Haonexcawasn cpapmayesmuueckas npakmuxka (GPP, Good Pharmacy Practice) mpeacrtaBssieT
co0oil cucTeMy CTaHZAPTOB W pPEKOMeEH/allvii, HarpaBJeHHbIX Ha obecrieueHre 0e30MacHOCTU U
KavecTBa (hapMalleBTHUeCcKoro obcmyskuBaHusl. OHa OXBaThIBaeT BCe acIleKThl pabOThI anTeK, BK/IOYast
yIipaBjieHHe JIeKapCTBEHHBIMU CPEACTBAMM, B3aUMOJEMCTBUE C TallMeHTaMM | COOJIoeHre
3TUYECKUX HOPM.
Ilonsamue GPP: GPP oxBarbiBaeT OpraHu3aljMOHHble M TIpO()eCcCHOHATbHbIE  ACMEKTHI,
obecrieunBaroIe BLICOKOE KaueCTBO (papMalleBTUUeCKOTO 00C/iIy>kuBaHUs U 3 deKTUBHOE
MCTI0JIb30BaHye JIeKapCTBEHHBIX CPe/CTB.
OcHosHble 31emeHmbl GPP:
o KauectBo o06cmyxuBaHus: obOecrieyeHHe BBLICOKMX CTaH/JAapTOB MIpU B3aUMOJEHCTBUU C
NaLeHTaMH.

e (OOyueHHe U pa3BUTHE: IOCTOSTHHOE TOBbIIeHHe KBanu(UKaLuy (apmalieBTOB.

e YrmpaBiieHHe jieKapCTBEHHbIMU CpeJCTBaMU: NPaBUIbHOE XpaHeHUWe, paclipefie/ieHue U OTITyCK
TripernapaTos.

e DTUKa W TIPaBOBble HOPMBI: COOJIFOZIeHHe STHUeCKMX CTaHJAPTOB U 3aKOHOZATE/TbHBIX
TpeboBaHUiA.

e [okymeHTaLusi: BeJeHHe HeoOXOJMUMBIX 3amucell i obecrieueHWs TPO3PAavyHOCTH U
OTCJ/IeXXUBAEMOCTH POLIECCOB.

Hosble nepcnekmuebl 8 papmayesmuyeckol npakmuke:

e lludpoBuszanms: HCIIONb30BAHWE TEXHOJIOTUW, TaKMX KakK TejeMeJuLMHa U 3JIeKTPOHHbIE

peLlenTsl, [/ yJ/IyulleHus JOCTymNa K yCayram.

e IlepcoHanu3upoBaHHas MeJULMHA: WHAMBUAYaAbHbIM MOAXOA K Teparvy, OCHOBAaHHBIM Ha

reHeTUUeCKUX U IPYTUX JlaHHbIX MaljeHTa.

e VHTerpauus c ApyruMyd MeAULIMHCKUMHU CTy>kOamu: Oosiee TeCHOe COTPYJHUYECTBO C Bpauamu

Y IPyTUMU MeJULMHCKUMU pabOTHUKAMU [i7Isl OTITUMU3AL[UN JTeUeHUs].
e YcTOMUMBOEe pa3BUTHE: BHeJpeHHe SKOJ0TMUYeCKU UMCTBIX MPAKTUK Y CHWKEeHUEe BO3/eNCTBUS
Ha OKPY>KatoLLy0 Cpefy.

MesicOyHapoOHbili  cmaHdapm ~ GPP ~ pa3pabatbiBaeTcsi ~ BcemupHOW  opraHu3anyei

3apaBooxpaHeHuss (BO3) u  pApyrumu  MeXAyHapoAHbIMM  opraHusatusMyd. OH  BK/IOuaer
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PeKOMeHAaL[K I10 Y/yUIIeHHI0 TPaKTUKA (papMarjeBTHYeCcKOro OOCTY)KUBAHUS U MOXKeT CITY>KUTb
OCHOBOI /151 CO3/IaHKs HALIMOHABHBIX CTaHJAPTOB. Ba)kHble acmieKThl Me)KAyHapOJHOTO CTaHJapTa:

e  Yuaucukays noaxoJoB K obecreueHHI0 KauecTBa U 6e30MacHOCTH.

» Pa3paboTka KpuTepueB /st OLIEHKH KauecTBa (hapMarieBTUUeCKUX YCIIyT.

o Tlopneprkka NpodecCHOHANTBHOIO POCTa U STUYECKUX HOPM B (hapMal|eBTUUeCKOoW TpaKTHKe.
OTH 3/1eMeHThI TTIOMOTAlOT Co3/iaBaTh Oosee 3pdexkTBHYIO 1 Oe30macHy0 apMal|eBTUUeCKyl0 cpeay
JJ1s1 IALIMeHTOB U CI1eL{1a/IiCTOB.

Muccus  ¢papmayesmuueckoli npogeccuu  3akmouaetcss B obecrieueHHH  6e30rMacHOro,
5($eKTUBHOIO U paljMOHAJbLHOIO MCIMO/Ib30BaHUs /1eKapCTBEHHBIX CPE/CTB, & TakKe B TOBBIILIEHUU
KauecTBa >KU3HU TalueHToB. PapMalieBThl UTPAlOT K/IOUEBYIO POJIb B CHCTEMe 3[paBOOXpaHeHMUs,
BBICTYTIast CBSI3YIOLIMM 3BeHOM MeX/y MalieHTaMU U MeIULTHCKUMU PabOTHUKaMHU.

Ponb  ¢papmayeema 6 cucmeme 30pasooxpaHeHusi: dapmaneBTbl He TOMbKO —dispensary
CreLMalrCThl, KOTOPble BBIJAIOT JeKapCTBa, HO M aKTHBHbIE yYaCTHUKU Mpolecca jeueHus. OHU
TIOMOTAlOT TMaljeHTaM TpaBW/IbHO HCIIO/Ib30BaTh MeJWKAMEHThl, C/IeAsST 3a B3auMOeHCTBUEM
JIeKapCTB, KOHCYJITUPYIOT 110 BOTIPOCAaM JiedeHus! ¥ TPOUIaKTUKK 3a001eBaHUH.

Posnb dapmalieBTa B cucteMe 37jpaBOOXpaHeHus AeMCTBUTENbHO BBIXOAUT Ja/ieKo 3a paMKHU MPOCTOU
BbIJAUM JieKapcTB. /[laBaiiTe mogpoOHee pacCMOTPHM, KakKhe KOHKPeTHO (yHKUMM W 3afaud
BBIMOJIHSIOT (papMalieBThI KaK aKTUBHbIe YUaCTHUKHU TTPOLiecca JieyeHusl:

1. OueHka 1eKapCTBEHHOU Tepanuu:

e AHanu3 HasHaueHuWil: PapmalieBTbl TPOBOJAT OLIEHKY JieKapCTBEHHBIX Ha3HaueHWH, UuTOObI
y0OenuTbCsA, UTO OHM SIB/SIOTCS a[eKBaTHBIMM M 0e30racHbIMU /ISl MalyeHTa. DTO BK/IIOYaeT
MIPOBEPKY MPaBUIbLHOCTH I03UPOBOK, YaCTOThI IPUMEHEeHHs ¥ MaplIpyTa BBe/leHusl.

e Upentudukaiys noTeHMaMbHBIX TIpobsieM: OHU BBISIB/ISIOT BO3MOXKHBIE TIPOO/IeMBbI, Takie Kak
JleKapCTBeHHble B3aMMOJeMCTBUs, AyO/iuMpoBaHWe Tepanui, ajjepruyeckve peakLuu U
NIPOTUBOIIOKA3aHUSI.

2. KoHCynbTHpOBaHUe U 00pa3oBaHME:

e OO6pa3soBanue narueHToB: PapMalieBThI PeJOCTAB/SIOT MaljieHTaM HHPOPMAIMio 0 TOM, Kak
TIPaBUJIbHO MPUHUMATh JIEKapCTBa, OOBSICHAIOT BAXKHOCTL COOJTIOZIEHUsST PeXKUMa U ZI03UPOBOK, a
TAK)Ke Pa3bsCHSIOT BO3MOXKHBIE 1T000UHbIe 3P (eKTHL.

o [Tlogmepxka B ympaB/ieHUMM XPOHUYECKUMH 3aboseBaHusiMdA: OHM 00ydYarOT TIAl[MEHTOB, Kak
YTIPaB/ISITb XPOHUUECKUMU COCTOSTHUSIMH, TAKUMH KaK JuUa0eT Wiy TUMepTOHUs, U TIOMOTaloT UM
B MOHUTOPUHI'® COCTOSIHUSI.

3. MOHUTOpPHHT U yIIpaB/IeHHe Tepanven:

» KoHTpons 3a cobnopeHreM pexxuMa JieueHust: PapMalieBThl TIOMOTalOT TallieHTaM CJie[J0BaTh
Ha3HAUeHHOMY peXUMY JieueHUs], UTO MOXKeT BKJ/IIOUaThb PeryJsipHble MPOBEePKU M KOPPEKLUI0
JieueHUsl B 3aBUCUMOCTH OT peakLuy MaljeHTa.

e Apantauusi Tepanuu: OHM MOTYT peKOMEH/0BaTb HM3MEHEeHHs B JIeUeHMM Ha OCHOBE HOBBIX
JIJAHHBIX O COCTOSIHWY TIaLlieHTa Wi U3MeHeHHH B ero 3/J0pOBbe.

4. TlpepoTBpalljeHre U BbIsSIBIIeHHe TOOOYHBIX 3¢ HeKTOB:

o OrcnexuBaHUe He)KeslaTe/bHbIX peakiui: dapmalleBThl C/IeAST 3a BO3MOXKHBIMU TTOOOUYHLIMU
5 dekTaMy M B3aUMOJENCTBUSIMU JIeKapCTB, KOTOpble MOTYT BO3HUKHYTh y TMalUeHTa, U
NIpeATNIPUHUMAl0T COOTBETCTBYIOLME JeMCTBUS AJIsl UX YCTpaHeHUsl WA YMeHbIIIeHus!.

5. PaboTa B MEXXIUCLIMIITMHAPHBIX KOMaHZAX:

o CoTpyAHMYECTBO C BpayaMu U Mezcectpamu: dapmarieBTbl paboTaloT B KOMaH/e C APYTUMH
MeJULMHCKUMA paboTHUKamMu st obecrieyeHHsi KOMILIEKCHOTO TIOAXOZA K  JIeUeHHIO,
00CY>KIatoT CTy4au TaleHTOB U COBMECTHO pa3pabaThIBalOT TI/IaHbI JIeUeHHsl.

6. TlpodunakTrka 3ab0meBaHMI:



ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN

MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTYyCTiK KasakcTaH menuumHa akapemusaco» AK AO «lOwHo-KazaxcTaHCKas MEOUUMHCKAS akafemus»
Kacdepa TexHonoruy jieKapcTB U papMakorHo3uu 43/ - 2025
JIeKLIMOHHBIM KOMILIEKC 10 AucHyIuinHe «Hazexanas anteydas npaktuka (GPP)» Crp. 5u3 18

o IIpodunaktrueckue Mmeporpustusi: @PapmalleBTbl y4acTBYIOT B TIPOBeZleHHMHU BaKLMHALIMH,
CKPUHUHIOBBIX TECTOB W JPYTrMX NOpPOQUIaKTUUECKHWX MepONpHUATUM, HarpaBIeHHbIX Ha
nipe/ioTBpallieHre 3a001eBaHUI U X OCIO>KHEHUH.

