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BOIIPOCBI ITPOT'PAMMBI VIS PYBEXKHOI'O KOHTPOJISA Nel

[Haiire onpenenenvie noHsitusi GPP. Ilepeunciiute ocHoBHbIe 3eMeHTbl GPP. Kakuie BUIbI
JIOKYMEHTaLM1 MPUMEHSIFOTCS B alTeuHou TpakTrKe? Onpesenuire HOBbIe MEePCIeKTHUBbI B
dapMalleBTUUeCKOU TipakTUKe. OcHOBHBIE TpeOOBaHUsT MEXX[yHApOJHOTro cTaHgapTta GPP.
B ueM 3akrOuaeTcsi OCHOBHasi MMCCHsi (hapmarieBTUUecKol mpodeccuu B oOIiecTBe.
KaxkoBa posib crieljuamycToB B 06/1acTi hapMaLiiy U B 30paBOOXPaHEHHUM.

Konuenuysi (papmarieBTHUeCKOM TMOMOLM M ee MpakThyeckas peanvsanyst. Packporite
0CcOOeHHOCTH Pa3pabOTKX TIPOEKTOB 10 Y/IYUIIEHHIO KadecTBa (papMalieBTUUYeCKOi
TOMOLLIM U HaZljIeKalllerd alTeqHOU MPaKTHUKU.

Uro Takoe Hazyiexxaljas arnreyHas npaktika GPP? Ero crpykrypa. Kakve OCHOBHBIe
TIPUHLIWTIBI ¥ 33/1aUi BK/TIOYaeT B cebst CTaHZapT Hajyiexalileid arreuHoi npakTiku GPP?
Kakuie ocHoBHbIe TpeOoBaHus BK/IFOuaeT B cebsi CraHAapT Hafjiexarleid anTeuHou
npaktik GPP? Kakue meporpusitvisi BK/IFOUEHBI [isi TIpOMaraHzbl 370poBOro obpasa
JKW3HU 1 TTPO(UIAKTUKA 3a00/1eBaHmiA?

Kakne HOpMaTHBHBbIE IIPAaBOBbIE [JOKYMEHTBI, PerJlaMeHTHPYIOT pPaboTy amnTeuHbIX
opranu3zaiuy o CtaHgapTy Haieallel anteuHon npaktuku GPP?

O6ue npuHLMITEl GXP: PerymipoBanue obpartienusi JIC 1 MU u ero 3Hauenue.Crucrema
GxP Ha »sTanax >KM3HEHHOrO IMKJa JIeKapCTBEHHOro CpefcTBa. ['ocyzapcTBeHHbIN
KOHTPOJIb 3a obpartieHrem JIC u M.

Ncropus Hagnexaitjeii anreynoit npakTiku - GPP. Ilpeamnockuiky i BOSHUKHOBEHUST
HAII B Pecriyb/mike Ka3zaxcran.Cucrema MeHemkmeHTa KadyectBa CMK. YeTtsipe 6a30BbIx
cra”gapta cepuu ISO 9000.

B ueM 3aK/TOYarOTCs OCHOBHBIE TIPUHIIWTBI O0eCTieueHHsT KauyecTBa JIeKapCTBEHHBIX
cpencTB? Ilepeuriciiire BUbI hapmaiieBTUUecKUX NpakTHK (GXP). Pacckaxkure 00 ux
posiv B 06ecrieueHHH KauecTBa Ha BCEX JTarax »KU3HeHHoro 1yka JIC.

Onpe/e/iiTe OCHOBHBIE HOPMAaTHBHO-TIPABOBLIE JIOKYMeHThI o0OecrieueHyst Kauectea JIC B
Kazaxcrane. [laiiTe CpaBHUTE/bHYI0 XapaKTePUCTMKY Ha HOpPMAaTHBHbIE IIPAaBOBbIE
JOKYMEHTBI, OTpaskaroriie paboty 1o crangapty GPP.

