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BOITPOCBI ITPOT'PAMMBI VIS PYBEXKHOI'O KOHTPOJISA Nel

[Havite oripegenenye rousitust GPP. Tlepeuncivite ocHoBHBIe 551eMeHThI GPP. Kakue BUzibI
JOKyMeHTaLMH NTPUMEHSIIOTCS B aniTeqHOM npakTrke? Orpeesre HOBbIE MTePCHeKTHBLI B
dhapMarieBTUUeCKOl MpakThKe. OCHOBHBIE TpeOOBaHUsSI MEXXAyHapogHOTO cTaHgapTa GPP.
B ueM 3akmouaeTcss OCHOBHasi Muccusi (papmarieBTHUecKod mpodeccud B OOIeCTBe.
KaxkoBa posib crielja/mcToB B 06/1acTy (hapMalliy U B 34paBOOXPAHEHHH.

KoHueniysi (papmarieBTHUeCKOM MOMOLM M ee MpaKThyecKas peanvsaiys. Packporite
0cobeHHOCTH Pa3pabOTKU TIPOEKTOB IO Y/IyUllleHHIO KauecTBa (papMarjeBTHUYeCcKou
TIOMOLLM Y Ha/l/le)Kall|eld anTeuyHOM MMPaKTHUKH.

Uro Takoe Hazyiexxaias arnreuHas rnpaktvka GPP? Ero crpykrypa. Kakve OCHOBHbIe
TIPUHIIATIBI U 3a/1aU BK/TIOUaeT B ce0st CTaHapT HaiieKall|eid arreyHoi 1mpakTuku GPP?
Kakue ocHOBHble TpeOoBaHMsi BK/ItOuaeT B ceOs CraHAapT Hazjexalleid anTeuyHoi
npakTiku GPP? Kakwie MeponpusiTisi BK/IFOUEHBI [l TIpOTIaraHibl 37[0pOBOT0 obpasa
YKU3HU U TPO(rIakTHKA 3a00/1eBaHI?

Kakiie HOpMaTUBHBIe TIPaBOBbIe JOKYMEHTBI, peryiaMeHTHUPYIOT paboTy  arTeuHbIX
opranu3aimi o CtaHapTy Hajjiexaillel arTeuHon npakTuku GPP?

O6mwme npunimnbl GXP: PerynupoBanue obpartienusi JIC u MU u ero 3HaueHne.Crctema
GxP Ha »9Tanmax >XM3HEHHOrO LMK/a JIeKapCTBEHHOro cpencTBa. ['oCcyaapCTBeHHbIM
KOHTPOJIb 3a obpattieHyem JIC u M.

Ncropust Hagnexareit anreyHor npaktyuku - GPP. Ilpeanoceuiky Ay BOSHUKHOBEHUS
HAIT B Pecriyb/mike Ka3zaxcran.Crucrema MeHemkmeHTa KauectBa CMK. Yetbipe 6a30BbIx
cra”gapta cepuu ISO 9000.

B uem 3aKk/rO4arOTCs OCHOBHBIE TIPUHLAIIBI ODOecrieueHHsi KauyecTBa JieKapCTBEHHbBIX
cpenct? Ilepeuriciute BUApl (papMaiieBTHIeckux NpakTUK (GXP). Pacckakute 06 mx
posu B obecrieueHNY KauecTBa Ha BCeX 3Tarax »kKu3HeHHoro 1ukia JIC.

OripesiesiTe OCHOBHbIE HOPMATHUBHO-TIPaBOBbIe JOKYMeHThI 00ecrieueHus Kauectsa JIC B
Kazaxcrane. [laiite CpaBHUTe/bHYIO XapaKTEePUCTHMKY Ha HOpPMAaTWMBHbIE ITPaBOBbIE
JIOKYMEHTBI, oTpaKaroriue pabory 1o cradgapty GPP.