7. YuyacTue B MCC/Ie[JOBaHUSX M Pa3BUTUU HOBBIX Teparui:

o Kymnunueckue ucnbitanusi: ©apMarieBTbl MOTYT OBITh BOBJIeUeHBI B MPOBe/ieHHe KIMHUYeCKHX

VICTIbITAaHWM HOBBIX JIEKADCTBEHHBIX CPE/ICTB Y TeparieBTUYeCKUX I0JX0/0B.
8. DTHKa U 3alvra rpas MalyeHra:

o CobOmogeHue 3TUYeCKUX CTaH[apTOB: dapmar|eBThbI JOJDKHBI obecrieunBaTh
KOH(HAeHMaTbHOCTh UH(GOPMAaLK O TMaleHTax, MpeJoCTaB/sATh YeCTHble U 0O0CHOBaHHBIE
peKOMeH/jaliuK U 3allyiaTh HHTepeCh MalleHTOB.
dapMarieBThl WUTPAOT MHOTOTPaHHYIO pOJb B TMPOQUIAKTHKe 3abosieBaHWM, OT MPOBeJeHHs

BaKLMHALUM ¥ CKDUHUHTOB J10 KOHCY/IbTUPOBaHMSI 110 BOMPOCaM 3/J0POBOT0 06pasa »ku3Hu. Mx paboTa
HarpaBjeHa Ha [OBbIIEHHEe OCBEJOM/IEHHOCTH, paHHee BbIsIBIeHHe Tpo0OneM | TOJAEPKKY
TALMeHTOB B YIpaB/ieHUWd CBOMM 3/I0DOBbEM, UTO CIIOCOOCTBYET YI/IyUIIEHUIO OOILero COCTOSHUS
3710pOBbsI 00IIIECTBA.

KoHyenyus ¢apmayeemuueckoli nomowju — 3TO CHUCTeMHBIA MOJXOA K TpeA0oCTaB/IeHUI0
(hapMarL|eBTUUECKUX YCIYT C Lie/bl0 yJ/IyullleHus 3[0pPOBbsl NALleHTOB U ONTUMU3ALUK UX JeyeHus. B
OCHOBE 3TOM KOHLIeNIHUY JIeXKaT HECKO/IbKO K/IFOUYeBbIX aCleKTOB:

ITpakmuueckas peanusayus KOHYyenyuu ¢apmayesmuyieckoli nomowju:
»  OreHKa NOTpeOHOCTel MALMEHTOB: BhISIB/IEHHE Crielu(UUeCKUX HY>KZ U MPO0JieM, CBSI3aHHBIX C
VICII0JIb30BaHUEM JIEKapCTB.
» Pa3paboTka MHAVBUAYaTM3MPOBAHHBIX TJIAHOB MOMOIIM: COBMeCTHas paboTa C malueHTaMu
JJ1s1 OIIpeJie/IeHrst ONTUMAa/IbHOU Teparui.
e  MOHUTOPUHI U OLieHKa pe3y/IbTaToB: peryJisipHas NpoBepka 3(p(eKTUBHOCTH Ha3HaYEHHOI O
JleyeHHs1 1 KOPPEKTHUPOBKA B C/lyyae He0OX0AMMOCTH.
e (OOparHasi CBsI3b: AKTUBHOE B3aUMO/IeHCTBUE C MallieHTaMu JIJIsl yIyullleHus: KauecTBa
00CTy>KUBaHMSI.
Pa3pabomka npoekmoe no yayuileHuro kayecmea chapmayesmuueckoli nomMowu u Hadnexcawjeti
anmeyHoU Npakmuku:
e AHanu3 TeKyllel NpaKTHUKU: [TPOBeJieHre UCC/IeZlOBaHUM [1Jisl BbISIBJIEeHUS HeJOCTaTKOB U
npo6sieM B CyIIiecTByIOIIel cucTeMe (hapMarieBTHIeCKOW TIOMOILIH.
» BHeapeHue cTaHJapTOB KauecTBa: pa3pabOTKa U BHeJpeHMe HOBBIX CTaHJAPTOB,
COOTBETCTBYHOIIMX MeKAYHAPOAHbIM peKoMeHjalusM (Haripumep, GPP).
e OOyueHUe U MOBBILIEHNEe KBaMU(PUKALIMY MIepCOHasa: pery/sipHbie TPEHUHTH [JIJist
(hapmarieBTOB, UTOOBI y/IYUYIINTb UX MPO(deCcCHOHaNbHbIe HAaBBIKW M 3HAHMSL.
» Pa3paboTka nmporpaMm o rnarjieHTaM: Cco3ZiaH1ue HHPOPMAIMOHHBIX MaTepHasIoB U IIPOrpamm,
HaIpaBJ/IeHHBIX Ha [OBBILIEHNEe 0CBeJOM/IEHHOCTH MALMeHTOB O UX 340pOBbe U JIeYeHUH.
e  MOHUTOPHHT U OLleHKa 3(PPeKTUBHOCTHU: UCI0/Ib30BaHKeE TIOKa3aTeslel KauecTBa Ji/1s1 OLeHKU
BHe/[PeHHBIX TIPOEKTOB M BHECEHUsT KOPPEKTHPOBOK T10 Mepe HeoOXOAMMOCTH.
OTu maru momMoryT obecrieunTh Hosiee BBICOKOE KaueCTBO (hapMarieBTHYeCKOH TIOMOIIY 1
YJIyUllINUTh B3aUMO/JeNCTBHe MeXXAy (papMalieBTaMu U MaljieHTaMH.

4. InnocTpaTUBHBIM MaTepHaJl: Ipe3eHTallysl.
5. JIuteparypa: cM.mipuioxeHue 1.
6. KoHTpO/IbHBIE BOIIPOCHI:

1. [Hatite onpegeneHue noHstusi GPP. [1epeuucinte ocHoBHBIe 37ieMeHThl GPP.
2. Kaxkue Bu/IbI JOKYMEHTALMK IPUMEHSIOTCS B allTEYHOU NIPaKTUKe?
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Onpejenvte HOBbIe MEPCIIEKTHBRLI B (JapMalLleBTUUECKOU MPaKTHKe.

OcHoBHbIe TpeOOBaHMS MEXJyHapoAHOTo ctaHaapTta GPP.

B yeM 3aksroyaeTcst OCHOBHasi MUCCHUS hapMarieBTHUeCKO# rnpodeccun B 00IIIeCTBe.

KakoBa posib crieranvicToB B 001acTv (hapMaliii U B 3/[paBOOXPaHEHHH.

Konuenius ¢gapMarieBTHUYeCKOi MOMOIIM U ee TpaKTUuecKas peaay3alysi.

PackpotiTe 0CcOO€HHOCTH pa3paboTKHM MPOEKTOB 10 YJIYYIIeHWIO KauecTBa (apMalieBTHUeCKOM
TIOMOLLIY Y Hajjjie)Kaller ariTeYHOU MPaKTUKU.

e N

JIekigusa Ne 2

1. Tema: HopmartwBHO-TipaBoBasi 0Oa3a obecrieuenusi kauectBa JIC. HopmaTHBHBIE TpaBOBbIE
JOKYMEeHTBI, OTpakaroiuie paboty o crangapty GPP.

2. Iensb: O3HakoMuTh 00yyarLUMX C HOPMAaTHUBHO-TIPaBOBOM 0a3oil obecrieueHuss KayecTBa
JIeKapCTBEHHBIX CPeJCTB, a TAK)Ke HOPMaTUBHO-TIPAaBOBOM 0a30ii perynupyromuii GPP.

3. Te3uchbl TeKIHI:
1. HopmaruBHo-1ipaBoBasi 6a3a oGecrieueHust kauectsa JIC.
2. ®apmareBtuueckue npakTUku (GXP) u ux posb B obecrieueHUM KavyecTBa Ha BCEX JTarax
JKU3HEeHHOro 1kia JIC.
3. HopMaTuBHbIE TIPAaBOBBIE JOKYMEHTBI, OTpakaroijie paboty no crangapty GPP.
4. HammonanbHble ctadgaptsl (CT PK) 1 TexHuueckue periiaMeHThbI:

ObGecrnieueHrie KauecTBa JieKapCTBeHHbIX cpeActB (JIC) sBisieTCs OAHOM W3 CaMbIX Ba)KHBIX
obsacTeil B papmarieBTUUeCKON [IeSITeTbHOCTH, TIOCKO/IBbKY TO HaMpsIMyH0 CBsi3aHO C 6e3011acHOCTBI0
1 3¢ PeKTUBHOCTBIO MeJuIMHCKON Tepanvy. KauectBo JIC oxBaThIBaeT BCe aCMeKThl UX pa3paboTKH,
IIPOU3BOZCTBA, XpaHeHusl, pacrpe/ie/ieHus: U IIpUMeHeHUsl.

HopmamusHo-npasosasi 6aza obecneueHusi kavecmea JIC. B Ka3axcTaHe HOpMaTHBHO-IIPaBOBast
0a3a obecrieueHHsT KaueCcTBa JIeKapCTBEHHBIX CPE/ICTB BK/TFOYAeT HECKOJIBKO K/TFOUEBBIX JOKYMEHTOB:

1. 3akoH "O /leKkapCTBeHHBIX CpeACTBaX U MeJULMHCKUX u3fenusax': OrpefesisseT OCHOBHBIE
NpUHLIUITBI 0Opaitjenust JIC, BK/IFOYask perucTpaLyio, MPOU3BOACTBO U KOHTPOJ/Ib KauecCTBa.

2. Kogekc "O 3m0poBbe Hapofia U CMCTeMe 3/IpaBOOXPaHeHMs": Y CTaHaB/IUBaeT 00Irie HOPMBI U
TIpaBU/Ia, Kacarolyecsi 6e301MacHOCTH U KauecTBa MeJULIMHCKUX TOBapOB.

3. [IpaBuia perucrpalyy U 3KCIIePTU3B! JIeKapCTBEHHBIX CPeACTB: PerynmpyroT mporecc rnogauu
3asiBOK Ha PerucTpalyio, Tpeb0oBaHUs K JOKYMEHTALUHN U UCC/IeI0BAHUSIM.

4. TexHuyeckue periaMeHTel: BxkmouaioT TpeboBaHUS K KauecTBy, 0e30MacHOCTH U
3¢ ¢pekTrBHOCTH JIC, COOTBETCTBYIOLIKE MEX/IYHAPOJAHBIM CTaHJapTaM.

5. CraHpapTtel W MeTOJuUYeCKHe  yKas3aHusi: Pa3paboTaHHble MeCTHBIMH  OpraHaMH
3[]paBOOXPaHeHHs ¥ IPyTMMH OpraHM3alUsMU /111 KOHTPOJ/Isl KauecTBa Ha pa3HbIX ATarax obparieHus
JIC.

OTH IOKYMEHTBI CO3/al0T OCHOBY [ 00ecrieueHrsi BLICOKOTO KauecTBa JIEKAPCTBEHHBIX CPe/CTB
B CTpaHe.

dapmayesmuueckue npakmuku (GXP) u ux poab 8 obecneueHuu Kayecmea Ha 6cex 3manax
JHcu3HeHHo20 yukaa JIC. PapmalieBTUuecKrde TpakTUKU, u3BecTHble Kak GxP (Good Practices),
TIPe/ICTaB/ISIFOT COOOM COBOKYITHOCTh CTaHJAPTOB M PEKOMEH/ALWii, HalpaB/eHHbIX Ha obecrieueHue
KavecTBa, Oe30macHOCTH U 3¢ PeKTUBHOCTH JIeKapCTBEHHBIX CPE/ICTB Ha BCEX 3Tarax MX KU3HEHHOTO
1uksa. OcHoBHble BUbl GXP BK/IrOUaroT:
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1. Good Manufacturing Practice (GMP): CraHgapTel, peryaupymoljyde POU3BOLCTBEHHBIN
nporiecc. OHM obecneunBatoT, 4T00bl JIC TIPOM3BOJUIMCH B YCIOBHUSIX, COOTBETCTBYIOLIMX
yCTaHOB/IEHHBIM TPeOOBaHUSIM, MUHUMU3UPYsI PUCKH 3arpsisHeHus 1 JieheKToB.