OripeieniTe poJib MeXXAYHApPOJHbIX CTAHAAPTOB B 00eCrieueHrMH KayecTBa Ha BCeX 3Tarax
»kusHeHHOro 1yk/a JIC. Kak opraHu3yroT MeAWLMHCKUIA Pery/siTopHbIi riporecc B PK?
[Mepeuncnure HaipoHanbHbIe ctaHapThl (CT PK) u Texnryeckue pernaments: M3 PK.
Uro Takoe KauecTBO B anTeuyHOM oOpraHusaiuu? Kakue TPUHLIMIBI jieKaT B OCHOBe
yrpaB/ieHus1 KaueCcTBOM? Kakue MeToAbl OLIEHKHA KauecTBa MPUMEHSIIOTCS B alTeYHOU
OpraHu3aLuu’?

Kakvie OCHOBHbIE 3Tarbl BK/IKOYAeT CUCTeMAa YIIpPaB/eHHs KaueCTBOM B aNTeYHOU
opraHu3zaiuu? Kakve MHCTPYMEHTBbI TIOMOTalOT YAyUllWTh [POLECChl B anTeYHOU
opraHusaLyiu?

Kakue TpeOOBaHUMSI TIPEIBSB/SIOTCS I1€PCOHATY amnTeuHOM opraHu3aiuu 1no HATI?
Oripesieite TpeOOBaHMsSI K TePCOHajTy anTeyHoi opraHu3aiu? Kakue TpeboBaHus
TIpebsIB/ISIFOTCS (DapMalieBTam?

Pacckakute ocHOBHBIE 00si3aHHOCTH (papMatieBTa. Oripefenuite 0COOEHHOCTH CUCTEMbI
o0yuenust iepcoHasa o GPP.

[Tepeuric/iiTe OCHOBHBIE MOXO/IbI U TpeOOBaHMS K TMPO/I0/DKEHHIO 00pa30oBaHusl B cepe
dapmarmy.

OcHoBHbIe TpeOOBaHMsI K JIMUHOW rurdeHe TiepcoHanma 1o GPP. CraHpapThl
TUT'MeHUYECKOU TIOATOTOBKM IMepcoHana. JIMyHas rurveHa. 370pOBbe  IepCoHasa.
I'irueHnyeckas UH@PpacTpykTypa. [ MrueHryeckoe BOCITUTaHUE.
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Kakvie ocHOBHBIE JO/PKHOCTY TIPUCYTCTBYIOT B allTEUHOM OpraHvsanuy? Kakue HaBbIKY U
KauecTBa J0/DKeH 00/1a/jaThb TepCcoHast alTeyHon OpraHu3alviy?

Kakuie ocHOBHbIe 00s13aHHOCTH (papmarieBTa B alTeuHOW opraHu3aiuu? Kakum obpazom
OCYILLIeCTBJIIETCSL TIPYEM U BblJaua JIeKapCTBEHHBIX CPEeZICTB B alTeUHOM OpraHu3aliy?
Kakum 06pa3om opraHn3yeTcsi KOHTPOJIb 38 CPOKaMU TOZHOCTH JIeKapCTBEHHBIX CPeCTB?
Kak mnpoucxogur B3aMMOJENCTBHE MeXJY pasHbIMU CIle[a/iCTaMi B arTeyHOU
opranusaimn’? Kakue TpeGoBaHUs TIPeIBSB/ISIOTCSA K XPAHEHHIO JIEKapCTBEHHBIX CPe/CTB
B alTeYHOM OpraHu3alvun’?

Kakum o0pa3omM mpoBoguTcsi oOydyeHHe U TIOBBIIIEHHe KBanudUKayd TiepcoHasa
arreyHou opranu3ain? Kakve Mepbl 6€30macHOCTH JOJDKHBI COOMI0AAaThCs IIPU paboTe ¢
JIeKapCTBEeHHBIMY CPeJiCTBaMU B allTeUHOM OpraHU3aLiun?

Kakuie MepbI NpeIipUHUMAI0TCS 17151 00ecTieueHrsi KOHPUAeHLIMaTbHOCTU MH(POPMALH O
raljieHTax B arTeyHoW OpraHu3aLyn?