OrnpezienviTe poJib ME>KAYHAPOJHBIX CTAHAAPTOB B 0OeCrieueHN KayecTBa Ha BCeX 3Tarax
>kusHeHHOro Lyk/a JIC. Kak opraHusyroT MeAWLMHCKUN pery/siTopHbIi riponecc B PK?
[Tepeunciure HauyoHanbHbIe ctaHaapThl (CT PK) u Texuuueckue persiameHTsl M3 PK.
Uro Takoe KaueCTBO B amnTeyHOU opraHusauyu? Kakue NpUHLMIBI J1eXKaT B OCHOBE
yrpaBJieHHs1 KauecTBOM? Kakue MeTozbl OLeHKM KauyeCTBa MPUMEHSIIOTCS B alTeuyHOU
OpraHu3aLyu?

Kakuve OCHOBHBIe STarbl BK/IOUAeT CUCTeMa YIIpaB/IeHWs] KaueCTBOM B alTeuHOU
opranuzaimu? Kakue WHCTpYMeHTbl MMOMOTar0T Y/IYUIIWTh [IPOLECCHl B alTeuHOU
opraHusaLyu?

Kakne TpeOOBaHUSI TIpeIbSB/ISIOTCS TT€PCOHAY amnTeuyHOW opraHu3aiuv no HAITI?
Onpenenvte TpeOOBaHWS K TEPCOHAMTy anTeUHOW opraHu3aiuu? Kakue TtpeboBaHMs
TIpeAbSBIISIOTCS (hapMatieBTam?

Pacckaskute ocHOBHBIE 00s13aHHOCTH (hapmarieBTa. Onpeaenmite 0COOEHHOCTH CHCTEMBI
o0yuenust iepcoHasa rmo GPP.

[MepeuriciiTe OCHOBHBIE TIOAXOABI U TpeOOBaHUS K MPOO/DKeHNI0 00pa3oBaHust B cdepe
(hapmarym.

OcHoBHble TpeOOBaHMS K JIAYHOM rurveHe mepcoHana 1o GPP. CraHpapTbl
TUTMeHUYEeCKOM TIOATOTOBKM MepcoHana. JInyHasi rurveHa. 3/0pOBbe [epCOHasa.
['ruennueckasi uHGpacTpykTypa. ['ureHruueckoe BOCITUTaHUe.
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Kakvie 0CHOBHbIE JO/PKHOCTH TIPUCYTCTBYIOT B allTEUHOM OpraHu3aluy? Kakue HaBbIKU U
KauecTBa J0/DKeH 00/1a/jaTh MepCOHaT aliTeYHOM OpraHU3ali?

. Kakvie ocHoBHbIe 00s13aHHOCTH (hbapMalieBTa B aliTeuyHOM opraHu3anmu? Kakum obpazom

OCYLLIECTBJISIETCSI TIPUEM U BblZlaya JIeKapCTBEHHBIX CPE/CTB B alTeYHOM OpraHu3aLuu?
Kakum 06pa3om opraHu3yeTcsi KOHTPOJIb 3@ CPOKaMU TOZHOCTH JIEKapCTBEHHBIX CPeZICTB?
Kak mnpoucxogur B3avMOJENCTBHE MeXJY pasHbIMU CrelyalicTaMyd B anTeyHou
opranu3anun? Kakue TpeOoBaHUs MPeABLSIBISIIOTCS K XPaHEHHUFO JIEKapCTBeHHBIX CPe/CTB
B alTeYyHOM OpraHu3aLun?

Kakum o6pa3om mipoBoauTcsi oOyueHHe U TIOBbIIeHWE KBaMU(UKALMK T1epcoHasa
arTevyHou opraHu3aryu? Kakue Mepbl 6€30macHOCTH [JO/DKHBI COOI0AATHCS NP paboTe ¢
JIEKapCTBEHHBIMHU CpPeJICTBaMU B allTEUHOM OpraHU3aLyun?

Kakue mMepblI rpeAnpUHAMAIOTCS 17151 06ecrieueHust KOHUIEHLMAaTbHOCTH HH(POPMAaLIUU O
NaleHTax B arTeyHOW OpraHu3aLyin?