2. Good Clinical Practice (GCP): [IpuHLunbl, Kacatolyecsi MpoBeJeHusl KITMHUUeCKUX UCTTBITaHUM.
GCP rapaHTHpyeT, YTO HWCC/Ie[OBaHUS IIPOBOJSTCS 3TUYHO, a JaHHble O 0e30MacHOCTH U
s¢dekTrBHOCTH JIC COOMPAIOTCs JOCTOBEPHO.

3. Good Laboratory Practice (GLP): Cranpaptel, TmpuMeHsieMble K Ja00paTOpHBIM
WCCeJOBaHUsIM, OCOOEHHO B TpeAKIMHUYecKoW Qasze. GLP obecrieyrBaeT KauecTBO U
HaZle)KHOCTh [JaHHBIX, [IOTyYeHHbIX B X0O/ie NCIbITaHWH.

4. Good Distribution Practice (GDP): IlpaBuna, perynvpyrole TmpoLecC XpaHeHUs U
TpaHCIIOpTUPOBKH JIC, UT0OBI rapaHTUPOBATh, UTO OHM COXPAHSIIOT CBOIO L|eIOCTHOCTb U KaueCcTBO
JI0 MOMEHTa HCIO/Ib30BaHUSI.

5. Good Pharmacovigilance Practice (GPvP): IlpakTuky, Kacaroljyiecsi MOHUTOPUHTA U OLIEHKU
6e3omacHocty JIC moc/ie UX BbIXOZA Ha PHIHOK.

Poss GxP B o0ecieueHHH KauecTBa:

e Crangapru3sanus mpotieccoB: GxXxP ycraHaB/ivMBaeT ueTKUe TMpaBW/a M TIPOLIeAYpPbI, KOTOpbIe
TIOMOT'al0T MUHUMU3MPOBATh Bapyalliy U OLIMOKHM Ha BCeX 3Tarax — OT pa3paboTKH [0 MPOJaKy.

e YmpasneHue puckamu: GxP riomMoraeTr BbISIBJSTb W YTNPaB/ATh MOTeHLMaJbHbIMKA pUCKaMHU Ha
KaX/IOM 3Tarie >ku3HeHHOro 1jukna JIC, 4yTo CHr)KaeT BEPOSITHOCTb HeXKesaTelbHbIX 3(p(eKToB.

e [JocroBepHocTh gaHHbIX: CobmoseHne GxP obecrieuriBaeT HaJie)KHOCTb U TOYHOCTD JAaHHBIX, UTO
KPUTHUYHO /17151 PEry/ISTOPHOT0 0100peHus U ja/ibHelIero ucrnonb3oBadus JIC.

« CobmoneHue 3akoHoaTenbCcTBa: GXP cOOTBETCTBYET TpeOOBAaHUSAM PEryIMPYIOLIUX OPraHOB, UTO
TIOMOTaeT KOMIIaHUsIM 130e)kaTh MPaBOBBIX MOCIeACTBUM 1 LITPadoB.

o IloBbimenue noBepusi: Cobmogenne GxP cmocoOCTBYeT YKpPEIJIEHHIO JOBEpUsi CO CTOPOHBI
noTpebuTesield, MeULIMHCKUX PAOOTHUKOB U PEry/sTOPOB K KauecTBy U Oe3onacHoctu JIC.

B wuenom, GxP sBisitOTCS OCHOBOW [jisi obecrieyeHUs] BBICOKMX CTaHJapTOB KauecTBa B

(hapMalieBTHUEeCKO# 0TpaC/H, UTO, B CBOIO OUYepe/ib, BAUSET Ha 3/[0pPOBbe U 0e30MacHOCTh HaceIeHusl.
HopmamugHble npagogble O00KyMeHmbl, ompaxcarowjue pabomy no cmaHdapmy GPP. B

Kasaxcrane pabora mno craHgapty Good Pharmacy Practice (GPP) perymupyetrcs psiiom

HOPMAaTHBHBIX MPABOBbIX JJOKyMeHTOB. OCHOBHbIE W3 HUX BK/IFOUAIOT:

1. 3akoH Pecny6smuku Kazaxcran "O JieKapCTBEHHBIX CpPeACTBAX W MEAMLIMHCKUX W3AeIHsX ' :
YcraHaBnvBaeT 00I[UMe TPUHLUMBLI  OOpalleHusi JIeKapCTBEHHBIX CPeACTB U  OMpejesisieT
obs13aTenbHBIE TPeOOBaHMS K allTEUHBIM ITPAKTHKAM.

2. TlpaBuna opraHM3alidM amnTeuHoro Jena: BxmrouatoT TpeboBaHMsi K paboTe amnTek, BK/IOYas
acreKThl, Kacarolyecsi XxpaHeHus1, OTIyCKa U KOHTPOJIs1 KauecCTBa JieKapCTBEHHbIX CPe/iCTB.

3. HauuoHanbHble CcTaHgapThl: Pa3paboTaHbl cCrenyasbHble CTaHAApThl, KOTOpBIE —COZAEpIKaT
pPeKOMeHJAl[1 110 OpraHu3al[iy arTeuHoro oOC/my)kKvBaHUs, 0Oe3ormacHOCTH U 3PQeKTHBHOMY
VICTI0JIb30BaHMIO JIeKapCTB.

4. Metoguueckue pekoMeHzauuu: IToaroToBaeHbl MeCTHBIMU OpraHaMi 3jpaBOOXpaHeHsl U MOTyT
CoZiep>KaTh KOHKpeTHbIe MHCTPYKLMU 110 TipuMeHeHnto GPP B mpakTuke anrek.

5. TexHuueckue peryiaMeHThI: BximouaroT TpeboBaHUs K KaueCTBY M 0€30MacCHOCTH JieKapCTBEHHBIX
CPE/ICTB, UTO TaK)Ke 3aTparuBaeT paboTy amTex.

6. JokymeHntsl BO3: Pekomenzganuu U pykosozacTsa BO3 1o anTeyHbIM MpakTHKaM, KOTOPblEe MOI'YT
OBbITH a[JANTUPOBAHBI U BHE/IDEHBI B HAL[MOHA/TBHOE 3aKOHO/ATe/TbCTBO.

OTU [OKyMeHThl TIOMOTalT OO0ecreunTh BBICOKWE CTaHJAPTHI KadyecTBa, 0e30macHOCTH U

3¢ deKTUBHOCTH JIeKapCTBEHHBIX CPeCTB B alTeYHOU MpaKTHUKe.

HayuoHanbHblie cmaHdapmbl (CT PK) u mexHuyeckue pe2i1ameHmbi:

- CT PK 1060-2016 «JlekapcTBeHHbIe cpefcTBa. OO1ue TpeboBaHUS K KaueCTBY M 6€30MacHOCTH :
Ompepensier o01ye TpeboBaHMs K KaueCTBY M 0e3011aCHOCTH JIeKapCTBEHHBIX CPEJCTB, BK/IHOUAst
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NPUHLMIBL WX pa3paboTKW, UCIBITaHUS U KOHTPO/s. OTo craHfapT Pecnybnuky Kasaxcra,
KOTODbIM yCTaHaB/IMBaeT OCHOBHble TpeOOBaHMSI K KauecTBY M 0e30MacHOCTU JieKapCTBEHHBIX
CpefCTB. OTOT CTaHAApT SBJSETCS BaXKHBIM [JOKYMEHTOM, pPeryivipyolUM I[POU3BOACTBO,
KOHTPOJIb Y VICIT0/Ib30BaHue JIeKapCTB B CTPaHe.

CT PK 1117-2017 «JIekapcTBeHHble cpefcTBa. [Ipom3BojcTBO»: YcCTaHaB/IMBaeT TpeOOBaHUS K
Tripolieccam IpOM3BO/ICTBA JIeKApCTBeHHbIX CPefCTB, COOTBeTCTBYoLMe npuHiunam GMP.

CT PK 1031-2017 «J/IekapcTBeHHble cpencTBa. IlpaBuia [y IpoBefeHUS KIMHUYECKUX
UCIIbITaHW»: PerjiaMeHTHpyeT rpaBuia U TpeOoBaHUs /15l IPOBeAEHUs KIMHUUECKUX UCTIBITaHUH
nexkapcTB, ocHOBbIBasich Ha npuHLunax GCP (Good Clinical Practice).

CT PK 1260-2017 «JlekapcTBeHHble cpefcrBa. [IpaBuia KOHTPO/S 3a KauecTBOM»: OnmcbiBaeT
TpeOOBaHMSI K KOHTPO/IO KauecTBa JIeKapCTBEHHBIX CPEACTB Ha BCeX JTalax WX >KU3HEHHOTO
L[MKJIa.

CT PK 1012-2017 «TexHuueckKue perjaMeHThbl AJii MeIULMHCKUX W3[eaui»: Y CTaHaB/IMBaeT
TpeboBaHMs K MEAULIUHCKAM W3/IeJIUSIM, BK/TIOYasti UX 0e30MacHOCTb, 3()(eKTUBHOCTL U KaueCTBO.

HanuoHanbHBIM MeULIMHCKMI peryaaTop B PK:

MuHucTepcTBO 3paBooxpaHeHusi Pecrybmvky Ka3zaxcran: OCHOBHOW OpraH, OTBETCTBEHHBIM 3a
pery/MpoBaHye U HaJ30p 38 MeAULIMHCKUMU U (papMalleBTUUeCKMMU NPOAyKTaMy, B TOM YHC/Ie 3a
pa3paboTKy 1 BHeJpeHHe Hal[HOHA/TBHBIX CTAH/[apTOB ¥ TEXHUUECKUX PerjiaMeHTOB.

Komurer KOHTpO/si MeAWLMHCKUX U (papMaleBTUUeCKUX u3Jenuil: Bxoaur B CTPyKTypy
MuHuCcTepcTBa 34paBOOXPaHEHUsI W OTBeYaeT 3a pery/vpoBaHUe, PEerucTpalydi0 U KOHTPOJIb
KauecTBa JIeKapCTB U MeJULIMHCKUX U3 eMHH.

Kopexcol u jupekTuBbl PK:

Kogekc o mMeaMLMHCKUX M (apMal|eBTUUeCKUX u3jenusx: BK/IiO4yaeT OCHOBHbIE MPUHLIUIBI U
TpeboBaHMs K MeAULIMHCKAM W3/IeJIUSIM U JIeKapCTBaM, UX PErMCTPalliy ¥ KOHTPOJTO.
HaionanbHble AUPEKTUBBI U MOCTaHOBAeHUs: M3aatoTcsi MUHUCTEPCTBOM 3/]paBOOXPaHEHUs U
JPYIMMH TOCYZAapCTBEHHBIMH OpraHaMH /Il KOHKpeTH3aluu TpeOOBaHW U OOHOB/IEHUS
peryissTOPHbIX HOPM.

KazaxcraH aKTHBHO yuyacTBYeT B MeX/yHapoJHOM rapMoHu3aluu TpeboBaHuii, Takux Kak ICH, u

adaIlITUPYET MeXXAYHdDOJAHbIE CTAHAAPTBI K HALIMOHA/IbHBIM yC/IOBUAM.

4. nnocTpaTUBHBIM MaTepHaJl: rpe3eHTallysl.

5. JIuteparypa: cMm.rpuioxkeHue 1.

6. KoHTpo/IbHBIE BOIIPOCHI:

1.
2.

3.

vl

B yeMm 3ak/1r04ar0TCsi OCHOBHBIE MPUHLIUIIBI 00ecrieueHrsi KaueCcTBa JieKapCTBeHHbBIX CPeJCTB?
[Tepeuncite Buabl hapmarieBTueckux mpakTtuk (GXP). Pacckakure 06 ux posnu B obecreueHUn
KauecTBa Ha BCeX ATarax Ku3HeHHOro uykia JIC.

OrmpefiesiuTe OCHOBHBIE HOPMAaTHBHO-TIPDaBOBblE /IOKyMeHTHl obecrieyenusi KauectBa JIC B
Kasaxcrane.

