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1. Ilepeyenb nJaHUpPyeMbIX pe3y/JbTATOB 00y4eHHs 10 JUCHHUILINHE, COOTHECEHHBIX C
IUIAHMPYEeMbIMH Pe3yJIbTATAMM 0CBOCHHUSsI 00pa30BaTeJbHOM NPOrPaMMbl

Kon
KOMIIETEHIINHU

HanmenoBanne KOMIICTCHII M

Pe3ynbrarel 00yueHus

I1K-3

VYnpasnenue
MIPOU3BOJICTBOM JIEKAPCTBEHHBIX CPEACTB

IMPOMBIIIJIICHHBIM

NAIIK-3.1 Opranuzanus paboThI
HIepcoHaia HPOU3BOACTBEHHOTO
HoJpa3aeIeHus

Ha ypoBHe 3HaHmii

MeTtonpl onTUMHU3ALNN
TEXHOJIOTMYECKUX IIPOLIECCOB, METOIbI
IIPOMBIIIIEHHOTO MEHEPKMEHTa U
JIOTUCTUKHU

Ha ypoBHe ymenuii

OcCylecTBIATh OLIEHKY COOTBETCTBHS
IIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB

TpeOOBaAHUSM, YCTaHOBJICHHBIM
3aKOHOJAATCIILCTBOM Poccuiickoit
denepanun 00 oOpareHun

JICKAPCTBCHHBIX CPCACTB

Ha ypoBHe HaBBIKOB

Paccmotrpenue u yrBepkaeHue
IIPOU3BOJCTBEHHON JOKYMEHTALUU
(hapMareBTHYECKOTO MPON3BOJICTBA U
OpraHM3alys €€ BBIIIOJHEHUS.
Opranuzanys nepBUYHOIO U
IIOCJIEAYIOIIETO O0YUIEHUS IepPCOHaNa
IIPOM3BOJACTBEHHOIO MOPA3IEIICHUS.

NAIIK-3.2  PykoBoauT  mpoueccaMu
KOHTpOJISI KauecTBa (apMalieBTUYECKOTO
IIPOU3BOJCTBA

Ha ypoBHe 3HaHuii

OcCHOBHBIE NOJIOKEHUS HAUIEKALTUX
MPaKTHUK IS UCIIOJIb30BAaHUS IIPU
PYKOBOZCTBE ITPOLIECCAMU KOHTPOJIS
KauecTBa (papMaleBTUYECKOTO
IIPOM3BOJCTBA

Ha ypoBHe ymenuii

Hcnonp30BaTh OCHOBHBIE MTOJIOKEHHUS
HaJIeXallKuX MPaKTUK JUIsl pyKOBOJICTBA
poleccaMy KOHTPOJIS KadecTBa
(hapmaleBTUUECKOT0 MPOU3BOACTBA

Ha ypoBHe HaBBIKOB

Bnagets Bompocamu UCHOIb30BaHUS
OCHOBHBIX II0JIO’KEHUHN HaJIEKAIUX
MIPaKTHUK JJI1 PYKOBOJCTBA MpoLieccaMu
KOHTPOJISl KauecTBa (papMareBTH4ecKoro
MIPOU3BO/ICTBA

NTIK-3.3 Ynpasnsier pabotamu




(hapMarieBTHUECKOW CUCTEMBI KauecTBa
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPENICTB
Ha ypoBHe 3nHanmii

3HaTh TEOPETUYECKUE OCHOBBI
pa3paboTKu, BHEAPEHHUS,
(OYHKIIMOHUPOBAHUS U 00CCTICUCHHS
(apMareBTHYECKON CHCTEMBbI Ka4eCTBa
Ha ypoBHe ymenmii

AHanu3upoBath U peuiaTh BOIPOCHI,
CBsI3aHHBIE C (PYHKIIMOHUPOBAHUEM
(apMareBTHYECKON CHCTEMBbI Ka4eCTBa
Ha ypoBHe HaBBIKOB

Brnaners npuHIMnamMu pazpadoTku
JOKYMEHTAIMU U YIIPABIICHUS
pEerIaMEHTUPYIOLEH U PETUCTPUPYIOLLEH
JOKyMeHTaIuei GpapmaiieBTH4eckoi
CHCTEMBI Ka4eCcTBa

2. O0beM U MeCTO JUCHHUILIMHBI B CTPYKTYpe 00pa30BaTeIbHO MPOrpaMMbl
YyeOHast JOUCHMIUIMHA SBISAETCS O00S3aTEeIbHON YacThiO 00pa30BaTEIIbHOM MPOrpaMMbl B

coorBerctBUM ¢ DI'OC mno wnampaBienutro noarotoBku 19.04.01 buoTtexHosnorus, OTHOCHUTCS K
JTUCIUIUIMHAM 00s53aTeNbHON 4YacTH, B COOTBETCTBHHM C Y4YeOHBIM IIJJAaHOM H3y4daeTcss Ha | Kypce BO
2 cemecTpe.

OO0m1as TpyA0€MKOCTh AUCIUIUIHHBI cocTaBiseT 144 yaca, B ToM yucie: 68 yaca KOHTaKTHOU U 76
4acoOB CaMOCTOSITEJIbHON pabOTHI.

dopma NMPOMEKYTOYHOU aTTECTALIUU B COOTBETCTBUM C YUEOHBIM TUTAHOM — 3aUéT.