Kakuie TpeOoBaHUsI MPeABSIBISIOTCS K 3eMe/lbHOMY yuacTKy anreku? Kakue TpeGoBaHust
TIPeIBbSIBIISIOTCA K TUIAHUPOBKe U 0OJIarOyCTPOMCTBY amnTeuHbIX OpraHu3anui? Kakue
TpeOOBaHVsI MPeIBSIB/ISIOTCS K TUIOIIA/IM TIOMEIIIeHHS arTeKu?

Yrto Bk/moYaer B cebs 00opy[oBaHWe arTeuHoi opraHusaimu? Kakue TpeboBaHust
TNIPeABbSBIISIOTCH K BHYTPEHHEU T/IaHUPOBKE U OT/Ie/IKe MOMeLLeH i anTeK?

QuapoS 6 — CraHgapT KauecTBa /i hapMalleBTHUECKUX YC/IYT B 00/1aCTV OHKOJIOTHH.
MenemkMeHT pucka. IlepcoHasn, paboTaroluii ¢ MPOTUBOOITYXOJIEBBIMU TIPErapaTaMu.
ITepconasn B IIpOU3BOLCTBEHHOM I0Jpa3ze/leHUN.

Cranzaptel onepaiuonHbix  npoueayp (COII). Omnpenenenune. OCHOBHBIE 33/Iauu.
HazoBute ocHoBHYt0 cTpykTypy COIl. B uem 3ak/rouaeTcsi OCHOBHOW TPUHLIMII
cocrasnenus COIT?

Ykaxkurte OCHOBHbIe cTaayu pa3padbotku COII. HasoBute ocHOBHyHO cTpykTypy COII B
cucteMe Hazjexawmed anreyHod MpakTtuku (GPP). OxapakrepusyiTe CTaH[apTHbIe
OlepaLMOHHbIe IPOLieZlyphl ITpreMa, PerucTpaLiii, XpaHeH!s: U OTITyCKa JIeKapCTBeHHBIX
Cpe/CTB.

Yro ripeAcTaB/isitOT coO0M CTaHAAPTHI onepaloHHbIX rporeayp (COIT)? 3aueM HY>KHO
paspabatbiBath 1 nipuMeHsTs COII B anreuHoi opranu3aruu? Kakve oCHOBHBIE pa3/iesibl
JOJDKHBI BK/TIoYaTh B cebst COIT Ay1s1 anmeuHoM opraHu3aliin?

YTo Takoe CTaHJapTHBIe OMepalvOHHbIe TMPOLeAypPhl U [l Yero OHU HeoOXOJUMbI?
Kakue TpebGoBaHus 10/DKHBI COO/F0AaThCs TIpU BbinoiHeHMu COIT B Mpor3BOCTBEHHOM
arnrreke? Kakue Bupl COII cyliiiecTBYrOT /151 IPOM3BOACTBEHHBIX arrek?

Kak ocyiiecTB/isieTcss KOHTPOJIb KadyecTBa CyOCTaHIMM U JIeKapCTBEHHBIX CpEJICTB,
V3rOTOB/IEHHbIX B anreke? Kak TNPOBOAUTHCSA KOHTPO/Ib KayecTBa BOABL ISt
TIPUTOTOBJIEHNSI  JIEKAPCTBEHHBIX CPeJCTB  (CTEPWIBHBIX M HecTepwibHbIX)? Kakue
TpeOOBaHUsI TIPEBSIB/SIOTCS K YIAKOBKe, MapKMPOBKE M XpaHEHWIO JieKapCTBEHHbIX
Cpe/CTB, U3rOTOBJIEHHBIX B arTeke?

Ormvinure TOPSAZOK TIpMemMa  pelienTa, TpeOoBaHus (3asiBKM). Kak  TpOBOAWTHCS
eXeJHeBHass W TeHepajbHasg  00pabOTKa TPOWM3BO/JCTBEHHBIE  TIOMEIEHHH U
TEXHOJIOTMYeckoro obopyzioBaHusi anrek. Kak rpoBogsT o6paboTKy (MOWKY, CYILKY,
CTepU/Ir3aLys U XpaHeHWe) arTeyHoU MOoCy bl ?