[aiiTe cpaBHUTEIbHYI XapaKTepUCTUKY Ha HOpPMaTHBHbIE IPABOBbIe [JOKYMEHTbI, OTpakaroljue
paboty 1o cranzaapty GPP.

. Ompefieniute ponb MeXXAyHapOJAHBIX CTaHAAapTOB B o0ecrieyeHMM KauecTBa Ha BCeX ITarax

>KM3HeHHOro 1uk/a JIC.
Kak opranu3syor MegULIMHCKUN peryasaTopHbIi npouecc B PK?
[Tepeuncivre HauoHanbHble ctadgapThl (CT PK) u TexHuueckre pernamentsl M3 PK.

JIekiua Ne 3
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1. Tema: TlepcoHan anTeyHo opraHU3aluM corjiacHo TpeboBaHusm HATI.

2. Ienp: O3HaKOMUTH OOY4YarOUIUMX C OCHOBHBIMM  TpeOOBAaHUSIMU K TIEPCOHAy amnTe4YHOU

OpraHu3aLUy.

3. Te3uChI JIeKIUM:

DL B

[TepcoHasn anTevyHo# opraHy3aliy coriacHo TpedoBanusm HATI.
OO61myie TpeGOBaHMs K IIEPCOHAY .

TpeboBaHusi K K/IFOUEBOMY [€PCOHATY.

Cucrema o0yueHus mepcoHarna.

[TpaBusia TMYHOM TMTHEHBI TIEPCOHAIIA.

IlepcoHan anmeuHoll opeaHuzayuu co2aacHo mpebosaHusim HAII. TlepcoHan anTe4yHOM

OpraHv3aljii UrpaeT K/IYeBYIO POJib B 00ecrieueHNH KauyeCTBEHHOIO OOCTy>KUBaHUS U CODMIO/IeHnN
npodecCHOHaMbHBIX CTaHJapToB. HaljMoHansHas accouyaius GpapmalleBTUUeCKUX WM aHaJOTHYHbIe
npodeccroHanbHBIe OpraHM3alid MOTYT YCTaHaBIMBaTh TpPeOOBaHWSI K TEPCOHANy anTek [Jis
obecrieueHusi 6e30macHOCTH U 3(P(PEKTUBHOCTH anTeyHOro obcmykuBaHusi. CorjiacHO TpeboBaHUSM
HopmatuBHbIx akToB 1o anteuHomy geny (HAII) B KasaxcraHe, repcoHan anTeuHOW OpraHu3aluu
JI0OJDKeH COOTBETCTBOBATh PsA/ly KPUTepUeB U MMeThb Orpe/esieHHble KBalupUKalvu A1s obecrieueHUs
KaueCTBeHHOTO 00CTy>KrBaHUsI M 0e30MacHOCTH J1eKapCTBeHHBIX cpefcTB. OCHOBHbIE TpeOOBaHUS
BKJIFOYAIOT:

KBanudukanua u odpa3oBaHue: repcoHasn J0/DKeH MMeTh COOTBETCTBYIOIjee 0Opa3oBaHue B
o0sacTi (apMaLeBTUKA WA MeJUIMHCKUX HaykK; [/ (hapMarieBTOB M IIPOBU30POB TpelyeTcs
Ha/IMuMe BBICHIETO (hapMarieBTUUeCKOro o00pa3oBaHWs ¢ JMLEH3WM Ha OCYIeCTBIeHHe
(hapmarieBTUUeCKOM JleATeTbHOCTH.

OOyueHue u noBbIIeHHe KBaTMGUKALUU: PeryspHoe oOyueHre U TIOBbILIeHre KBaTU(pUKaLUH
/1 TIOJilep)KaHusl aKTyaJlbHOCTU 3HAaHMM O HOBBIX JIeKapCTBaX, MeTOJax MX IpPUMEHeHUsl U
V3MEHEHUH B 3aKOHO/aTesIbCTBe.

CrnenpanbHble HaBBIKHM: YMeHKe KOHCY/IbTUPOBATh KJ/IMEHTOB II0 BOIIPpOCaM IPUMEHEeHUs
JIeKapCTBEHHBIX CPEJCTB, WX B3aUMOJEUCTBUM U MOO0YHBIX 3(deKToB; 3HaHME OCHOB
(apMakoJsioruu 1 (hapMarieBTUUeCKOU MpaKTUKH.

CoorBercrBue craHjgapram GPP: Bce cOTpyAHMKHM [O/DKHBI coOsofaTh npuHLunbsl Good
Pharmacy Practice, BK/touasi MpaBUIbHOE OOpallleHHe C JIeKapCTBEHHBIMU CpPeACTBAMU, WX
XpaHeHue U OTITyCK.

OTHKAa M OTBETCTBEeHHOCTb: TIEPCOHA/ [JO/DKEH COO/M0/aTh 3TUYEeCKHe HOPMBI, obecrieunBast
6e30MacHOCTb ¥ 3/[0POBbE K/IMEHTOB, a TAK)Ke KOH(H/eHLIMaTbHOCTb X JaHHBIX.
B3aumopeiicTBHe C JAPYrdHMHM CHEHaJIMCTAMH: CIIOCOOHOCTH paboTaTh B KOMaHAe U
B3aUMO/ZIEHICTBOBATh C BpauyaMH M APYIMMH MEAWLMHCKMMH paboTHHKamMH Ajsi obecrieueHus
KOMIUJIEKCHOI'0 I0AX0/a K JIeYeHUIO Tal[ieHTOB.

Ot TpebOBaHMS CMOCOOCTBYIOT CO3/IaHHMIO BBICOKOKBA/TU(ULIMPOBAHHOTO U OTBETCTBEHHOTO

TepcoHasa B anTeuHbIX OpraHu3alusx, UTo, B CBOIO Ouepe/ib, rapaHTHUpPyeT KauecTBO U 6e30MacHOCTb
(hapMarieBTHUeCKOro 00C/IyKUBaHHSI.

O6wue mpe6o8aHusi K NnepcoHany.
. O6sizanHocTH: OTBeualOT 3a pacrpejie/ieHe JIeKapCcTB, KOHCY/IbTUPOBaHKE TaljMeHTOB,

KOHTPOJIb 3a JIEKaPCTBEHHOM Teparvel v cob/oieHre 3THUeCKUX HOPM.

. TpeboBanusi: Hammuue npodeccrioHanbHOro 006pa3oBaHMs, JULIEH3UU WM CepTU(dUKaTa,

obs13aTeIbHOe MpoaoJ/pKeHue o6pa3013aH1/m.
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@apmMarieBThl UTPAKOT K/IKOUYEBYHO PO/Ib B allTEUHOU MPaKTHUKe U 3paBOOXPaHeHHH B LiesioM. VX
npodeccroHabHbIe 00513aHHOCTH U TPeOOBaHUSI K KBa/JIM(UKALIMKM CTPOTO periaMeHTHpPOBAHbI /ISt
obecrieueHrsi 6€30MacHOCT M KauecTBa (apMalieBTUUecKoro o0ciy>kuBaHus. Hibke mpesicTaB/ieHbI
OCHOBHbIE aCTeKThbl, Kacarolecs 00si3aHHOCTeH 1 TpeOoBaHHM K (hapMal|eBTaM:

O6s3anHOCTH (hapMareBTOB:

1. PacripepiesieHue ieKapcTB

. [Tpuem penentoB: IIpoBepka M BBITIOJIHEHKE PELIENTOB, BBIMUCAHHBIX BpayaMH, BK/IKOYast
TIPOBEPKY Ha COOTBETCTBHE J03UPOBOK U B3aUMOJEMCTBUS C PYTUMHU JIeEKapCTBaMU.

. Beigaua megukameHToB: [IogrotoBka U nepejava JieKapCTB NaljUeHTaM, MpejoCcTaBaeHue
vH(pOopMaL1¥ O NMPaBWILHOM NPUMEeHEeHUH.

. Ynpaenenue 3aracamu: KoHTposb Hamuuusi He0OXOAUMBIX JIeKapCTBEHHBIX CPeZACTB U UX
CPOKOB I'OZHOCTH, 3aKa3 HOBBIX TIperapaToB M0 Mepe He0O6X0JUMOCTH.

2. KoHcynpTHpOBaHUe MaLyieHToB

. Mubopmariys o jekapctBax: ObecrieueHre MalMeHToB MOIHOM U MTOHATHOM MHbopMalyei
0 Ha3HAUEHHBIX JIEKAPCTBaX, BK/FOYAsl 03UPOBKH, CIOCOOBI TIpUMeHEeHUsT U BO3MOJKHBIE TTOOOUHBIE

3¢ deKThI.

. CogBeThl 10 yieueHnto: [Tomors B BbiOOpe Ge3peLienTypHBIX IMpernapaToB, PeKOMeHAaLust
a/lbTePHAaTUBHBIX CPEJCTB, eC/I 3TO He00X0AUMO.
. OTBeThbl Ha BONpOChI: PasbsicHeHUe MalueHTaM BOIPOCOB, CBA3AHHBIX C JIeKapCTBEHHbIMU

CpeACTBaMU U WX B3aUMO/IeHiCTBUEM C MPOAYKTaMU MUTaHUS WA APYTUMHU JieKapCTBaMHU.

3. KoHTposb 3a 1ekapCcTBeHHOM Teparnuen

. Ouenka Ttepanuu: [IpoBepka NpaBU/IBHOCTHA TIPUMEHEHUs JIeKapCTB, MOHMUTOPHHT 3a
BO3MO>KHBIMH 1T0O0YHBIMH 3 (heKTaMy ¥ B3aUMOZEHCTBUSIMHU MEXKY TperapaTaMu.

. Apanraius neueHusi: KoppeKTHpoBKa [JO3MPOBOK U CXeM JiedeHHsi B 3aBUCHUMOCTU OT
peakLiy TalyenTa, paboTa ¢ BpauaMH Jisi ONTUMH3aLU Tepanyu.

. YrnpapneHve XpoHMUYeCKUMU 3abosieBaHusIMH: [lofiep)Kka TIALMEHTOB B YIpaB/IeHUH
XPOHUUECKHUMY ~COCTOSTHUSIMM, TaKMMU Kak [JuabeT WIM TUNEPTOHMs, TiyTeM obecrieueHus
HaJy/1exalllell leKapCTBeHHOM Teparuy.

4. CobntofieHre STUYECKUX HOPM

. KondugeHManbHOCTh:  3alura JUYHOM W MeJULMHCKOW WH(OpMaluu TMalyeHToB,
cobro/ieHre TIPUHLIMTIOB KOH(H/1eHIIMaTbHOCTH.

. YecTHOCTh M TIPO3payHOCTh: ObecrieyeHre YeCTHOTO U OOBEKTHBHOTO TIPe0CTaBJIeHMUS
nH(pOpMaLWK 0 JileKapcTBax, 63 CKPhITHIX MOTUBOB WM KOH(IMKTOB MHTEPECOB.

. Otuueckoe rmoBefieHue: CoOmofeHre MNpodecCHOHAAbHBIX  CTaHAApTOB M HODM,
B3aMMO/IeCTBYE C TIALMeHTaMU M KOJIJleraMy B paMKax 3TUYeCKHUX HOPM.

Tpe6oBanus K ¢apmareBTam:

1. ITpodeccronanbHOe 0Opa3oBaHue

. Crenienb: ®apmareBThl  JJO/DKHBI ~MMeTb  CTelleHb 0akajnaBpa WM — Maructpa
(apmaneBTHUECKMX HAayK (WIM 9KBUBAleHT), KOTOpas aKKpeJWTOBaHA COOTBETCTBYIOIIMMHU
oOpa3oBaTe/bHBIMU U TTPO(eCCHOHATBHBIMY OpraHUu3al[|sIMU.

. Yuebublii 1iaH: OOpa3oBaHMe [O/DKHO BK/IIOUaTh OOyueHWe 10  (hapMaKoJIoruy,
(apmalieBTUYeCKOM MpakKTHKe, MeJULIMHCKONH XUMUH, OMOMeJULIMHCKUM HayKaM U IPYTHUM KJTFOUeBbIM
JVCLIUTTMHAM.