3. Coaep:kaHue H CTPYKTYPa AUCHMILIUHBI
3.1. CTpykTypa IUCLHUIUIMHbI

0beM AUMCIHUILIHHBI, YaC.
0 ARcn > ®opma
KonrakTHast
TEKYIIETro
Ne padoTa no
ayrena HaumeHnoBaHnue pa3esion, 6 KOHTPOJISI
p i TeM Bcero BHIaM yHCOHBIX Cp ycnesaemoctn',
Ne TeMbI 3AHSITHIA
NPOMEKYyTOY-
J C 113 J3 HOM aTTecTaluu

Cemectp 2_

dapmaneBTruyeckas
Paspmen 1.| pMall 51 10 14 27 T, C3

cucTEMA KayecTBa

[Tonsatue xauectBa

npoaykuuu. Cuctemsl

YIpaBIEHHS KAY€CTBOM

Ipo n. OcoOeHHOCTH
Tema 1.1.| TPOAYK 12 2 4 6 T

KauecTBa JIEKAPCTBEHHBIX

cpencts. [Ipennoceuiky n

HCTOPHSI CO3/TaHUSI TIPABUIT

GMP

dapmarneBTHYECKas
Tema 1.2.| cucteMa KadyecTBa: 00IIIHE 10 2 2 6

TpeOOBaHUsl, HOPMATHUBHAs




noxkymenrtarus. ICH Q10
«Pharmaceutical Quality
Systemy

Tema 1.3.

Buns! pruckoB Ha
(hapmareBTHIECKOM
PEINPUSITHN

10

Tema 1.4.

VYnpaBneHue puckamu Ha
(hapmareBTHIECKOM
NPEANPUATHU

12

T, C3

Tema 1.5.

CKBO3HOH KOHTPOJIb
KauecTBa Ha
(hapMareBTHUeCKOM
PEINPUSITHN

Pa3nen 2

HoxymeHTupoBanue
IIPOLIECCOB
(bapmareBTHYECKOM
CHUCTEMBbI KaueCTBa

23

12

Tema 2.1.

VYupasnenue
JIOKyMEHTaluel Ha
(hapmareBTUYECKOM
npeanpustid. OCHOBHOE
nocke npeanpusatus (Site
master file): Ha3HaUeHHE
JOKYMEHTa, €ro CTPYKTypa,
TIPUHIMIIBI COCTABJICHUS

12

Tema 2.2.

PernamenTtupytomue u
pETUCTPUPYIOTIINE
JIOKYMEHTBI
(bapmaneBTUYECKOM
CHCTEMBI Ka4eCTBa

11

Paznen 3

Opranuzanus BaIuJaluu Ha
(bapManeBTHYECKOM
MpeANPUITHU

32

10

17

T, C3

Tema 3.1.

Kpanuduxanus u
BaJIMJalMs Ha
(hapmareBTHYECKOM
IIPOM3BO/JICTBE

12

Tema 3.2.

[IpumeneHne MeToq0I0TUI
MPOLIECCHOT0 MOIX0/a K
JEeSTeILHOCTU IO
BaJIM/Ialluu HA
(bapManeBTHYECKOM

MIPe AP THA

Tema 3.3.

Bamumamust ouncrku

12

T,C3

Paznmen 4

Opranusanus padboT 1o
ayTCOPCUHTY Ha
(hapmaleBTUYECKOM
TIPE AMPHUSI THH

24

12

Tema 4.1.

TpeboBanus k opraHuzanyu
JeATeLHOCTH,
repe1aBacMom Ha
ayTCOPCHHT

12

Tema 4.2.

HpI/IMeHeHI/Ie MCTOAO0JIOTHHN
MPOLCCCHOro nNoaxoaa K

12




JIeITEIbHOCTH,
nepeiaBacMoi Ha
ayTCOPCUHT

VYmpaBneHue puckaMu JJist
Pazgen 5| kauectsa — ICH Q9 12 2 4 6 T
«Quality Risk management»

Pacxo/pr Ha Ka4ecTBO U UX
KJIacCupuKanus. Ayaur

Tema 5.1.| kayecTBa U IpeMun 6 1 2 3 T
kauectBa. Konnenuus TQM
(Total Quality Management)

CamouHCcIIeKIMS U ayIUT Ha
apMareBTUYECKOM

Gapman 6 1 2 3 T

NPENPUATHN: BUIBL, LIEITN

W 33/1a4M, JOKyMEHTAIUs

Tema 5.2.

IIpomexxyTounas arrecranus 2 2 3auer

Bceero: 144 24 44 76

IHpumeuanue: JI — nexyuu, C — cemunap, 113 — npaxmuyeckue 3ansamus, JI3 — nabopamopHvle 3aHAmMUS,
CP — camocmoamenvhas paboma, 114 — npomesxcymounas ammecmayusi.
1
— hopmbl mekywe2o konmpons ycnesaemocmu: mecmupogarnue (1), cumyayuonnas 3aoauda (C3).