Kakue TpeOoBaHusI TPeBSIB/ISIFOTCS K 3eMeIbHOMY yJacTKy anTeku? Kakve TpeboBaHuMst
TIPEIBbSIB/ISFOTCSA. K TUTAHMPOBKe W 0JIarOyCTPOMCTBY anTeuHbIX oOpraHu3aiyi? Kakue
TpeOOBaHYS TIPeIBSIB/ISIFOTCS K IIOIA [V TIOMEIIEHHST alTTeKu?

Yrto BKMOYaeT B ceOs obopyzoBaHue amreuHoi opraHu3aipi? Kakue TpeboBaHuS
TIPe/IBSBIISIOTCH K BHYTPEHHEU T/IaHUPOBKE U OT/Ie/IKe TIOMELLeHH anTek?

QuapoS 6 — CraHgapT KauecTBa /i dapMalleBTUUeCKUX YCIyT B 06/1aCTU OHKOJIOTHH.
MenempkveHT pucka. IlepcoHan, paboTarouuii ¢ MPOTHBOOIYXOJIEBBIMU TIperiapaTaMu.
[TepcoHan B MpOU3BOCTBEHHOM IO/Pa3e/IeHUHN.

Crangaptel  onepaiuonHbix  npoueayp (COII). Onpenenenue. OCHOBHBIE 33/1ayu.
HazoBute ocHoBHYIO cTpykTypy COIl. B uem 3ak/rOuaeTcss OCHOBHOW TMPUHLIMIT
cocrassieHuss COII?

YKakute ocHOBHbIe cTazuu pa3pabotku COIl. Ha3zoBute ocHoBHYHO cTpykTypy COII B
cuctemMe Hapjiexxalleid anreyHoi mipaktukd (GPP). OxapakTepusyliTe CTaH/japTHbIe
OIepaLMOHHbIe MPOLIeAYPHI MPUeMa, PErUCTPaLiii, XPAHEeHUsT U OTIyCKa JIeKapCTBEHHBIX
CpeJCTB.

Yto mpecTaBisroT co00M cTaHAapThl oreparoHHbIX Tporieayp (COII)? 3auem Hy>KHO
paspabatbiBath 1 npumeHsiTe COII B anTeuHoit opraHu3aiuy? Kakve ocCHOBHBIE pa3/iesibl
JO/DKHBI BK/TFOUaTh B cedst COIT 15 arreuHoi opraHu3atiin?

Yto Takoe CTaHAApTHbIE OTepal[MOHHBbIE TIPOLIEAYPhl U I Yero OHU HeoOXOAUMbI?
Kaxuie TpeGoBaHMs1 JO/DKHBI COOMOAaThCs Tpy BbiroHeHur COIl B MPOM3BO/CTBEHHOM
anreke? Kakue Buzbl COII Cy11jeCTBYIOT /151 TTPOM3BOZCTBEHHBIX arlTek?

Kak ocyiiecTB/sieTcsi KOHTPOJIb KauecTBa CyOCTaHIMM W JieKapCTBEHHBIX CpPEJICTB,
V3rOTOB/IEHHbIX B anreke? Kak TMpPOBOAUTLCSA KOHTPO/Ib KayecTBa BOZAbI VIS
TIPUTOTOBJIEHNST  JIEKADCTBEHHBIX CPeACTB (CTEpWIbHBIX W HecTepuibHbIX)? Kakue
TpeOOBaHUsI TIPEBSB/SIIOTCS K YIakOBKe, MapKHUDOBKe M XPaHEHWIO JIeKapCTBEHHBIX
CpeJICTB, U3TOTOBJIEHHBIX B arTeke?

Ormiimre TIOPSJOK TIpUeMa perjernTa, TpeOoBaHWs (3asBKM). Kak TMPOBOAUTBCS
eXeJHeBHasi UM  TeHepajbHasg —00paOOTKa  TIPOM3BOJCTBEHHbIE — TIOMEIIeHWA U
TexHO/Iornyeckoro obopyzoBanusi anrek. Kak mpoBogsT o06pabOTKy (MOWKY, CYIIKY,
CTepwIM3aLys ¥ XpaHeHWe) alTeuHOr MoCy/IbI?