2. JIvueH3us umm ceptuurkar

. JIuensupoBanue: [Ins paboTel B anTeke (apMarieBThI 0/DKHBI MUMETh JIeHCTBYHOLIYIO
JULIEH3WI0,  BBIJAHHYK ~ TOCYJApCTBEHHbIMU WA  MECTHBIMU  OpraHaMu  pery/JdpOBaHUs
3[paBOOXPaHeHHsl.
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v} CepTI/ICl)I/IKaL[I/IHZ B HEKOTOPBLIX CTpdHAX WJ/IA 00/1aCTIX  MOJKeT HOTpE6OBaTbCH

JOTIO/THUTe/IbHAsT  CepTU(UKALMS TI0 CIeLUaTM3UPOBaHHbIM 00/1acTsIM, TaKUM KakK KIMHAYeCKast
(hapMaL|eBTHKa WM yTpaB/ieHue JieKapCTBeHHBIMU CpeJCTBaMU.
3. IIpopomkenne obpa3oBaHust

. Kypco! nosbinenns: kBanipukarmy: PapmarieBThl 00513aHbI PETyJISPHO TIPOXOAUTE KypChl
TIOBbIIIeHUS KBaMbUKALUU JJ1s TIO/iep>KaHUsl aKTya/lbHOCTH CBOMX 3HAaHWI Y HaBBIKOB.
. [TpodeccronanbHOe  pas3BUTHE: YyacThe B MpPO(eCcCHOHANbHBIX  KOH(epeHLHsX,

CceMUHapaX W TPeHUHTaX, a TaKKe UTeHWe Hay4HBIX MyOMKaiuidi [yisi 0OHOBIEHUS 3HaHUM O HOBBIX
JIeKapCTBaxX M TepareBTUUeCKUX MOAX0Aax.

4. [IpopeccrioHanbHbIe HABBIKY 1 KaueCTBa

. KoMMyHUKalMOHHbIe HaBBIKK: YMeHHe 3¢ ¢GeKTUBHO 00IaThCsi C MalieHTaMd U
KOJIJieraMH, CrHOCOOHOCTb OOBSICHATH CJIO’KHBIe MeJULIMHCKWEe TIOHSTUS TIPOCTBIM U MOHSTHBIM
S3bIKOM.

R Baumanue Kk AeTasaM: TouHoCT, B pa60Te C penentypaMud H OO3WPOBKAMM,
BHMMATE/IbHOCTb K BO3MO>KHbIM BBHHMOAEﬁCTBHHM MeXay J1eKapCTBaMU.
* Omratusg 1 3abora: CriocoOHOCTH MPpOABJ/IATE UYTKOCTH M T[MIOHMMdHHE K IIdlIMEHTdM,

MOZIeP>KUBATh MX IMOLIMOHAIBHOE U TICUX0JI0THYecKoe b/aromnosyyye.

dapMarieBThl BBIMOJNHSKOT BaKHbIe (YHKUWM B aNTeuyHOW TpAKTUKe, OT pacrpejeseHus
JIeKapCcTB /10 KOHCY/IbTUPOBaHWs U KOHTPO/S 3a JieKapCcTBeHHOW Tepamueil. CoOTBeTCTBUE
npodeccHoHanbHBIM TpeboBaHUsAM, BK/IIOYas 00pa3oBaHHUe, JMLeH3UPOBaHHE W TPOZO/DKEHHe
oOpa3oBanus, obecrieunBaeT KauecTBO M 6e30MmacHOCTh (hapMarieBTUUeCcKOl TIOMOIIH, a COOJIojeHre
3TUYECKUX HOPM TIOMOTaeT COXPaHUTh [JOBEPUE MAaL[IeHTOB U KOJIJIET.

Cucmema obyueHuss nepcoHana. IlpojomkeHre o0pa3oBaHWs — BaXKHBIA  acCIleKT
npoecCcOHAIBHOTO pa3BUTHs (PapMalieBTOB. PerysipHoe 0OHOB/I€HHe 3HAHUUM M HABBIKOB TIOMOTAET
UM TIO[Jep)KUBaTb BBICOKME CTaHJAPThI TMPOQECCHOHANBbHOM TIPAaKTUKU U alalTHPOBaThCs K
M3MeHeHUssM B 00/1acTH MeJWLMHBI U (apManeBTHKU. Hipke mpezcTaB/ieHO MOApPOOHOE OrMrcaHue
MIOAX00B ¥ TpebOOoBaHMUi K MPO/I0/DKeHHI0 00pa3oBaHus B 3TOH cdepe:

- Kypchol noBbIleHnsa KBaIU(UKAIUH:

1. PerynsipHoe oOHOBieHHe 3HaHWI: O0y4yeHHe B CIIEL[MaIM3UPOBAHHBIX YUPEXXKIEHUsIX; ydacTie B
Kypcax M CeMHHAapax, IPOBOAUMBIX MeJULMHCKUMH U (apMaLeBTHUeCKUMHU acCOLIMALUsSMH,
YHUBEPCUTETAMU ¥ NpO(decCHoHaNbHBIMA  OpraHW3alMsMH;  OHJIAWH-KypChl U BeOWHaphbI;
cepTU(UKALMOHHbBIE TIPOTPAMMBI.

2. TIpodeccroHambHbIe TPEHUHTH: YYacTHe B [TPAKTUUECKUX TPEHHHraX 10 HOBBIM MeToJaM paboThl,
WCII0/Tb30BaHUIO HOBBIX TEXHOJIOTUH U MeJUIIMHCKUX YCTPOUCTB; TIPOXOXK/EHWEe MacTep-K/IacCoB, Ha
KOTOPBIX 3KCIEpTbl Je/ATCS OMBITOM W HOBBIMH TPAaKTHKaMM, BK/IOYas K/IMHUYECKHE U
(hapmalieBTHUECKHe HAaBBIKH; MOCeIeHre MpohecCHOoHaNbHBIX KOH(epeHU U CUMITO3MYMOB ISt
oOMeHa OTbITOM M 3HaHUSIMH C KOJIJIeTaMH 1 SKCIIepTaMy B 00/1aCTH.

- AKTyasu3anus 3HaHWI:

1. ObyyeHne HOBBIM MeTOJAM U TMPAKTHMKaM: O3HAKOMJ/IEHHe C HOBBIMHM TEXHOJIOTUSMH M METOZAaMHU
JleYeHUs, TaKUMHM KaK COBDEMeHHble JIeKapCTBeHHbIE (OPMBI, HOBEHIIHE JUAarHOCTUUYECKHe
WHCTPYMEHTHI M TepareBTUYecKre TOAXO0[bl; 00yuyeHHe IO HOBEWIIMM HWCC/Ie[oBaHUSIM B 00J1acTH
(hapMalleBTUKM U MeAMLIMHLI, BK/TFOUasi HOBbIe TIperiapathl, TepareBTUYeCKHe CPeJCTBA U KJTMHUYECKHe
PEeKOMeHJIaL[iK; U3yueHue OOHOBIEHHBIX MeJULMHCKAX U  (apMalleBTUUeCKHX CTaH/AapTOB,
KJIMHUYECKUX TIPOTOKOJIOB W PEKOMEHJALM /i 00ecrieyeHUs COOTBETCTBUSI COBPEMEHHBIM
TpeOOBaHHUSIM.

2. VlHTerpaiysi B PakTUKY: UHTETPaLYsl TIOlyuYeHHbIX 3HAHUH 1 HABLIKOB B TIOBCETHEBHYIO MPAKTHKY,
BKJ/IIOYasl NIPUMEHEeHHe HOBBIX METOJOB JIeYeHHsl W TeXHOJIOTHMH B paboTe C TalpieHTaMW; OLIeHKA U
KOPPEKTHUPOBKA TIOAX0/I0B B COOTBETCTBUY C HOBBIMU 3HAHUSIMU, YITyUIlIeHHe KaueCTBa 00C/Ty)KUBaHUSI
Y TepareBTUYeCKUX Pe3y/bTaToB.
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3. TlpodeccroHanbHOe pa3BUTHe: pa3BUTHe MPOGMeCCHOHATLHOW Kapbepbl UYepe3 TIOo/ydyeHue

JIOTIOJTHUTEIBHBIX CIelaMu3alMi 1 cepTuduKauuii B 007acTH MeAWIMHBI U (apMal|eBTHKH;

oOyueHVe HaBbIKaM JIWAEPCTBA W  YIIPaB/IEHHs, KOTOpble MOTYT ObITh  TOJIe3HBI IS

npodeCCHOHATBLHOTO POCTa ¥ pabOThI B yIpaBIeHUECKUX WU CIIeITUaTU3UPOBAHHBIX POJISX.
IMpasuna nAuyHoOl 2u2ueHbl NepCcoHANd amnTeKW WMEIOT Ba)KHOe 3HaueHue [yt obecrieueHwUst
0e30macHOCTH U KauecTBa (hapMalieBTHUeCKuX ycayr. OCHOBHbIE TpeOOBaHUS BK/IIOUAKOT:

- Yuctota M OMNpPSATHOCTL: TIEPCOHAN [A0/DKEH OBITh B UMCTOW, aKKypaTHOW Ofexxzie, KOTopas
COOTBETCTBYET CTaHZapTaM anTeYHOH MPaKTUKH; MCII0/b30BaHUe CIelUaabHON YHU(POPMBI, eCiu
3TO MPeAyCMOTPEHO.

- PerynspHoe MbITbe pyK: 00si3aTe/IbHOE MbIThE PYK Mepe] HauajoM paboThl, MOC/e MOCEN|eHHS
Tyajiera, IOC/ie KOHTaKTa C TaldeHTaMd W JIeKapCTBeHHbIMU CpPeACTBaMH; HCIIOIb30BaHKE
AHTHUCETTUKOB /IJIs1 YK B C/Tyuae He0OX0AUMOCTH.

- YXop 3a HOTTSIMH: HOTTH [I0JDKHBI OBITH KOPOTKO TOJCTPH)KEHBI U UUCTHIMH; HeJTb35 UCTIO/Tb30BaTh
SIPKUH JIaK WK YKPALIeHHUs Ha HOT'TSX, TaK KaK 3TO MOXKET C/TY)KUTh UCTOUHUKOM 3arpsi3HEHUSI.

- JluyHasi TUTHMeHa: pery/spHOe TPUHSTHE AyIla, WCTOIb30BaHUE [1€30/I0PaHTOB M UMCTKa 3y0OoB;
00s13aTe/IbHO CJIeIUTh 32 COCTOSTHUEM KOXKH, W30erasi OTKPBITBIX PaHbI U TTOPE30B, KOTOPbIE MOTYT
CTaTh UCTOUHUKOM MH(EKIUH.

- Wcnonb3oBaHue cpeCTB MHAVBHYaAIbHOM 3alllUThL: TPH paboTe C JIeKapCTBEHHBIMU CPeZCTBaMH,
KOTODbIe MOTYT BbI3bIBaTh a/IJIEPTHIO UM pa3pakeHre KOXKU, CIeJyeT UCI0/Ib30BaTh NepUYaTKy U
MacKH.

- 3ampeT Ha yroTpeO/ieHWe TIMIIM W HAIMMTKOB: yMOTpeO/jieHWe MUIM W HAlMTKOB B arTeke He
JIOTTyCKaeTCs1, UTOObI M30eKaThb 3arpsi3HeHUs JIeKapCTBEHHBIX CPE/CTB.

- KouTposs 3a cocTosiHMEM 3[]0pOBbsl: TIepCOHAN [JO/DKEH CIeJUThb 3a CBOMM 3[0POBbEM U He
TIPUXO/MTL Ha paboTy B ciTyuae 3ab0/ieBaHUM, KOTOPbIe MOTYT TepeJaBaThCsl JPyrUuM (Hampumep,
NPOCTY/ia, TPUIIII).