3.2. ConeprkaHue AUCHUTUIUHBI.

Pasoen 1. ®apmayesmuueckas cucmema kavecmaa.

OOecnieueHne  KadecTBa  JIGKAPCTB  MOCPEACTBOM  3(PPEeKTHBHOTO  (YHKIIMOHUPOBAHUS
(bapMarieBTHYECKON CUCTEMbI KayecTBa. DJIEMEHTHI (papMaieBTUYEeCKO CUCTeMbl KayecTBa. TpeOoBaHus
K opraHuzainuu (GpapMaleBTUYECKOH CHUCTEMbl KadyeCTBa 3aJIOKCHbI B HOPMATHUBHBIX TpPEOOBaHUSIX,
NPEIBSBISEMBIX K TPEANPHUITAIM-TIPOU3BOIUTEISAM JICKAPCTBEHHBIX cpencTB. B mokymenTax mo GMP
Poccun, EADC, EC, PIC, ICH, WHO wu3noxens! Tpeboanms Kk DCK.

Tema 1.1. Honamue kauecmea npooykyuu. Cucmemvl YnpagieHus Kauyecmeom NpoOYKYUU.
Ocobennocmu kavecmea iekapcmeennvix cpeocms. Ilpeonocuoiiku u ucmopus cozoanus npasuir GMP.

Tema 1.2. Dapmayesmuueckas cucmema Kawecmea: obwue mpebO8aHUs, HOPMAMUBHAS
ooxymenmayus. ICH Q10 «Pharmaceutical Quality Systemy.

Tema 1.3. Buovl puckos na gpapmayesmureckom npeonpusmuu.

Tema 1.4. Ynpaenenue puckamu Ha ghapmayeemuyueckom npeonpusimui.

Tema 1.5. Ck603HOU KOHMPOIL KAYECMBA HA YapMayesmuieckom npeonpusimul.

Pasoen 2. Jlokymenmuposanue npoyeccos hapmayeemuyeckol Cucmemvbl Kauecmaed.

Opranuzanus paboTel oTnena obOecreyeHus KadecTBa. YIIpaBJIeHHE JOKYMEHTalued Ha
(dapMaIreBTHYECKOM TMpEANpUITHA. [I0JTHOMOYHSI W OTBETCTBEHHOCTH OTJIeNia OOCCIICUeHUs KadecTBa.
PernamenTtupytouue u perucrpupyromue 10kyMmeHTsl @CK.

Tema 2.1. ¥Ynpasnenue ookymenmayuei na gpapmayesmuyeckom npeonpusamuu. OcHOBHOe 00Cbe
npeonpusmus (Site master file): nasHauenue OOKyMeHma, e2o0 CMpYKmypa, NPUHYUNbL COCMABIEHUS.

Tema 2.2. Pecnamenmupyrowue u pecucmpupyioujue 0OKyMeHmyvl Gapmayesmuieckol cucmembl
Kavecmaa.

Paszoen 3. Opeanuzayus saruoayuu na ghapmayesmuyeckom npeonpusimuu.

OCHOBHOU TUTaH Bauaanud, JOPMBI H COJIEpPIKaHUE, IPporpaMMa U 00BEKTHI BT IAITUH.

Cramun kBanuduKanuu 0O0OpPYIOBAaHMS, WHXKEHEPHBIX CHCTEM, TomemeHuid. Kpamudukamms
YUCTBIX ITOMEIIEHUH ¥ CHCTEMBI BO3IyXOIOATOTOBKH. Bammmamus mnpomecca. THITBI BaTuganum
nporiecca. [IpuopuTeTHl I TMpOrpaMMbl BaJIMIAIMK Iporiecca. Pa3paboTka mporpaMMbl BaUAaIHH

7



nporieccoB o4MCTKUA. KoHTponb m3meHeHnuit. OOmas cxema MpoOBEICHHs] BAIMIAMK HA JEHCTBYIOIEM
MIPOM3BOJICTBE JIEKAPCTBEHHBIX cpencTB. Cucrema BaduAallMOHHOW JoKymeHTanuu. Dopma BeAcHHS
JOKYMEHTAIMH (IIPOTOKOJIOB M OTYETOB) 110 BAJIUIALUU.

Tema 3.1. Kearugpurayus u saruoayus na ghapmayesmuyeckom npoussoocmee

Tema 3.2. Ilpumenenue memooonocuu npoyeccHo20 nooxo0a K 0essmeibHOCmU o 8aiudayuu Ha
apmayesmuueckom npeonpusimuu.

Tema 3.3. Banuoauus ouucmku

Paszoen 4. Opeanuzayusa pabom no aymcopcuney Ha papmayesmuyeckom npeonpusmuu.

Tema 4.1. Tpebosanus k opeanuzayuu 0esmerbHOCMU, nepeoasaemol Ha aymcopCuHe.

Tema 4.2. Illpumenenue memooonocuu NPoOYeccHo20 N0OX00a K 0esamelbHOCmU, nepedasaemMoll Ha
aymcopcume.

Bunbl nesTenbHOCTH, MepenaBaeMble sl BBITOJHEHUs Apyromy jmiy. CoriameHue o KadecTne.
[Tokazarenn pe3ylnbTaTUBHOCTH Iporiecca ayTrcopcuHra. IloaroroBka kapTel mporecca. YITydIIeHHe
NeSITEIbHOCTH.