[IprieMOUHBIl KOHTPO/b TOBAPOB arTeyHod opraHu3auyu. O6o3HaueHHe CTaHAAPTHBIX
OTiepallMOHHBIX  TIpOLeAlyp TI0 paboTe ¢ TOBApOM, TIOCTYIMBIIMM B alTeYHYIO
OpraHu3aLUIo.

Kakuie rureHnueckrie Tpe0OBaHMS K COZIEPKAHMIO M yOOPKe anTeuHbIX roMerteHuin? Uto
BKTIOUaeT B Cebs OCHOBHble TpeOOBaHMS K TIOMEIIeHUssM ¢ 000py/0BaHHIO
acernTuyeckoro 6si0ka?
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TIPOBOAMTB 1151 60pB0BbI ¢ MUKPOOHBIM 3arpsi3HeHHeM? Kakue dusnueckie U XMMUYeCKHe
METOJbl MOXKHO HCIIOJB30BaTh A/t OOpbObl C MUKPOOHBIM 3arpsisHeHHeM? Kakvm
00pa3oM MO>KHO BOPOTBCSI C TUIECEHBIO B TTIOMEIIEHUSIX allTek?

BOITPOCBI ITPOT'PAMMBI VIS PYBEXKHOI'O KOHTPOJISA Ne2

Packpoiite ocHoBHbIe TpeboBanwss GPP K TeXHOJOTHUECKMM  TIpoLieccam  TIpH
VI3TOTOBJIEHNY JIEKAPCTBEHHBbIX CPeJCTB B YCJIOBUSIX alTeK. YKaXuTe OCHOBHbI®
TIPUHLIITBL Hazgulexxaller anteyHol TpakTUkU (GPP) mpu MsroroBreHWy CTepUIbHBIX
JIeKapCTBEHHBIX CPeJICTB.

YKakuTe OCHOBHbIe TPUHLIMITBI Hajjiexailled anteyHor Tipaktukd (GPP) tipu
W3rOTOB/IEHWY HeCTEePU/TBHBIX JIEKapCTBEHHBIX cpezicTB. OripesieTe 00IIMe acTieKThbl 15t
000X TUTOB (CTEPU/TLHBIX M HECTEPH/IBHBIX) TIPOM3BO/ICTBA.

Kakue BH/IbI JIeKapCTB FOTOBSIT B acerTrueckoM 6/10ke? UTo BK/OUaeT B ceOsi OCHOBHBIE
TpeboBaHUs K TIOMEITIeHHUsIM U 000PYZOBaHHIO aCeNTHUeCcKoro 61oka?

Kakux JilekapcTBeHHbIX  (hOpMax — M3rOTOB/IMBAIOTCS  CTEPWIHBbIE — JIeKapCTBEHHbIE
TiperiaparbI?

[Tomerriennss u  obopyzaoBaHue. IlepeueHb HeOOXOJUMBIX B arTeKe TOMeLeHHI.
TpeboBaHUs K TIOMeIIeHUsIM ¥ 000pYy/JOBaHMIO 15 anTeK. Bamizarus v KBamdyKays
arTeyHbIX MoMelrieHnH, 06beMbl Baymzaaryi. KapTrpoBaHiie oMeleHHi.

Uro OTHOCWUTCS K MATKUM JIeKapCTBeHHbIM MperiapataM? TexHomorusi MsrKux
nekapcTBeHHBIX (hopm? OCHOBBI Ay1s1 Ma3eid. TpeboBaHus K HUM. Knaccudukarym.
[MoaroToBka ocHOB. CriocoObl BBe/IeHWSI JIEKAPCTBEHHBIX BEINECTB B OCHOBBI B
3aBUCHMOCTH OT UX (PUBUKO-XUMHAYECKUX CBOWCTB, KOJMUECTBEHHOTO COJEp)KaHUS U
crioco0a MPOM3BO/ICTBA Ma3seit?