[TpyeMoYHbIli KOHTPO/Ib TOBApOB anTeuHou opraHu3aliu. O6o3HaueHHe CTaHAAPTHBIX
OTlepallMOHHBIX TIpoLieflyp Mo paboTe € TOBapoOM, TIOCTYIMBIIMM B  allTeYHYHO
OpraHu3aLUIo.

Kakue rurveHnueckrie TpeOOBaHUS K COZIePXKaHHMIO 1 yOOpKe arlTeyHbIx oMelleHui? YTo
BK/IIOUAaeT B cCebsi OCHOBHbIe TpeOOBaHHWsS K TIOMEIIeHWsIM U 000pYy/I0BaHHUIO
acernTHUUeckoro 6s1oka?
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34. Kakvie rWrveHuyYeckde U TIPOTHUBOIMMAEMUYECKHe MEpOIPUSTUS  PEeKOMEeHIyeTcs
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TIPOBOJUTH [17151 60pHOBI C MUKPOOHBIM 3arpsisHeHueM? Kakue dusnueckyie v XUMAYECKHe
METOJbl MOXKHO HCIIO/Ih30BaTh /i1 OOpbObl C MMKPOOHBIM 3arpsisHeHHeM? Kakvm
00pa3oM MOXXHO BOPOTBCSI C T/IeCEHBIO B ITOMEIL[eHHSIX arnTekK?

BOITPOCBI ITPOT'PAMMBI VIS PYBEXKHOI'O KOHTPOJISA Ne2

Packpoiite ocHOBHble TpeOoBaHusi GPP K TeXHOJOrMYeCKMM TIpOLlecCaM  IIpH
V3rOTOB/IEHWY JIEKADCTBEHHBIX CPEJCTB B YC/IOBUSIX alTeK. YKaKUTe OCHOBHbBIE
MIPUHLMIBI HaJljiexKalllel anreuyHoi TIpakTiKd (GPP) mpy W3roToBieHMM CTepU/IbHBIX
JIEKapCTBEHHBIX CPeJICTB.

YKakuTe OCHOBHbIE TIPDUHLIAIIBI  Hajyiexkailed anteuHod Tmipaktuku (GPP) npu
W3rOTOB/IEHUM HEeCTepU/IBHBIX JIeKapCTBEHHbIX cpecTB. OripesienyTe oOIMe acreKThbl st
000MX TUTIOB (CTePW/IBHBIX Y HECTEPU/IHHBIX) POU3BO/ICTBA.

Kaxkue BUzIbI JIeKapCTB TOTOBST B acerTruyeckoM 0s10ke? UTo BKIrOUaeT B ceOst OCHOBHBIE
TpeboBaHUs K TIOMeIleHHsIM 1 000pYJOBaHHIO acerTIeckoro 6yioka?

Kakux jiekapcTBeHHbIX (hOpMax M3rOTOB/IMBAIOTCSl  CTEPU/IHbIE  JIeKapCTBEHHbIE
riperiaparbI?

[MTomertienust u  obopyzoBanue. [lepeueHp HEOOXOJUMBIX B aITeKe TOMEIEHH.
TpeboBaHUs K TIOMeIlleHUsIM U 000PY/I0BaHHIO IS anTek. Bamiganus v KBa(uKaiys
arTeyHbIX TTOMelleHHid, 00beMbl Ba/ialii. KapTupoBaHye roMeljeH .

Uro OTHOCUTCA K MATKUM JIeKApCTBeHHbIM TIiperiapataMm? TeXHOMIOrus MSATKUX
nekapcTBeHHBIX (hopm? OCHOBBI /iy1st Ma3eid. TpeboBaHus K HUM. Knaccudukarym.
[ToaroToBka ocHoB. CriocoObl BBe/IeHWSI JIEKAPCTBEHHBIX BEINECTB B OCHOBBI B
3aBUCUMOCTH OT UX (PU3UKO-XUMHWYECKHMX CBOWCTB, KOJMUECTBEHHOTO COJiep>KaHus U
criocoba TpOM3BO/ICTBA Ma3seid?