Paszoen 5. Ynpaenenue puckamu ons xawecmea — ICH Q9 «Quality Risk managementy.

Cucrema ouenku puckoB (XACCII) — cucrema 3¢ deKkTUBHON pa3pabOTKU MPEIymperkaatomnux
Meponpustuil. Wcropus cozmanuss XACCII. Yactora BO3HMKHOBEHHsA pHUCKa. CTeNeHb TAKECTU
MOCIICACTBUM BO3HUKIIETO pucka. OmnpenencHre KPUTHUSCKUX KOHTPOJIBHBIX TOYEK TEXHOJIOTHYCCKUX
IIPOLIECCOB NMPOU3BO/ICTBA TaOJETUPOBAHHBIX U MHBEKIIMOHHBIX NpenaparoB ¢ npumeHeHueM XACCII.

Tema 5.1. Pacxoovl Ha kawecmeo u ux kiaccugpurayus. Ayoum xawecmea u npemuu Kaiecmed.
Konyenyua TOM (Total Quality Management).

Tema 5.2. Camouncnekyus u ayoum Ha ¢hapmayesmuyeckom npeonpusmuu: uobl, yeiu u 3a0adu,
OOKYMeHMayusi.

4. ®oH/1 OLIEHOYHBIX CPEICTB MO AUCHHUILINHE
4.1. ®opmbl, MaTepHaIIbl TEKYIIETO KOHTPOIIS U IPOMEKYTOYHOM aTTECTALIUH.
B xone peanmmzanmuy TUCHMIUIMHBI HCIIOJB3YIOTCS Cieayromue (GopMbl TEKYIIETOo KOHTPOJIS
yCIeBAaEMOCTH O0YUaIOIUXCsl: TECTUPOBAHNE, CUTYal[MOHHBIE 33/1a4U.
[TpomexyTouHas aTTecTanus IPOBOJUTCS B GOpME 3adeTa.
4.2. OneHoYHbIE CPEACTBA AJIs MPOBEACHUS TEKYIIEro KOHTPOJISI U MPOMEXYTOUYHOHN aTTecTaluu
(ITpunoxenne Ne 1).
4.3. llIxana orieHMBaHUsA 75 TEKYILET0 KOHTPOJIS U IPOMEKYTOUHON aTTeCTalUH.
TectoBbIe 3agaHus: 90 — 100 % — oTnM4HO;
75 — 89 % — xopouio;
60 — 74 % — ynoBIETBOPUTEIHLHO;
Menee 60 % — HeyIOBIETBOPUTEITHHO.

4.4, Kputepuu ornieHKHA c(hOPMUPOBAHHOCTH KOMIIETEHITUN B paMKax MPOMEKYTOUHOM aTTeCTaiuu



Kox kommerenmmu

CrpykTypHBIE
AIIEMEHTBI

OLCHOYHbIX
CpEnCTB

Kputepun onieHku c(opMHUPOBAHHOCTH KOMITETECHIIUN

He chopmupoBana

Cdopmuposana

IK-3 (MAIIK-3.1)

mecmuposanue (1),
CUTYAYUOHHASL
saoaua (C3).

He 3nHaer meTonbl
ONTUMU3ALNU
TEXHOJOTUIECKIX
MPOLIECCOB, METObI
MIPOMBIIIIICHHOTO.
MEHEI)KMEHTA U JIOTUCTUKHU
He ymeer ocy1iecTBisTh
OILICHKY COOTBETCTBUS
MIPOU3BOJICTBA
JIEKapPCTBEHHBIX CPE/ICTB
TpeOOBaHUAM,
YCTaHOBJICHHBIM
3aKOHO/1aTE€ITLCTBOM
Poccuiickoii ®enepanuu 06
o0pallleHnH JIeKapCTBEHHBIX
CPEIICTB.

He Bnaneer ocHoBamu
PacCMOTpPEHHS 1
YTBEPKIACHUS
MPOU3BOACTBEHHOMN
JIOKYMEHTaIu!
(hapmareBTUUeCKOro
MIPOU3BOJICTBA U
OpraHu3aIus ee
BBITIOJTHEHMSI; OPTaHU3aluN
MIEPBUYHOTO U
MOCIEAYIOMIEro O0yueHus
nepcoHasa
MIPOU3BOJICTBEHHOI'O
MoIpa3IesICHUsI.

3HaAeT METOJIbI ONTUMHU3ALINHI
TEXHOJIOTUYECKHX
IIPOLIECCOB, METObI
MIPOMBIIIJICHHOTO
MEHE[KMEHTA U JIOTUCTUKH.
YMeeT oCylIEeCTBISTh OLICHKY
COOTBETCTBUS TPOU3BOCTBA
JIEKapCTBEHHBIX CPE/ICTB
TpeOOBaHUSM,
YCTaHOBJICHHBIM
3aKOHO/ATEIbCTBOM
Poccuiickoit ®enepamyu 06
o0pallleHUH JIEKapCTBEHHBIX
CPEIICTB.

