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PABOYASI TIPOT'PAMMA YYEBHOM JUCHUIIINHBI
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AHHOTAIUA

Co3nanue 310pOBBIX U O€30MAacCHBIX YCIOBHH Tpyaa Ha OCHOBaHUH coOutoeHus npasui GMP,
MMPpOBCACHUA Balaallvu U KBaJII/I(bI/IKaI_II/II/I, a TaK¥KC OIPCACICHUSA 00s13aHHOCTEN AIMUHHUCTpAalUn
(paboTomarens) OTHOCHUTENBHO OCYHIECTBICHHUS MEPONPUATHI, HANpaBICHHBIX Ha obOecredyeHne
3J0POBBIX H 0€e30mIacHBIX yCJ'IOBI/Iﬁ Tpyda, CHUXXCHUA HCTATHUBHOI'O BJIMAHHA TSIKCIBIX U BPCIAHBIX
IPOM3BOACTBEHHBIX (DaKTOPOB Ha pabOTOCIIOCOOHOCTD U 3/10pPOBbE PAOOTHUKOB.

1. IEJIA U 3AJAYA OCBOEHUS YYEBHOM JTACHUILIAHBI

HOI[FOTOBKa CIIenuaJInucToB CIIOCOOHEBIX 00EeCIeYnuTh 0e30MacHOe IMPOBEACHNE IIPOLECCCOB Ha
BCEX OTallax Mmpous3BOACTBA JICKAPCTBCHHBIX CPEACTB.

2. MECTO YYEBHOM JUCIHUILIMHBI B CTPYKTYPE OOII BO

JucuuminHa oTHOCUTCS K 0a30BOM 4acTu 0Opa3oBaTeIbHOW MPOrpaMMbl YPOBHS BBICIIETO
00pa3oBaHMs MOATOTOBKH KaJIpOB BBICIICH KBaTH(pHUKANU. «BXOIHBIMI 3HAHUSMU SBISIFOTCS 3HAHUS
HanuoHanpHOro cranjgapra GMP (Hajgnexamass nDpoM3BOACTBEHHas INpakThka). Jucruruinza

pealn3yeTCd B 3 CEMCCTPC B paMKax 06meHaquoro MOAOYJIA.

3. OOPMUPYEMBIE KOMIIETEHIIUA U IVTAHUPYEMBIE PE3YJIbTATDBI
OBYYEHUA

YHuBepcanbHbie U(1im) o0menpopeccuoHaIbHbIe KOMITETCHITHH:
Kon n HanMeHoBaHME KOMITETEHITUN \ Kon n HanMeHoBaHM€e UHIMKATOPA JOCTUXKEHUSI KOMITETCHITUN

[TpodeccrnonanbHble KOMIETEHIIMM B COOTBECTBUMHU C 3ajjadyaMM M oObekTamu (0OjacTsaMu
3HaHUN) PO ECCUOHATBLHON eI TENbHOCTHU

3agauya OO0bexT nin Koa n HaumenoBanue  Koxa m HaumeHoBaHue
npogeccuoHaIbHON | 00J1aCTH 3HAHUSA npo¢ecCHOHATLHOU HHAUKATOPA J0CTHIKEHUS
aesiteabHocTH (3I1]1) KOMIIeTCHIIMH; npogdeccuoHaATLHOM
OcHoBaHHE KOMIIeTeHIINHA
(mpodeccuoOHANBHBIN
crangaprt-IIC, ananu3
OnbITA)
TEXHOJIOTUYECKUI
TexHonOrHYECKast Ob6opynoBanue, IMK-1.2 [1] - Criocoben | 3-ITK-1.2[1] - - 3Hath
TEXHOJIOTUYECKHE  BECTH IIpaBUJIa HaJIeXKalen
IIPOLECCHI U TEXHOJIOTMYECKU I IIPOU3BOJCTBEHHOMN
IIPOMBIILICHHBIE mpoluecc B IIPAKTUKU, HOPMaTUBHBIX
CUCTEMBI MIPOMBIIITIEHHOM IIPABOBBIX AKTOB U
MIOJTyYEHUS IIPOU3BOJICTBE CTaHJapTOB B 00JaCcTH
BEILIECTB, JIEKapCTBEHHBIX IIPOU3BO/ICTBA
MaTepuasos, CPEICTB JIEKAPCTBEHHBIX CPEJICTB -
W3/1ENIAN, a TaKKe 3HaTh XapaKTePUCTUKU U
CUCTEMBI OcHosanue: IIpaBWJIa DKCILUTyaTalu1
ynpasneHuss UM 1 [IpodeccronanbHbIN TEXHOJIOTMYECKOI0




Texnonornueckas

peryJIupoBaHus

ObopynoBanue,
TEXHOJIOTHYECKHE
MIPOIIECCHI U
MIPOMBIIIIJICHHBIE
CHUCTEMBI
MOJTy4eHUs
BEIIIECTB,

crannapt: 02.016

ITK-2 [1] - Criocoben
y4acTBOBAaTh B BHIOODE,
000CHOBaHUH
ONTHMAJILHOTO
TEXHOJIOTHIECKOTO
mpolecca u ero
IIPOBCACHUH ITPHU