OcHoBHbIe TpeOOBaHWS K TIOMEIEHUsIM W OOODYZOBAHHIO anTeYHOM OpraHu3al[iyd C
MPaBOM U3TOTOB/IEHHS] HECTEPWIBHBIX JIEKaPCTBEHHBIX (DOPM.

Kak nipoBoguTcs npriemka ToBapa B anreke? Kakue JOKyMEHTBI JO/DKHBI COIIPOBOXKATh
TMOCTYTMBLIWK TOBap OT MOCTABLLMKA B anTeky? KakoB MopsiIok NpHeMKU TOBapOB?
OpraHu3anysi XpaHeHus! JIeKapCTBEHHBIX TIperapaTtoB W APYrMX TOBAapOB alTeYHOro
accopTUMeHTa ¢ yuetoM TpeboBanust HATT/GPP.

Kakue obsi3aTenbHble AeNCTBUS /I0/DKEH BBITIOIHUTE (hapMalleBT MpU OOHapy»KeHUd
HECOBMECTHMOCTH  OTITyCKAeMOro JieKapCcTBa C JPYTMMH IIperiapaTaMmy, KOTOpbIe
TIPUHMMAET K/IUeHT?

Kak 10/mpKHbI ObITh OpraHM30BaHbl pabounrie MecTa U 30HbI alTeku ISt PaBUIbHOTO
XpaHeHWs], yueTa U OTITyCKA pa3/IMuHbIX KaTeropuil MperapaToB COTIacHO TpeboBaHUsIM
HAIT?

Kakuvie nipasuna HAII perynvpyroT OTIIyCK TOBApOB allTeYHOro acCOPTUMEHTa [
JIeTCKOr'0 U MOXKUJIOr0 HacesleHus ?

Kak anreka [o/DKHAa [IOKYMEHTHPOBAThb TMIPOLIECC BO3BpaTa M yTWIM3ALUU
JIeKapCTBEHHBIX I1periapaToB, KOTOPbIe He I0/1e)KaT OTITyCKy?

Kak B arTeke Z0/DKHBI 00eCrieunBaThbCsi Mephbl 10 TMPeAOTBPAIieHUI0 OLIMOOK TIpU
OTITyCKe JIeKAPCTBEHHBIX CPE/CTB C MOXOKMMH Ha3BaHUSIMU WU BHEILLIHAM BUIOM?
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[IpaBuna OTHeCeHUs! JIeKAPCTBEHHBIX IPernapaToB C yYeTOM JeWCTBYIOLIMX BeLeCTB,
BXOZSIIMX B UX COCTaB, K KaTeropusiM JIeKapCTBEHHBIX TPerapaToB, OTITyCKaeMbIX 0e3
peLieriTa 1 I0 peLienTy.

[IpoBoasTCs 1 BHYTPEHHKUE ayAUThI TI0 YTBEP)KAEHHOMY rpaduKy?

[IpumeHsitoTCs U TipeAyTIpeXxaarole U Koppektupytoiye aevicteus (CAPA) nipu
BbISIB/IEHUM OTKJIOHEHWM?

[IpoBoauTcst /i1 oOlleHKa  3((EeKTHBHOCTH  TIPDUHSITBIX ~ KOPPEKTHUPYHIOLUX U
ripeAyIpeXXaaroimx Mep?

TpeboBaHusi K BHYTPEHHEMY ayJWUTOPY U DPYKOBOAWTENIO Tpymmbl ayaurta. OO0
yTBepxKaeHnr [IpaBun TIpoBefieHHs BHYTPEHHero TIOCYZapCTBEHHOrO ayAura M
¢uHaHCOBOro  KOHTposs.  [lopsifoK — IMlaHUpOBaHUWs  OT/AEMbHOrO  BHYTPEHHEro
rOCY[ApCTBEHHOI0 ay/juTa U ero rpoBefieHue.

[IpoBogdTCS /M BHYTPEHHUE ayAUThI 10 YTBEPKAEHHOMY rpauKy?