Bnageer ocHoBamu
PacCMOTpPEHHS U
YTBEPKIACHUS
MPOU3BOACTBEHHOMN
JIOKyMEHTAI[uU
(hapmareBTUUeCKOro
MIPOM3BOJICTBA M OpPTraHU3alus
€€ BBITMOJIHEHNS,
OpraHu3anueil nepBUYHOro 1
MOCJEAYIOLEro 00yueHus
nepcoHaa
MIPOU3BOJICTBEHHOT'O
Mo/Ipa3aesICHusI.

WJIK-3.2

He 3HaeT ocHOBHBIE
TIOJIOKEHHS Ha/ITIEIKAIIAX
MPAKTUK I UCTIOJIb30BaHUS
IIPUA PYKOBOJICTBE
npoleccaMu KOHTPOJIs
KadecTBa
(bapMareBTHYeCKOro
MIPOM3BOJICTBA.

He ymeer ucnonb3oBath
OCHOBHBIE TTOJIOKEHUS
Ha/IJIeKAIUX TPAKTUK IS
PYKOBOJICTBA MTPOIECCAMU
KOHTPOJISl KauecTBa
(hapmareBTHIeCcKoro
IPOM3BOJICTBA.

He Brnazneet Bompocamu

3HaeT OCHOBHBIE MOJTOXKEHUS
HaJJIeXaluX IPaKTUK IS
UCIIOJIb30BaHUS TIPH
PYKOBOJICTBE ITpoOIIeccaMu
KOHTPOJISI KauecTBa
(dhapmareBTUueCKoro
MIPOU3BOJICTBA

YMeeT ucnonap30BaTh
OCHOBHBIC ITOJIOXKCHU A
HAJICKAIMUX MPAKTUK IS
PYKOBOJICTBa IpoIeccaMu
KOHTPOJISI KauecTBa
(hapmaIreBTHIeCcKoro
MIPOU3BOJICTBA

Brnaneer Bonpocamu

HCIIOJB30BaHHA OCHOBHBIX




HCITOIb30BaHMS OCHOBHBIX
MOJIOKEHUH HaJlJIeKauX
MPAKTHUK JIJI1 PYKOBOJCTBA
MpOLECCAMHU KOHTPOJIS
KadecTBa
(dhapmareBTHIeCKOro
MPOU3BOCTBA.

MOJIOKEHUH HaJJIeKaIuX
MPAKTUK I PYKOBOJCTBA
MpoLECCaMU KOHTPOJIS
KauecTBa papMareBTHIECKOTO
MPOU3BOJCTBA

WJIIK-3.3

He 3naet Teopernyeckue
OCHOBBI pa3paboTKH,
BHEJIpEHUS,
(GYHKIIMOHUPOBAHUS U
o0ecrnieueHus
dbapmalieBTUYECKOM
cuctemsl kauectBa. He
yMeeT aHaIU3UPOBaTh U
pelaTh BOIPOCH,
CBSI3aHHBIE C
(yHKIIMOHUPOBAHUEM
bapmaleBTUYECKOM
CUCTEMBI Ka4ecTBa.

He Bnaneer npunuunamu
pa3pabOTKU JOKYMEHTAIIMHU
U YIIpaBJICHUS
perIaMeHTUPYIOLIEN U
perucTpupyroniei
JIOKYMEHTalHUen
bapmalieBTUYECKOM
CUCTEMBI KayecTBa

3HaeT TeoOpeTUIECKHE OCHOBBI
pa3paboTKu, BHEAPEHUS,
(YHKIMOHUPOBAHUS U
obecrnieueHus
(dhapMaIeBTHYECKON CUCTEMBI
KauecTBa. Y Meer
aHAIM3UPOBATh U PEIIATh
BOIIPOCHI, CBSI3aHHBIE C
(GyHKIIMOHUPOBAHUEM
(bapmMaleBTUYECKOI CUCTEMBI
KayecTBa.

Brnaneer npuHumnamu
pa3pabOTKH JOKYMEHTAIUU U
yIpaBIeHUsS
perilaMeHTUPYIOLIEN U
perucTpupyroniei
JIOKYMEHTalHen
(bapmMaleBTUYECKOI CUCTEMBI
KayecTBa

Komnerennust cuutaercss cGOpMHPOBAaHHOM Ha YypoBHE TpeOOBaHMM K JUCHUIUIMHE B
COOTBETCTBUM C OOpa30BaTeNbHONW MPOTrpaMMOi, €CIM MO UTOraM IPUMEHEHUS OLEHOYHBIX CpPEICTB
IPOMEKXYTOUHOW aTTeCTallMd MM WX OTAEIBHBIX DJIEMEHTOB pPE3Yy/lbTaThl, JEMOHCTPUpPYEMbIE
00yJaroImuMcsi, OTBEYaI0T KPUTEPUIO CPOPMUPOBAHHOCTH KOMIIeTeHIIMU. Eciiu 1o uToraMm npoBeieHHOM
MIPOMEXYTOUHOM aTTecTaly KOMIIETEHIUSI HE cpOpMHUpPOBaHA HA YpOBHE TpPeOOBaHMN K TUCLUILUIMHE B
COOTBETCTBMM € 0Opa30BaTeNbHON MNporpaMMoi (pe3ysbTaThl OO0ydarollerocs HE COOTBETCTBYIOT
KpUTEPUIO CPOPMUPOBAHHOCTH KOMIETEHIINN ), 00YJaroIIeMyCsl BEICTABIISIETCS «HEYI0BIETBOPUTEIBHO.