OcHoBHBIe TpeOOBaHHsI K TIOMEIEHHSIM W OOOpYZIOBAaHUIO arTeYHOM OpraHW3al[uud C
TIPaBOM U3TOTOB/IEHMSI HECTEPWIbHBIX JIEKaPCTBEHHBIX (DOPM.

Kak npoBoguTcsa ripueMka ToBapa B anteke? Kakue JOKYMeHTBI JO/DKHbI COIPOBOXKAATH
TOCTYTMBLIMK TOBap OT MOCTAaBILMKa B anTeky? KakoB MopsiIok MpUeMKU TOBapOB?
OpraHuszaiysi XpaHeHusl JIeKapCTBEHHBIX [perapatoB Y APYTrMX TOBapOB arTeYyHOro
accopThMeHTa C yuetom TpeboBanust HATT/GPP.

Kakue obsi3aTenbHble AEHCTBUS [IO/DKEH BBITIONIHUTE (DapMalleBT MpU OOHApY KeHWH
HECOBMEeCTHMOCTY ~ OTITyCKAeMOr'o JieKapCcTBa C JpyTMMH IIperiapaTaMmy, KOTOpble
TIPUHUMAET K/IUeHT?

Kak 10/pKHbI OBITH OpPraHM30BaHbl pabourie MecTa U 30HbI alTeKy IS TIPaBU/IBHOTO
XpaHeHUs], yueTa U OTITyCKa pa3/MUHBIX KaTeropuid TperapaToB COTIacHO TpeOOBaHUsM
HAII?

Kakvie npaBusia HAII pery/mpyroT OTIyCK TOBApOB alTeYHOr0 acCOPTAMeHTa [Jisi
JIeTCKOr'0 U TIOKWIOr0 HacesieHus1?

Kak anreka [o/DKHa [IOKYMEHTUpOBATh IIPOLeCC BO3BpaTa M yTWIM3ALAU
JIeKapCTBEHHBIX [perapaToB, KOTOPbIe He MOJ/Ie)KaT OTITyCKY?

Kak B arteke A0/DKHBI 00eCrieurBaThCSI MepPBI 10 TMPeAOTBPAIeHUI0 OLIMOO0K TpH
OTITyCKe JIeKAPCTBEHHBIX CPeJICTB C ITOXOXKUMU Ha3BaHUSIMU WA BHELIHUM BUJOM?
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[IpaBuna OTHeCeHUs! JIEKAPCTBEHHBIX MpernapaToB C y4yeTOM JEUCTBYIOLIMX BeILeCTB,
BXO/SIILMX B UX COCTaB, K KaTeropusiM JieKapCTBEeHHBIX TIPerapaToB, OTITyCKaeMbIX 0e3
peLiernTa o peLenTy.

[IpoBoasTCs /i BHYTPEHHHUE ayAUThI 110 YTBEP)KAEHHOMY rpaduKy?

[IpumensttoTcst /M TipeAynpeXxatone 1 Koppektupytoime gevictBusi (CAPA) mpu
BbISIBJIEHUM OTKJIOHEHHU?

[MpoBoguTcsi M OLEHKA  3(PQPEKTUBHOCTA  TPUHSTHIX  KOPPEKTUPYIOLUX U
TipeAyTIPEXKAA0LNX Mep?

TpeboBaHUsT K BHYTPEHHEMY ayAWTOPy W PYKOBOJUTENIO Tpymmbl ayauta. OO
yTBepxkeHnn IlpaBun npoBefeHUsi BHYTPEHHero TOCyJapCTBEHHOTO —ayjuTra U
¢uHaHCcOBOro  KOHTpo/sd.  [lopsfoK — IulaHMpoBaHWsl — OTAENBHOTO  BHYTPEHHETOo
rOCyJapCTBEHHOrO ay/IuTa U ero NpoBeZieHue.

[IpoBogsATCs i BHYTPEHHKUE ayAUThI 10 YTBEP)KAEHHOMY rpaduKy?