[TpumensitoTCst /1 mpeAynpexjatoiue 1 Koppektvpytoiue aevictBusi (CAPA) mipu
BbISIB/IEHUM OTKJIOHEHUI?

[MpoBoguTcsi /M OLleHKA  3(PQPEKTUBHOCTA  TIPUHSTBIX — KOPPEKTUPYIOLIUX U
TIpeAyIIpeKIaroLX Mep?

KoHTposnb 1 Hag30p 3a apmarieBTHUecKou JesiTellbHOCThI0 KOoHTpoie ¥ Hagsop  3a
(apmarieBTHUEeCKOW [1esITe/TbHOCTBIO C yueToM TpeOoBaHwid Haziexkarieidi AmnredHoi
[lpaktukn u  Hapnexameir — Ilpaktukm — XpaHeHus.  BHyTpeHHWM — ayauT,
TIpeIyTIPEXKAAIOIIe U KOPPEKTUPYIOIIYe /IeHCTBUsl, B COOTBETCTBHMM C TPeOOBaHUSIMU
HAIL

B uem 3aksirouaeTcss BaXHOCTb OOyueHMsi TiepCOHana B 00siacTh MepueH[al3MHTa U
CTaHJApTOB KauecTsa?

Kak ripoBoiuTh aHa/mm3 3(p(PeKTHBHOCTH MepueH/1ali3uHT OBbIX MEPOTIPUSTHIA?

Kakue TexHO/Iorum U UHCTPYMEHTBbI MOTYT MIOMOYb B yIPaB/JIeHUU MepUYeHJaW3WHIOM B
anreke? Kak azanTyvpoBaTh MepueHJAW3WHI B OTBET HA CE30HHble H3MEHeHus U
aKTyaslbHble TPeH/Ibl Ha PbIHKe?

Kak obecrieunTh 3THUHOE MPO/IBIKEHNE JIEKapCTBEHHBIX CPEACTB M TOBAPOB B allTEUHOM
OpraHv3aLyn?

Kak ontvmmsanysi pasMellieHUs TOBAPOB MOJKET MOB/IMSATH Ha yBe/IUMUYEHUE MPOJaX B
arreke?

[TpaBuna mipoBesieHVs1 (hapMaKOHa/[30pa T MOHHUTODHMHTA 0Oe30TacHOCTH, KauecTBa M
3((PeKTUBHOCTY MeAWLIMHCKUX u3fenvu. Ilopsgok mnposeseHus (apMaKoHaJ30pa.
[Nopsilok  TipoBeZieHUsI MOHUTOpDMHIA 0e30racHOCTH, KadecTBa U 3(Q(eKTUBHOCTU
MeUIIMHCKUX W3/e/THH.

Kak o6ecrieunts KOH(MHIEHIMATBHOCTh JaHHBIX K/IMeHTa COTrJIaCHO TPeOOBaHUSIM STHUKU U
JeoHTtonorvy? KakoBbl TpaBa U 00s13aHHOCTW K/IMEHTOB W (hapMalleBTOB B alTeYyHOM
yupexzaeHuu?

Kakve wmeTogpl MOXKHO — WCHO/MIB30BAaTh VST TIOBBILIEHWS  IOBEpUS  MeXAy
TIePBOCTO/ILHUKOM UM K/IMeHTOM? Kak IepBOCTO/bHUK /I0/DKeH pearvpoBaTh Ha »Kano0bl
WIW HeJJOBOJIbCTBO K/TMEHTOB?

KakoBbI 5TUeCKHe acrieKThl TPOABKEHNS JIEKAPCTBEHHBIX CPEJCTB Y TOBAPOB B amTeke?
Kak cripaBnsThcsi ¢ KOHGUIMKTaMy MHTepecoB B pabore miepBocTosibHUKA? KakoBa posib
I1ePBOCTOJIbHUKA B TIPOCBELLeHUH K/IMEHTOB O ITPaBU/IbHOM KCII0/Ib30BaHMH JIEKAPCTB?