CobmtoieHre 3TUX TIPaBU/I TOMOTAeT TIPeOTBPATUTh 3arpsi3HEHUE JIEKapCTBEHHBIX CPEeZICTB M
obecrieuriBaeT 6€30TIaCHOCTb KaK KJIMEHTOB, TaK U IMePCOHaIa.

4. nnocTpaTUBHBIM MaTepHaJi: Ipe3eHTallysl.
5. J/Iuteparypa: cMm.npujoxkeHue 1.

6. KoHTpO/IbHBIE BOIIPOCHI:

1 Kakue Tpeb6oBaHUs TIPebSBIISIOTCS TIepCOHasly anTeuHoi opraHu3saiuu no HAIT?

2 Ormpefieniute TpebOBaHUS K MEPCOHATY alTeuHOM OpraHr3aln?

3 Kakuie Tpeb6oBaHUs MpebsBIIsIOTCS hapMalieBTam?

4.  Pacckaxute oCHOBHBIE 00513aHHOCTH (hapMarieBTa.

5.  Onpegemre 0cobeHHOCTH cHCTeMbI 00yueHuUs epcoHana o GPP.

6.  IlepeunciuTe OCHOBHBIE TOAXOAbI W TpeOOBaHMSI K MPOJO/DKEHHIO 00pa3oBaHusi B cdepe
(hapmaruu.
7.  OcHoBHble TpebOBaHMs K TMYHOM rurreHe rnepcoxana no GPP.

Jleknusa Ne 4

1. Tema: CraHzapTHble OlepaLMOHHbIe TPOLiefYypPbl B (hopMaTe CUCTeMBbl Hajjekalled anTeuHOoH
TIPAaKTHKU.
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2. Ilenb: O3HaKOMUTH OOYYaIOIIMX CTaHAApTaM OIepalviOHHBIX MPOLieJyp B CHUCTeMe HajieKallei
anTeuHOU MPaKTHKHU.

3. Te3ucsl JIeKIUI:
1. «Cranpapt Hazanexaijeii anteuHoi mnpakTuku (GPP)»: «CraHzapTHble orepaljuoHHbIe
niporeaypsl (COIT).
2. CraHpapTHble oOrepalvoHHble TIpoLeAypbl B ¢dopMaTe CUCTEMbI HaJjiekalleil anTeuHoin
TIPAKTHKMU.

CmaHOoapmHble onepayuoHHble npoyedypbi (COII) SBASIIOTCS K/IHOUEBBIM 3/IeMEHTOM CUCTEMBI
Hagnexamrel  anreuHod mpakThukd (CHAII). OnHu obecrieurBarOT — CTPYKTYpPUPOBAHHOE |
T1Ioc/ie/joBaTe/lbHOe BBITIOJIHEHWE 3aJjau M TIPOLIeCCOB B amTeKe, CIIOCOOCTBYSI BHICOKOMY KauyeCcTBY
00cy>KrBaHUS TIALIMEHTOB U COO/TI0/IeHNI0 HOPMATUBHBIX TpeOOBaHMUIA.

CraHzapTHble  OMepalMOHHble —TpoLlefypbl — 3TO JeTaJyM3UpOBaHHbIe MWHCTPYKLUH,
OTHMCBIBAIOIIME TI0C/Ie0BaTeMbHOCTh IeHCTBHM, KOTOPble HeOOXOJUMO BBITIOHATE /IS JOCTHIKEHMUSI
ornpezie/IEHHbIX 1eell U obecrieueHus MOCTOSTHHOTO KadecTBa paboTbl. COIT MOTYT NMPUMEHATBCS K
Pa3IMUHbIM  acrieKTaM  [JesTelbHOCTH afTeKd, BK/IOUasi pelenTypHoe U  Oe3perenrtypHoe
JeKapcTBeHHOe obecrieueHue, yripaB/ieHHe 3aracami, a TakKe B3aUMO/IeliCTBHe C MalieHTaMHu.

Cocras COII:

1. Ha3Banue npoueaypsl: YETKOe 1 MOHATHOE Ha3BaHUe, OTpakarolllee CyTh Oreparjuy.

2. lenp u obnacte nipumeHeHus: OmucaHue TOTo, UTO TpOLieAypa [O/DKHA JOCTUYb W THe OHa
TIPUMEHSIeTCSI.

3. O0s13aHHOCTH M OTBETCTBEHHOCTb: OmpesieneHue posieit 1 0053aHHOCTeN COTPYAHUKOB, KOTOPbIE
J0JDKHBI BBITIOHATH WM KOHTPOJIMPOBATh BBIMOHEHKE TTPOLeZYPbl.

4. TIpouecc: TlompoOHOe omMcaHWe [IaroB W JI€WCTBHM, KOTOpPble HEOOXOAWMO BBITOJIHUTD,
BO3MOJKHO, C MCITI0/Ib30BaHKEM AMarpaMM WU CXeM.

5. [okymeHTbI U pecypchl: [lepeueHb He0OXOAUMBIX JOKyMEHTOB, MaTepHaioB U 000PYAOBaHHUS AJIst
BBITNIO/THEHUS [TPOLIeyPhI.

6. OrpaHnueHuss ¥ Mepbl TNPEJOCTOPOXKHOCTH: YKa3aHUsI Ha BO3MOXKHBbIE DHUCKH M CIOCOOBI MX
MUHUMM3aL1H.

7. Kpurepuu ycnexa u mnpoBepku: [lokasaTenu, MO KOTOPbIM MOXXHO OLEHUTh 3()()eKTHBHOCTb
BBITIO/THEHUS TIPOLIe[yPhI.

OcHoBHbIe npuHIMIbI COII

e Crangapruzauusi: COIT go/mkHbI 0becrieunBaTh eAMHO0Opa3ye 1eMCTBUM 1 pellieHni B pa3TInYHbIX
CUTYyaLUsIX.
e JlokyMeHTHpOBaHMe: Bce mporiegypbl [0/DKHBI ObITh 3a(MKCHPOBaHBI B MUCHMEHHOW (opme H
JOCTYTIHBI /11 BCeX COTPYAHUKOB.
¢ OOyuenue: COTPYAHUKH [JO/DKHBI ObITh 00yueHbI BbinmosHeHHt0 COIT 1 0co3HaBaTh UX BaXKHOCTb.
e [lepuoanueckuii mepecMoTp: COIl [0/DKHBI pery/sipHO TepecMaTpuBaThbCsi M OOHOB/SATHCS B
3aBUCHMOCTM OT M3MEHEHUM B 3aKOHOJaTelbCTBe, TeXHOJOTMSIX WM BHYTDEHHeW IOJINTHKE
anTeK!.
IIpouecc pa3padorku COII:
Amnanu3 miporieccoB: BrisiBeHHe KTOueBbIX TPOLIECCOB U OrpefesieHre, Kakhe U3 HUX TpeOyroT
JOKYMeHTHPDOBaHUS.
Co3panuve 1 TectipoBaHue: Pa3paboTka YepHOBHUKOB TIPOLielyp U MX TeCTUPOBaHKE Ha TIPAKTHKe.
Ob6cyxaeHve W yTBepK/eHue: BoBjeueHre K/IIOUYEBBIX COTPYJHHUKOB B 00CyxJeHHe W
OKOHYaTesibHOe yTBepxxaeHue COII.
BHenpenue u obOyueHue: OOyueHue COTPYZHUKOB HOBBIM IpolieflypaM U obecrieueHue uX
BBITIO/THEHMUS.
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* MonuTtopuHr u mepecMoTp: PeryssipHbiii KOHTposib cobmogennsi COIl v ux oOHOBIeHWe TpH
HE00X0JUMOCTH.

CmandapmHble onepayuoHHble npoyedypbl (COII) 8 cucmeme Haodnexcaweli anmeyHol
npakmuku (GPP) mnpeacTaBisitoT co00l JeTanyd3upoBaHHbIe WHCTPYKLIMM, KOTOpbIe TIOMOTar0T
obecrieunTb BBICOKWE CTaHJAPThI OOCHy)KMBaHWSI U 0€30MacHOCTH JIeKapCTBEHHBIX CPE/ICTB.
OcHOBHbIE acNeKThbl, KOTOpble AO/DKHbI ObITh oxBaueHbl B COII B cucreme Hajiexarei
anTeuHoi npakTuku (GPP), Bk/ouaior:

1. IMpouieyphl MpreMa U perucTpalyy JieKapCTBeHHBIX CPeCTB: MHCTPYKLIMH T10 TIPOBepKe KauecTBa
U cooTBeTcTBUS mnocTynuBlux JIC; mpoliecc perucTpauyy J1eKapCTBEHHBIX CPeZCTB B alTeYHOU
cUcCTeMe.

2. XpaHeHUe J1eKapCTBEHHbIX Cpe/CTB: MpaBWila U YC/AOBUSI XpaHeHUs (TemIiepaTypa, BIa)KHOCTb,
cBeT); 0003HauUeHWEe MeCT XpaHeHWs C yueToM Kiaccu¢ukaruu JIC (HarmpuMep, 1O TeMIlepaTypHbIM
peXxumam).

3. OTnycK IeKapCTBeHHBIX CPe/ICTB: MpOoLielyphl MPOBEPKH PeLIeNTOB U KOHCYIbTUPOBAHUS KJMEHTOB;
ycoBus otiycka JIC, BK/Itouasi KOHTPOJIb 32 CPOKaMU TOAHOCTH.

4. KoHCynbTHpOBaHUe TaljMeHTOB: CTaHAAPTHI NIPOBeieHUs] KOHCY/IbTallii TI0 IPUMeHeHHUI0 JIeKapCTB,
BO3MOXKHBIM ~TT000UHBIM ~ 3¢deKTaM U  B3aUMOJEHCTBUSIM; OdopM/IeHHe KOHCY/IbTaLMOHHOMN
JIOKyMeHTaL[1H.

5. O6paboTKa M yTUIM3aLusi OTXOJOB: MPOLeAyphl YTUNIM3ALMK MTPOCPOYEHHBIX Y HEHUCIIO/Ib3YeMbIX
JIC; mpaBuia paboThI C OMACHBIMHU OTXOZAMHU.

6. OOyueHve ¥ TOBBINIEHWe KBaaU(UKalMd IepCoHaia: TIPOLeCC pery/sipHOro 00ydeHUs
COTPY/IHMKOB TI0 HOBBIM TperiapaTaM M M3MeHeHHsIM B 3aKOHOJaTeNbCTBe; OLleHKa KBalU(pUKaLuy 1
HaBBIKOB T1epCOHaa.

7. MOHUTOPUHT U OTYETHOCTh: MpOLielypbl MOHUTOPUHTA KayecTBa 00C/IyKBaHUsI U 6e30macHOCTU
JIC; yueT 1 aHaim3 obparijeHri MalfieHTOB U BO3HUKILIMX UHIUEHTOB.

8. ObecrieueHre KauecTBa: CTAaHAAPThl BHYTPEHHEro KOHTPOJSI KayeCTBa; IMOPSOK TPOBEAIEHHUS
TIPOBEPOK U ay/JUTOB.

9. IpodunakTrka WHbEKLMI: paBU/a JUUHOW TMTHeHbl AJIsi TiepcoHarna; Mpoueaypbl Ae3uHdeKIrn
roMelleHri 1 000py10BaHUs.

10. JokyMeHTalusi ¥ Be/leHUe 3aruceil: WHCTPYKLUU TI0 BeJeHHI0 HeoOXOAWMOMN [I0KyMeHTalluH,
CBSI3aHHOW C OTITyCKaMH, TIOCTaBKaMH M KOHCAITHHTOM; obecrieyeHue KOH(QHIEHL[MATBHOCTH |
3alUThI JJAHHBIX KITMEeHTOB.