[TpumeHsitoTCS /M TpeAynpeXx/jaroie U Koppektupytoiue aeiictBusi (CAPA) mpu
BbISIB/IEHUU OTK/IOHEHUI?

IIpoBoauTcs /i omeHKa  3((EKTUBHOCTM  TIPUHATBIX  KOPPEKTHUPYIOLMX U
ripeAyripeXxaronux Mep?

KoHTposib 1 Haa30p 3a hapmalieBTHUeCKou JesiTe/lbHOCThI0 KOHTpole ¥ Hafsop  3a
(hapMarieBTHUECKOW /IeSITe/TbHOCTBIO € yueToM TpeboBanwii Hapiexkarriedi ArrreuHoi
IMpaktvikn w1 Hagnexamiedt  [lpaktvku ~ XpaHeHus. — BHyTpeHHUl  ayauT,
TpeIyTIPEXKIAIOIIe W KOPPEKTUPYIOIIVe IeHCTBYs, B COOTBETCTBHUM C TpPeOOBaHUSIMHU
HAITL

B uem 3ak/touaeTcsi BaXHOCTb O0Oy4eHMsi TiepcoHajsia B 007acTh MepueHzal3uHra u
CTaHJapTOB KayecTsa?

Kak npoBoiuTh aHanmi3 3(p(heKTUBHOCTH MepUYeH/ali3MHTOBbIX MEePOTIPUSITHIA?

Kakue TexH0/I0ruM U UHCTPYMEHThI MOTYT TIOMOYb B yTpPaB/IeHUM MepPUYeHAAW3UHIOM B
anreke? Kak ajanTyvpoBaTh MepueHJAW3WHT B OTBET HA CE30HHbIE H3MEHeHWs U
aKTya/IbHble TPeH/IbI Ha PhIHKe?

Kak obecrieunth 3THUHOE MPO/IBMYKEHNE JIEKAPCTBEHHBIX CPEZICTB U TOBAPOB B allTEUHOM
OpraHu3aLyu?

Kak orrrummsanysi pasMelrieHusi TOBapOB MOXKeT TMOB/IMATh Ha yBe/IMYeHHe MPOoJaXK B
anrexe?

[MpaBusia mipoBefieHust (hapMakoOHaZi3opa T MOHHTOpPUHTa 0e30TMacHOCTH, KauecTBa U
3 heKTUBHOCTY MeAWIMHCKUX wu3fenvid. [lopsgok T1ipoBefeHusi  (hapMaKOHaZ30pa.
[TopsmoK  TpoBeZieHWsI MOHUTOPHMHTA 0e30racHOCTH, KadecTBa U 3(eKTMBHOCTU
MeUITUHCKUX W3/e/THH.

Kak obecrieunts KOHPUIEHIMATBHOCTD JAHHBIX K/IMEHTa COTIaCHO TpeOOBaHUSIM ITUKH U
JeoHTtoorny? KakoBbl TpaBa W 00513aHHOCTH K/IMEHTOB U (hapMalleBTOB B allTeYHOM
yUpeXKIeHUm?

Kakue MeTolbl MOXKHO  MCIIO/Ib30BaThb /ISl TIOBBIIIEHWSI  JOBEPUS  MEXIY
TIePBOCTO/ILHUKOM U K/TeHTOM? Kak TepBOCTO/IBHUK /I0/DKEH pearupoBaTh Ha >Kamo0bl
WY HeZI0BO/IbCTBO K/IMEHTOB?

KakoBbI 5THUeCcKHe acTieKThbl TIPO/IBYKEHUsI JIEKAPCTBEHHBIX CPEJCTB M TOBAPOB B ariTeke?
Kak cripaBisiThC ¢ KOHQUIMKTaMH MHTEPeCOB B paboTe MepBOCTO/bHUKA? KakoBa porb
TePBOCTOJIbHUKA B TIPOCBELLIEHNH K/IMEHTOB O NTPaBU/IBHOM KCIO/Ib30BAHMM JIEKAPCTB?