5. MeTonnveckne MaTepuaIbl O OCBOCHHIO THCIUIJIHHBI
Mertoanyeckre MaTepHalibl MO JTUCIMILIMHE (TIONHBIA KOMIUIEKT METOJHMYECKUX MAaTePHAJIOB)
HAXOJUTCS Ha Kadeape MPOMBIIUICHHONH TEXHOJIOTHH JIEKApCTB ¢ KypcoM OuorexHonoruu (I[Tpunoxenue
Ne 1).

6. YueOHas quTepaTypa AJis1 00y4aromuxcs no JUCHUIIHHe
6.1. OcHoBHas nuTeparypa (yueOHuKH 3a nocieanne 5 — 10 ner).

1. ®@enepanbHelii 3akoH "O6 oOpaieHnn ekapcTBeHHBIX cpencTB” Ne 61-D3. Been. 12.04.2010.

2. IlpaBuia opraHu3aluy NPOU3BOACTBA M KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CPENCTB YTB.
IpUKa30M MUHUCTEPCTBA NIPOMBIIUIEHHOCTH U TOProBiau P® ot 14 urons 2013 r. N 916.
3. IIpoaykuuss MEAUIMHCKON MPOMBILUIEHHOCTH. TE€XHOJIIOTHYECKUE pErylaMEHTh IPOM3BOACTBA.
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Conepxanue, TOPSAIOK pa3paboTku, cormacoBanus u yrBepxkaeHus: OCT 64-02-003-2002. VYTB.
PacnopsixenreM MuHHCTEPCTBA IPOMBILUIEHHOCTH, HayKH U TexHoaoruil P® ot 15.04.2003 r. Ne P-10.

4. TOCT P 52550-2006 IIpou3BOACTBO JIEKAPCTBEHHBIX cpeACTB. OpraHu3alioHHO-
TexHoyioruueckass qokymeHtanusa" (yrB. u BBeneH B jeiictBue Ilpukazom PocrtexperymupoBanus oT
02.06.2006 N 105-cT.

5. TocynapctBennast ¢apmakornies Poccuiickoit ®eneparun XV uzmganme /| DenepanbHast
3JIEKTPOHHAS MEOUIIMHCKAS OuobIMoTEKa, 2023. Pexum JIOCTyna:
https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/

6. Pemenue Comera EBpaswmiickoiti skoHommueckoit komuccuu Ne77 ot 03.11.2016 r. «O6
yTBepKIeHHH [lpaBwil Hajexamnield MPOU3BOACTBEHHOW MPAKTHKH EBpa3suiicKoro 3KOHOMHUYECKOTO
COI03ay.

6.2. IudopmarmioHHO-CIIPaBOYHBIE CUCTEMBI U IPO(ECCUOHATILHBIC 0a3bl JaHHBIX.
https://grls.minzdrav.gov.ru/Default.aspx

https://Tex3kcnepr.canT/
https://gilsinp.ru/

http://www.consultant.ru/cons/cgi/online.cgi?reg=home

A

https://www .elibrary.ru /

7. MarepuajibHO-TeXxHMYecKasi 0a3a, HMH(OPMALMOHHbIE TEXHOJIOTMH, NPOrPaMMHoOe
obecrnieyeHre U HHGOPMAIMOHHBIE CIPABOYHbIE CHCTEMbI

Jis peanu3aiuy mporpaMMbl Y9eOHOH AMCHUIUINHBI JOJDKHBI OBITH MPETyCMOTPEHBI CIIETYIOITHIE
CTeMaTbHbIE TOMEIICHNUS:

CriennanpHble  TIOMEIIEHUS, TPENCTaBIIONINEe cOo00i ydeOHBIE ayAMTOPUU ISl TPOBEICHHUS
3aHATUM BCeX BUOB, NPEAYCMOTPEHHBIX 00pa30BaTEIbHOM HPOTPaMMOM, B TOM YHCIE IPYNIOBBIX U
WH/MBUYAIbHBIX KOHCYJIBTAl[Mi, TEKyIIEero KOHTPOJS M NPOMEXKYTOYHOW aTTecTalM, a TaKxke
MOMEIIECHUS JUIsl CAMOCTOSITENIbHON paboThl, MacTepCcKHe U 1abopaTopuu, OCHAIIEHHbIE 000PYI0BaHHUEM,
TEXHUYECKMMHU CPEJICTBAMU OOYYEHUS M MaTepuallaMH, YYUTBHIBAIOIIUMH TPEOOBaHMS MEXITyHapOIHBIX
CTaHJapTOB: MIPOEKTOP, MEPCOHATBHBIE KOMIIBIOTEPHI C BO3MOXKHOCTBIO MOJIKIIIOUEHUs K ceTu HTepHeT n
o0OecrieueHrneM JI0CTylla B AJIEKTPOHHYIO MH(GOPMAIMOHHO-00pa30BaTeNbHYI0 Cpely, yuyeOHas MeOelnb
TSl TIEIarOTMYECKOT0 PabOTHUKA M O0YJarOMMXCsl (CTOJIBI U CTYIbsI), IPOSKTOP, SKPAaH Ui MPOEKTOpa
(ITpunoxenue Ne 2).