Ot COII ciyxat ocHOBOM yisi 3pdeKTUBHOTO U Ge30macHOro (hyHKIIMOHUPOBAHUS alTeuHON
OpraHu3alii, COOTBeTCTByloilel TpeboBanwsM GPP. Kaxpmas mpoueaypa [Jo/DKHa ObITh
a/lanTHPOBaHa K KOHKPETHBIM YCJIOBUSIM pabOThI aliTeKu W PerysisipHO MepecMaTpyBaThCs /sl yueTa
HOBBIX JIAHHBIX U CTaHJAPTOB.

4. NnnocTpaTUBHBIA MaTepHasl: rpe3eHTalusl.
5. JIuTepatypa: CM.TIpUioKeHue 1.

6. KoHTpO/IbHBIE BOIIPOCHI:

CrangapTsl onepalyoHHbIx rpouenyp (COIT). Onpenenedvie. OCHOBHbIE 3a/auH.

Hazosute ocHoBHY1O cTpyKTypy COIL.

B uem 3akrouyaeTcss OCHOBHOM NpyHLuI cocrasiaenus COIT?

YKakuTe oCHOBHbIe cTaguu pa3padbotku COIL.

Hasosurte ocHoBHy0 cTpyKTypy COII B cucteme Hajiexaileit anteuHol npaktuky (GPP).
OxapakTepu3yuTe CTaHJApTHbIE ONepaLMOHHbIe MpPOLeAYpbl NpHeMa, perucTpaly, XpaHeH sl U
OTIYCKa JIeKapCTBEHHBIX CPe/ICTB.

FDUEE 103 Dagt=
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1. Tema: Tp96OBaHI/IH GPP K TexHO/IOrMueCKUM rnponeccaM Ipru MU3roTOBJJIEHHWU JIEKADCTBEHHbIX
CpeacCTB B YC/IOBUAX dIITEK.

2. Henb: O3HaKOMHUTH 00y4arOIUX OCHOBHBIM TpeboBaHMsM GPP K TeXHO/IOrMYeCKHM Mpolieccam
TIPY U3rOTOBJIEHUM JIeKAPCTBEHHBIX CPE/ICTB B YC/IOBUSX arlTek.

3. Te3uchbl TeKIHIA:
1. Tpeb6oranus GPP K TeXHOIOrMUeCKAM TIpoLieccaM TIPYU M3rOTOBJIEHUH JIEKAPCTBEHHBIX CPeZICTB
B YCJIOBUSIX amnTeK.
2. Hapnekaujasi anreyHasi NpakTHMKA IPHU U3COTOBJIEHUH CTEPWIbHBIX JIEKaDCTBEHHBIX CPECTB,
TPeOYIOIMX H3rOTOB/IEHUS B aCENTUUYECKUX YCIOBUSIX W HECTEPWIbHBIX JIEKAPCTBEHHBIX
CpeJCTB.

TpebosaHuss GPP k mexHon02u4ecKuM npoyeccam npu u320moeneHull 1eKapcmeeHHblx cpeocms
8 YC/08USIX anmeK HarpaB/ieHbl Ha obecrieyeHre KayecTBa, 0€30MacHOCTU M 3PPEeKTHBHOCTH
npoAyKuyu. OCHOBHBIE acCIeKThl, KOTOPbIE C/Ie[lyeT YUUThIBaTh, BK/IFOUAOT:
1. KauecTBO ChIpbsi: MCII0/Ib30BaHKE TOJBKO KaueCTBEHHBIX U CePTU(PUIIMPOBAHHBIX WHTPEUEHTOB;
TIpOBepPKa M JOKYMEHTHPOBaHVe KaueCTBa BCeX MOCTYMNarLMX MaTepraios.
2. TexHoJiOrTMUeCcKUe MpOLeCChl: CTaHAapTHU3UPOBaHHbIe TIPOLielyphl AJIsI BCeX 3TallOB MIPOU3BO/CTBA,
BKJ/IFOYasl B3BelllMBaHWe, CMeIlMBaHue, YIIaKOBKY ¥ MapKUPOBKY; UeTKOe CJ/ie[JOBaHHe YCTaHOB/IEeHHBIM
peLierniTaM ¥ MeTOUKaM.
3. T'urueHa u 06e30macHOCTb: obecrieueHWe YKUCTOTHI pabouero TMpOCTpaHCTBA U 000pPYAOBaHMS,
BKJTFOUAsi PeryJsipHyl0 CaHWTapHYI0 00paboTKy; MCIO/Ib30BaHWE CPeACTB WHAWBUAYA/TbHON 3allUThI
(mepuaTOK, MaCOK M TIp.) ZiJisl TpeJioTBpallleHus 3arpsi3HeHUsI.
4. Keamudukarust mepcoHasia: oOyueHue COTPYJHHMKOB, YYaCTBYIOIIUX B TIPOLIECCE W3TOTOBJIEHUS,
OCHOBaM TexHonoruv u craHgaptaM GPP; olileHKa KOMITETEHTHOCTHM W peryJ/isipHOe IOBbILIEHHe
KBa/IM(PUKALIK.
5. KoHTposnb MpoLIeccoB: BefeHWe 3arucell 0 KaK[OM 3JTare TIPOM3BO/CTBAa Jjisi 00ecrieueHust
MPOC/Ie)KUBAEMOCTH; PeryJ/sipHblii KOHTPOJIb YCJOBUM MPOM3BO/CTBA (TeMIlepaTyphl, BJAaKHOCTU M
T.J.).
6. JokymeHTaLusi: To/iep)KaHue HeoOXOAUMOW J0KYMeHTalliy, BK/IFOYasi 3alycy O TIPOU3BO/ICTBE,
KOHTPOJIb KauecTBa U pe3y/bTaThbl UCIIBITAHWIA; MPO3PAYHOCTh TIPOL[ECCOB ¥ BOSMOXKHOCTh ayJuTa.
7. YmakoBKa M MapKHUPOBKa: WCII0/Ib30BaHME KayeCTBEHHBIX W 0e30MacHbIX MaTepuasioB [jist
yMaKoBKY; obecrieueHre TIPaBUILHOM MapKUPOBKH C yKa3aHHeM HeoOXOAMMBIX CBeJileHUl (Ha3BaHUe,
COCTaB, CPOK F'OJHOCTH, YC/I0BUSI XPaHEHUs).
8. YmpaBneHue pucCKaMu: WJeHTU(UKALMs W OLleHKa PUCKOB, CBSI3aHHBIX C TPOW3BOJCTBEHHBIMU
TipolieccamMu; pa3paboTka Mep 10 MUHUMU3ALUK U KOHTPOJTIO 3TUX PUCKOB.
9. [IpoBepKa M UCIbITAHUS: MTPOBe/leHe KOHTPOJIS KayeCTBa FOTOBOWM MPOAYKLMU, BK/ItOUasi (PU3NUKO-
XUMUYECKHe W MHUKPOOMOTIOTMYECKHE WCIIbLITAHUS; CpaBHEHWEe pe3y/bTaTOB C YCTaHOBJIEHHBIMU
CTaHJapTaMH.
10. Cucrema yrpaB/ieHWsI KAyeCTBOM: BHeJpEeHHWEe CUCTeMbl YIIpaB/JeHUsI  KauyeCTBOM,
cooTBeTCTBY!OLIel TpeboBaHusiM GPP, /151 MOCTOSTHHOTO Y/yYlileHHsI TTPOLIeCCOB.

Cobmopenue 3tux TpeboBannii GPP mpy M3roTOB/IEHUM JIEKAPCTBEHHBIX CPEJICTB B alTeUHbBIX
yCJIOBUSIX CrIOCOOCTByeT obecrieueHHIO MX KauecTBa M Oe30macHOCTH [ijis ralyeHToB. Kaxkzias anreka
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JI0/DKHA a/lafTUPOBATh 3TU MPOLIECChl K CBOMM Creli(rUUeCcKUM yC/IOBUSIM, TapaHTHUPYsl COOTBETCTBUE
BCEM HODMaTHBHBIM TPeOOBaHUSIM.

Haonexcawasa anmeunas npakmuka (GPP) npu u3zomoeneHuu cmepuibHbiX U HeCmepuibHbIX
JlekapcmeeHHbIX cpedcme TpedyeT COOJIF0/IEHHsI CTPOTUX CTaHAApTOB [yist 00ecrieueHust UX KauecTBa U
Ge3omacHOCTH. BOT OCHOBHBIE TPUHLIWIBIL, KOTOpbIE CeJyeT YYWUThIBaTh [ KaXKJOro THIA
MIPOAYKLMHU.

M3roToB/ieHHe CTEPU/IBHBIX JIEKAPCTBEHHBIX CPe/ICTB:

1. AcernTuueckye yCI0BUSI: TPOLIECCHI JO/DKHBI POBOAUTHLCS B CrieL{Mai3POBaHHbBIX ITOMeLeHUsIX
C KOHTpOJIeM TeMIlepaTyphbl, BA&KHOCTU U (PUIbTpaljeld Bo3/yXa; UCMO/Ib30BaHUe JTaMAHAPHBIX
MOTOKOB BO3/yXa /I MUHUMH3aL[il MUKPOOHOTO 3arpsisHeHUs.

2. I'mrueHa mepcoHasa: cTporoe cob/rofeHWe TIpaBU/I JIMUHOW TUTHEHBbI, BK/IIOYas MbIThe DYK,
WCITI0/Ib30BaHKe OJIHOPa30BOM OJleX/bl U CPeJCTB MHAWBU/ya/lbHOM 3allUThI (epyaToK, Macok,
maroyek); obyueHre COTPYJHUKOB crelupuueckuM TpeOOBaHHSM K paboTe B acenTUYecKHX
YCJIOBUSIX.

3. Konrposb 3a o6opysoBaHueM: 000pyi0BaHKE OKHO OBITH CTEPUIBHBIM U I0/DKHBIM 00pa3om
00C/Ty)KeHHBIM; peryJ/sipHasi IpOBepKa U Ba/IU/jalivsl CTePUIN3aLK U aCelTUUeCKUX MPOLIeCCOB.

4. Ilpoueccsl CTepuaM3alMM: HCIO/Ib30BaHME MOAXOAAMMX METOAOB CTepuiusaluu (mapoBas
cTepyunu3anus, (UIbTpaLUsi, CYyXOW >kap U Mp.) C HpOBepKod UX 3¢ (eKTHBHOCTH; BeJeHue
3amuceil 0 rporieccax CTepuIn3auy st obecrieueHust IPOCIeKMBaeMOCTH.

5. KoHTponb KauecTBa: NMpoBe/ieHWe MUKPOOHMO/IOrMUeCKHUX WCIBbITAHUNA T'OTOBOM TMPOAYKLMHN /ISt
MO/ TBEPIK/I€HUS] ee CTepUIbHOCTH, Pery/IsipHbId MOHUTOPUHI OKpY’Karollel cpeJbl Ha MpeAMeT
MHUKPOOHOTO 3arpsi3HeHusI.

H3roroB/ieHHe HeCTepU/IbHBIX IeKapCTBeHHBIX CPeACTB:

1. TurveHa v uucTOTa: COOJIOJ|eHUe TPaBUJI YMCTOTHI Ha BCeX 3TaraxX IMPOW3BO/CTBA, BK/IOUast
CaHUTApHYI0 00pabOTKy roMeleHuid ¥ 000py/[0BaHHs; UCIIOb30BaHUe YHMCThIX HTHCTPYMEHTOB U
MOCY /bl

2. Tlpouecchl MpoM3BOACTBA: YeTKOe Cjle/joBaHMe CTaHAapTHBIM OIepalMOHHBIM TpoLeAypam
(COIl) pnsi BCcex STarioB W3rOTOBJ/IEHWs, BK/IOYasl B3BelllMBaHUE, CMeIlMBaHWE U YIAaKOBKY;
WCT0/Ib30BaHUe TOJIBKO CePTU(ULMPOBAaHHBIX M KaueCTBEHHBIX UHIPeJUeHTOB.