[Tomemienust uis CaMOCTOSITEIbHOM paboOThl O0y4aroUIMXcs, OCHAIlEHHbIE KOMIIBIOTEPHOMN
TEXHUKOH C BO3MOXHOCTBIO MOJKIIOUYEHHUS K MH(POPMAIIMOHHO-KOMMYHUKAIIMOHHON ceTH «VHTepHeT» u
obecrieyeHneM J0CTyna B 3JIEKTPOHHYI HH(OpPMAallMOHHO-00pa30BaTeNbHYIO cpeny, ydueOHas Mmebenb
111 o0yvaromuxcs (CTOJbI U CTYJIbSA).

Jns  oOecnieueHusl pealu3aludl JUCHUIUIMHBI  UCHOJNb3YeTCsl CTAHAAPTHBIE  KOMIUIEKTHI
nporpaMMHoro  obecneuenus  (I10),  Bkimrouaromye  peryiasipHo  OOHOBJIsieMOE€  CBOOOJHO
pacmpoctpansiemoe u jureHznonnoe [10, B T.u. MS Office.

OObyyaronuecs obecriedeHbl JOCTYIIOM K COBPEMEHHBIM 0OazaM JaHHBIX M HWH(OPMAalHOHHBIM
CIIPAaBOYHBIM CHCTEMAM.

Ob6opynoBanue, oOecreynBarollee aJanTalyi0 3IEKTPOHHBIX M TEYAaTHBIX 00pa30BaTeNbHBIX
pecypcoB sl 00y4aroImuecs: U3 Yucia JUI C OrpaHMYEHHBIMU BO3MOXKHOCTSIMU 3/I0POBbsI: TOPTATUBHBIN
PYUHOI BUJICOYBEIMUMUTEND — 2 IIT, PaJIMOKIJIACC (3ayIIHBIA HHIYKTOP U MHAYKIMOHHAS NeTis) — 1 mT.

Beixon B cerp «UHTepHeT» B Hamuuuu (C BO3MOXKHOCTBIO [JOCTyNa B AJIEKTPOHHYIO
nH(pOPMaAITMOHHO-00Pa30BaTENBHYIO Cpey), CKOpOCTh moakmroueHus 100 mOut/cex.
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https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/
https://grls.minzdrav.gov.ru/Default.aspx
https://техэксперт.сайт/
https://gilsinp.ru/
http://www.consultant.ru/cons/cgi/online.cgi?req=home
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AHHOTAIIUSI PABOYEH ITPOTPAMMBI JIJUCHUTLIAHBI

51.0.05 dapmarieBTHUECKA CUCTEMA KQUECTBa

Kona u nanpasJienune noarorosku: 19.04.01 buorexnonorus

Kpasmmpukanus BpinyckHuka: Marucrp

®opma o0yuenusi: OuHas

®opmupyeMble KOMIIETCHIMU:

I1K-3 YnpaBieHue npoMbIIIIIEHHBIM IPOU3BOJCTBOM JIEKAPCTBEHHBIX CPENICTB.

B pesynbpTrare 0CBOCHHUS IUCIMIUIMHBI Y 00YYaAIOMINXCS JTOJKHBI OBITh:
— chopMupOBaHBI yMEHHUS:

aHAJM3UPOBATh M PEIIaTh BONPOCHI, CBSI3aHHBIC C (YHKIMOHUPOBAHUEM (apMaIleBTUYECKONW CHUCTEMBbI
Ka4yecTB; OCYILECTBIIATh OLEHKY COOTBETCTBHUS NMPOU3BOCTBA JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSIM,
YCTaHOBJIEHHBIM 3aKOHO/aTeNbCTBOM Poccuiickoil @enepanuu 00 00pallieHH JIEKapCTBEHHBIX CPEICTB;
UCIOJIb30BAaTh OCHOBHBIC IMOJIOKEHUS HAJUIEKALIUX MPAKTUK [UI1 PYKOBOJCTBA MPOLECCAMU KOHTPOJIS
KayecTBa (papMaIleBTHYECKOTO IPON3BOJICTRA;

— copMUPOBAHBI 3HAHWSL:

TEOPETHUYECKMX OCHOB Pa3pabOTKH, BHEAPEHUS U (DYHKIMOHUPOBAHUS (hapMalleBTHUCCKON CHCTEMBI
KayecTBa METOJOB ONTHMHU3AIMM  TEXHOJOTHYECKUX  IPOILECCOB, METOJOB  MPOMBIIUICHHOTO
MCHE/DKMEHTA M JIOTUCTUKU; OCHOBHBIX IMOJOXEHHUI HAIJISKAIIMX MPAKTUK I MCIOJIb30BaHHS MPH
PYKOBOJICTBE ITPOIIECCAMU; KOHTPOJIS KauecTBa (papMarieBTHYECKOro MPOU3BOJICTBA;