3. [okKyMmeHTalysl 4 3allUCh: BeJleHHe [eTalrM3UpOBaHHbIX 3alrvcell 0 KaKJOM 3Tarie Mpou3BO/ICTBa,
BKJIIOYAs MCII0/Ib3yeMble MaTepuasibl U pe3y/bTaThl KOHTPOJIS KauecTBa; HaJuure UHCTPYKLUH U
CTaHZapTOB /Il BCeX MPOLIeCCOB.

4. KoHTposib 3a KaueCTBOM: MpoBefieHre (HU3NKO-XUMHUUECKUX U MUKPOOHOIOTMYeCKHX UCTTBITaHUN
rOTOBOM MpOAYKLMHK; IIPOBEpPKAa COOTBETCTBUSI KOHEUHOro TIPOJYKTa  YCTaHOBJ/IEHHBIM
CTaHJapTaM.

5. OOyueHue TmepcoHasa: o0OyuyeHHe COTPYJHUKOB OCHOBaM  (hapMalleBTHUECKOM TIPAaKTHKH,
TpeOOBaHMSIM K TPOM3BOACTBY W KOHTPO/IO KauecTBa; OLeHKAa KBaIM(UKAIMd U PeryspHoe
TMOBBIIIEHNE YPOBHS 3HAHHUM.

OOurue acneKThI A1 000MX THIIOB MPOU3BO/ACTBA:

o Cucrema yrpaB/jeHUsi KaueCTBOM: BHeJpeHue U mojjiep>kaHue CHUCTeMbl yIpaB/IeHUs] KaueCTBOM,
cooTBeTcTBYy!OIIel TpeboBaHusiM GPP, 17151 TOCTOSHHOTO y/TyullieH s TIPOL{eCCOB.

* YmpapneHwe puckamu: OLjeHKa M MUHUMMH3ALIMS PUCKOB, CBSI3aHHBIX C IPOM3BOZCTBEHHBIMU
npotieccam, AJisi obecrieyeHusi 6€30MaCHOCTH M KauecTBa MPOAYKLUH.

e Uudpacrpykrypa: ObGecrieueHrie HeOOXOAUMBIX YC/IOBUH [ijisi XpaHEHUsI W TPAHCIOPTHUPOBKH
TOTOBBIX JIEKADCTBEHHBIX CPeJCTB, BK/IFOUasi KOHTPOJIb YCIIOBUIM XpaHeHUS.
CobmosieHre 3TUX TIPUHLUIIOB T103BOJISIET TapaHTUPOBaTh KauecTBO W 0e30MacHOCTh  Kak

CTepU/bHBIX, TaK W HeCTepHIbHBIX JIeKapCTBEHHBIX CPe/CTB, obecreunBasi 3alUTy 3[0POBbS

MaleHTOB.
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4.

HnnocTpaTMBHBIM MaTepHaJl: [pe3eHTallysl.

5. J/Iuteparypa: cMm.ripyioxxeHue 1.

=

. KoHTpoO/1ILHBIE BOIIPOCHI:
Packpotite ocHoBHbIe TpeboBaHusi GPP K TeXHO/IOrMYeCKHUM MpOoLieccam TPy U3rOTOBIEHUH

JIeKapCTBEHHBIX CPe/ICTB B YC/IOBUSIX ariTek.

2. YKaKWTe OCHOBHbIe IIDUHLIMIIBI HaZ/iexkaleil anteyHo npaktvku (GPP) npu usrotosnenumn
CTEepPU/IbHBIX JIeKapCTBEHHBIX CPeJCTB.

3. YkaxuTe OCHOBHbIe ITPUHLIUIILI HajieXkalel anteyHol npaktuk (GPP) npu usrotosneHun
HEeCTePUIbHbIX JIeKapCTBEHHBIX CPeZICTB.

4. OnpenenuTe 00IHe aCeKTHI AJs1 000UX THIMOB (CTEPUIbHBIX U HECTEPU/IBHBIX) TPOU3BO/CTBA.

ITpunoxenue 1

JIuTeparypa:

O/IeKTPOHHBIe O/IeKTPOHHBIE pecypchbl

pecypchl, Bimouas, | 1. YMKII pa3mernier Ha o6pa3oBaTebHOM TopTaie https:/ukma.kz

HO He|2. Caiit 6ubmoTeyHO-MH(OPMAIIMOHHOTO TieHTpa akagemun https://lib.ukma.kz/
OrpaHN4MBasICh 3. Meguareka FOKMA https:/media.skma.edu.kz/

uMH: 6a3bl ZlaHHBIX, (4. IludpoBas  6uO/mMoTeka  «Aknurpress» — www.aknurpress.kz, — mpowauTe
aHumaLyu pervcTpaLuio U ykaxxure ripoMokos, SDH-28

CUMY/JISITOPBI, 5. OKMA Peno3uroputiii http://lib.ukma.kz/repository/

nipodeccrHoHasbHBIe | 6. PecryOnMKanbIK >KOFapbl OKY OpBIHZAApBl apasiblk, JIEKTPOHZBIK —KiTarmxaHa
Osiory, BeO-CaHTHI, http://rmebrk.kz/

Jpyrve 7. «3aH» HOPMATHUBTIK-KYKBIKTHIK, akTisiep 6a3ack! https://zan.kz/ru

3/1IeKTPOHHEbIE 8. «lIlaparpad MeauiHa» akmnapatThIK >Kykieci https://online.zakon.kz/Medicine/
CIIpaBOYHbIe VHTepHeT pecypchbl

MaTepuasIbl 1. Tlpukaz M3 Ne KP IOCM-15 or 4 deBpans 2021 roga. «O6 yTBep>KaeHUN

(Harpumep, BUJEO, Ha/l/IeXXallyx (hapmarieBTHUeCKUX TIPAKTHK»
ayJuo, an/pKecThl) https://adilet.zan.kz/rus/docs/V2100022167/links
2. Kogekc Pecriyomku  KaszaxctaH «O  370poBee  HapoJa W CHUCTEMe
3[paBoOXpaHeHUs1» (C W3MEHeHUsSIMM M [IOTIOJIHEHUSIMM [0 COCTOSIHAIO Ha
24.06.2021 r.) http://online.zakon.kz.
3. «O6 yrtBepxaeHuM [IpaBui Hajyie)kallled  TIPOW3BO/JICTBEHHOM — TIPAKTHUKH
EBpasuiickoro 3KOHOMHMYeCcKoro coro3a» Pemenne Coseta EBpasuiickon
9KOHOMHUEeCKoW ~ Komuccud  oT 3 Hosibpa 2016  roma Ne  77.
https://adilet.zan.kz/rus/docs/H16EV000077
4. «O BHeceHur u3meHeHui B [1paBuia Hajiexallei MPOU3BOACTBEHHOM MPAKTHUKH
EBpasuiickoro 3KOHOMHYEeCcKoro coro3a» Pemenne Cosera EBpasuiickou
5KOHOMHYeCcKor  Komuccuu ot 14  wmong 2021 roma Ne  65.
https://adilet.zan.kz/rus/docs/H21EV000065
OJIeKTPOHHBIE 1. CarpiHasiKOBa B.A., AHapbaeBa P.M. [lapinepziH [apiXaHa/IbIK TeXHOIOTHSICHI:
yUeOHUKH oky/bIK, / CarbiHabIKOBa b.A., AHapbaeBa P.M. — [lIeivkenT: OKMA. — 2018. —
513 6. https://e-lib.skma.edu.kz/genres/genre-2/category-8/117.
2. buodapmarsi >koHe IIPiMK TperiaparrapApl OuodapMarieBTiK 3epTTey: OKY

Kypanbl / B.A. CarbiHIpIKOBa, P.M. AHapbaeBa. - Kaparangpl: Medet Group,
2021. - 172 6. https:/e-lib.skma.edu.kz/genres/genre-2/category-8/417
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CnermasbHbie
TIpOrpaMMBbl
KypHaJibl 1. Hayunblii MH(OpMalMOHHO-aHAIMTHYeCKUi >KypHan «®apmarusi KasaxcraHa»
(371eKTPOHHBIE http://pharmkaz.kz/glavnaya/ob-izdanii/
JKyDHAJIbI) 2. HayuHo-TIpakKTUYeCKyii pelieH3upyeMblii >KypHan «®PapMatius U (apMaKoiorus»

https://www.pharmpharm.ru/jour/index

3. HayuHo-npakTrJeckuii >xypHan «®Papmarysi» https:/pharmaciyajournal.ru/
4. ExXeMeCsTUHbI Hay4YHO-TeXHUUECKMI M TMPOM3BOJCTBEHHbIM >KypHal «XUMHKO-

(apmarjeBTHUeCcKUIA XXypHaa» http://chem.folium.ru/index.php/chem/about

JlutepaTypa OcHoBHas:

1. Ilpuka3 m3 Ne KP JICM-15 ot 4 despans 2021 roma. O6 yTBepaeHUU
Ha/lJIe)Kallux (hapMalieBTUYECKHX TIPaKTHK.
https://adilet.zan.kz/rus/docs/V2100022167/links

2. buodapmaiusi eHe I9piMiK IperaparTapAbl OHodapMalieBTiK 3epTTey: OKY
kypanbl / b.A. CarbiHabIKOBa, P.M. AHapbaeBa. - Kaparanapr: Medet Group,
2021.-1726.

3. @apmatieBTHUECKas TeXHOJIOTUsl. IIpomsiiiieHHOe TIPOU3BO/CTBO
neKapcTBeHHbIX cpezicTB. T.1: yueOHUK: B 2-x Tomax / 1iog, pea. V.M. KpacHroka
[u ap.]. - M.: 'D0TAP - Meaua, 2020. - 352 c.: u.

4. ®apmareBTruyecKast TEXHOJIOT WS, ITpowmpbiiiieHHOE TIPOU3BO/ICTBO
NeKapcTBeHHbIX cpeAcTB. T.2: yuebHUK: B 2-X ToMmax / mof, pea. V.M. KpacHioka
[v gp.]. - M.: TOOTAP - Meaua, 2022. - 448 c.: un.

5. T'aBpunos, A.C. ®@apmarieBTvuecKast TeXHOIOrus. VI3rotoBieHue jiekapCTBeHHbIX
niperiapatoB: yuebnuk / A.C. T'aBpunoB. - 3-e wu3f., Tmepepab. MwuH-BO
obpazoBanusi U Hayku P®. Pek. 'BOY BIIO "IlepBblii Moc. roc. Me[|. YH-T WM.
N.M. CeueHoBa". - M.: 'DOTAP - Menua, 2022. — 864.

6. ApeicraHoBa T.A. ®apmalieBThuecKass CHUCTeMa KauecTBa U Hazjiexxarue
(apmarieBTHUECKMEe TIPAaKTHKH: yuebHoe mocobue / T.A. ApbictaHoBa, K.M.
ApeictaHoB. - Kaparanza: Medet Group, 2021. - 150 c.

Jlono/HUTe IbHAs:

1. TocypmapctBenHasi ®apmakoriess Pecriyoymikn Kazaxcran 2.0. — 2-e m3g. —
Anmarter: M3gaTensckuii oM «Kubek »kombi», 2015. — T.1. — 720 c.

2. TocymapctBenHass ®apmakoresi Pecriyormiku Kasaxcran. T.2. — Asmartsr
W3narensckuii aom «Knbek »xombi», 2009 — 804 c.

3. TocymapctBenHasi ®apmakoriess  Pecriybmku  KaszaxcraH. —  AJsiMaThL:

W3narensckuii oM «Kubek »kombl», 2014. — T.3. — 872 c.

4. CarbHABIKOBA, b.A. [lopisiepAiH 6eHAIPiCTIK TeXHOIOTHACHL: OKYJIBIK /. - AJIMaThL:
3Bepo, 2011. - 346 Ger. c.

5. OpraHu3arvioHHbIE U YTIPAB/IeHUECKHE OCHOBBI HAZIJIEXKAIIIMX MMPAKTHK: YUeOHUK /
K.[. llepraeBa, O.B. bavHoBa. — Kacynan, 2022.
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