— copMUPOBAHBI HABBIKHU:

ynpaBJieHus paboTamu papMaleBTUYECKOM CUCTEMBbI Ka4yecTBa MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB;
pa3pabOTKU; PACCMOTPEHUST M YTBEPXKICHHS JOKYMEHTAIMH (PapMameBTHYECKOTO IPOU3BOICTBA,
pEermaMeHTHPYIOIIEeH U PEerucTPUPYIONIeH NOKyMeHTauuen (apMarieBTHUYEeCKONH CHUCTEMBbl KauecTBa H
OpraHM3alysi €€ BbIIOJHEHUS; BIAJACHHUS BONPOCAMU MCHOJIb30BAaHUS OCHOBHBIX IIOJIOKEHUM
HAJJIeXKAIIMX TPAKTHK MM PYKOBOACTBA MpOIECCAMHU KOHTPOJNS KauyecTBa (hapMaleBTUUECKOTO
IIPOU3BOJICTBA.

O0beM 1 MecTO AUCHMILIMHBI B CTPYKTYpe 00pa3oBaTe/IbHOM NPOrpaMMbl

JucuuminHa OTHOCUTCS K 00s3aTeIbHON 4acTu 00pa30BaTeIbHONW MPOrpaMMBbl B COOTBETCTBUU C
®I'OC, B COOTBETCTBUHU € YUCOHBIM IJIAHOM H3y4aeTcs Ha 1 Kypce Bo 2 cemectpe. OO01as Tpy10eMKOCTh
JUCIUILIMHEI cocTaBiser 144 Jaca.

Conep:xxanue TUCHMIINHBI:
Paznen 1. ®apmaneBTiueckas cucrema KauecTsa.

Tema 1.1. [Tonstue kauectBa npoaykuuu. CrucTemMsl yrnpaBiaeHUs KauecTBOM IpoAyKuuu. OcoOeHHOCTH
KauyecTBa JIEKapCTBEHHBIX cpeACTB. [Ipeanoceiiku u uctopus coznanus npasuia GMP.
Tema 1.2. ®apmarneBTuyeckas cucremMa KadecTBa: oOlrue TpeOOBaHMs, HOPMAaTHUBHas JAOKYMEHTAIlHsl.
ICH Q10 «Pharmaceutical Quality System».
Tema 1.3. Buabl puckoB Ha apMarieBTUYECKOM MPEATNPUATHH.
Tema 1.4. YnpaBnenue puckamu Ha GpapMarieBTUYECKOM HPEATNPUITHH.
Tema 1.5. CkBO3HO KOHTPOJIb KaueCTBa Ha (papMalleBTUYECKOM MPEATIPUATHH.
Paznen 2. JlokymeHTHpOBaHUE TIPOIIECCOB (DApMAIIEBTHYECKON CHCTEMBI KaueCTBa.
Tema 2.1. VYmpaBieHue noKyMeHTanMed Ha QapManeBTHYecKoM mpeAnpusatud. OCHOBHOE J0Che
npennpusTus (Site master file): Ha3HaueHHe JOKYMEHTA, €r0 CTPYKTYpPa, IPUHIIUITBI COCTaBICHHUS.
Tema 2.2. PernaMeHTUpYIOIINE U PETUCTPUPYIOIINE TOKYMEHTHI (papMalieBTUYECKON CUCTEMBI KauecTBa.
Paznen 3. Opranuzanus Bauaanuy Ha (papMareBTHUECKOM MPEIIPUATHH.
Tema 3.1. KBanuduxauus u Banuaanus Ha (papMaleBTHYECKOM ITPOU3BO/ICTBE
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Tema 3.2. IlpuMeHeHUE METOAOJIOTMM MPOILECCHOTO MOAXOJAa K ACATEIBHOCTH IO BaIUJallMd Ha
(hapMareBTHYECKOM MPEAIPUITUH.
Tema 3.3. Banupanus o4uCTKH

Paznen 4. Opranuzanus paboT 10 ayTCOPCUHTY Ha (apMalleBTUYECKOM IPEATPUATHH.
Tema 4.1. TpeOGoBaHuUs K OpraHU3aLMU ACITEILHOCTH, IIEPEAABACMON Ha ayTCOPCHHT.
Tema 4.2. IlpumeHeHHE METOJOJIOTHMH MPOIECCHOTO MOAXOAa K JeATENbHOCTH, TEpelaBacMOi Ha
ayTCOPCHHT.

Paznen 5. Ynpasnenue puckamu 115 kadectBa — [CH Q9 «Quality Risk managementy.
Tema 5.1. Pacxompl Ha Ka4ecTBO U UX KiIaccuukanus. AyTuT KauecTBa M IpeMHuH kadecTBa. KoHmenmus
TQM (Total Quality Management).
Tema 5.2. CaMouwHCHEKIUS W ayauT HA (apMaLEBTUYECKOM MPEINPHUITHH: BUIBI, LETH W 3aTa4H,
JIOKyMEHTAITHSI.

@DopMbI TEKYLIET0 KOHTPOJISI M IPOMEKYTOYHOM aTTECTAIMHU:
[TpomexyTodHas aTTecTanus MPoOBOIUTCS B popme 3adera.
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