000pyI0OBaHUS U
BCIIOMOTATENbHBIX CUCTEM,
UCIOJIB3YIOIINXCS B
BBITOJIHSEMOM
TEXHOJIOTUYECKOM IIpoIecce
- 3HaTh aHAJUTUYECKUE
METOJIMKH, UCTIOJIb3yeMbIe
npu
BHYTPHUIIPOU3BOJICTBEHHOM
KOHTpOJIE
TEXHOJIOTUYECKOTO
npoiiecca - 3HaTh
pOLEaYpPHI
(bapManeBTUYECKOM
CUCTEMBbI KayecTBa
PUMEHHUTEIBHO K
BBITMIOJTHSAEMBIM
TEXHOJIOTUIECKUM
mporeccam ;

V-TIK-1.2[1] - - Y™meTb
BECTH MOHUTOPUHT
paboTocrocoOHOCTH
TEXHOJIOTUYECKOTO
000pyI0BaHUS U
IMOMEIIICHUH,
UCTIOJIb3yEMBIX B
TEXHOJIOTHYECKOM IIpoIecce
-YMeTh NPUMEHSATH
aHAJMTUYECKHE METOUKH U
BHU3yaJIbHBIN KOHTPOJIb
TEXHOJIOTUYECKOTO
npouecca -YMeThb
o0ecreunBaTth 3aluTy
MPOAYKINH, CHIPHSI U
MaTepHuaioB OT
IIEPEKPECTHOMN
KOHTaMUHAIINH B
TEXHOJIOTUIECKOM IIpOIecce

B-TIK-1.2[1] - - Baagets
HaBBIKAMU PErUCTPALUU
BCEX BBIMOJIHAEMBIX
omepanuii npu
MIPOU3BOJICTBE
JIEKapCTBEHHBIX CPEJICTB
3-T1K-2[1] - 3HaThH
IPUHIUIBI BHIOOPA U
YCIIOBUS IPOBECHUS
ONTUMAJILHOTO
TEXHOJIOTUYECKOTO
npouecca pyu peleHun
3aj1a4 B 00J1aCTH CBOEH




MaTepHaJIOB, pEIICHUH 33]1a9 B
HU3JIEINH, a TAKKE o0JacTu cBoeit
CHCTEMBI npodeccrnoHaIbHOM

VIpPaBICHUS UMU H  JIEATEIIBHOCTH
peryarpoBaHus
OcHosanue:
[TpodeccnonanbpHbIM
craugapt: 02.016

HAaY4YHO-MCCIEN0BATEIbCKUAMN

npo¢eCCHOHATBHON
JIeATETbHOCTH 3HATh
TpeOOBaHUS K KAYECTBY
HCXOHOM, IPOMEKYTOYHOM
Y TOTOBOM IIPOJYKIUH ;
V-IIK-2[1] - ymeTh
BBIOHpATh YCIOBUS
MIPOBEICHUS ONITUMAJIBHOTO
TEXHOJIOTHYECKOTO
rpoiiecca Mnpu pereHun
3aja4 B 00J1aCTH cBOEH
npodecCHoHATBLHOM
JIeATETbHOCTH YMETh
OIICHUBATH Ka4€CTBO
HUCXOJHOM, MPOMEXKYTOUHON
¥ TOTOBOM MPOAYKIIUU;
B-TIK-2[1] - BaageTsh
MIPUHIIMIIAMU BBIOOpA 1
YCJIOBHI NPOBEJICHUS
ONTUMAIBHOTO
TEXHOJIOTHYECKOTO
rpoiiecca npu pereHnn
3aja4 B 00J1aCTH cBOEH
poQeCcCHOHAIBHON
JIeATEIbHOCTH BIA/IETh
METOJAMKAMHU OIEHKH
KauecTBa UCXOIHOM,
MPOMEKYTOYHOM U TOTOBOM

IPOAYKIINH

Hayyno-
HCCIIEI0BATEIbCKAS

JlekapcTBeHHOE ITK-1 [1] - Criocoben K

CpPECTBO 00ECIeYCHHIO MOJTHOTO
[IUKJIa HAYIHO-
TEXHUYECKON

pa3paboTKu U
HCIIBITAHUI ITPOTYKLIUH

OcHosanue:
[IpodeccronanbHbIit
craugapt: 02.010

3-T1K-1[1] - 3HaTh
MIPUHITUITBI COCTABIICHHS
o0111ero raHa npoBeCHUS
MIOJTHOTO IMKJIA HAYYIHO-
TEXHUYECKOH pa3paboTKu U
UCTIBITAHUN TIPOJTyKIIHH
3HATh NPUHIIMIIBI BEIOOpA
OKCTIEPUMEHTAIBHBIX
PacyeTHO-TEOPETHUECKUX
METO/IOB PEIICHUS
MOCTaBJIEHHON 33714
UCXO/IS U3 UMEIOIIUXCS
MaTepHaIbHBIX U
BPEMEHHBIX PECYPCOB
3HATh NPUEMBI ITOKCKA U
aHamn3a
CHelHaTU3UPOBAHHOM
nH(pOpMalMU B TATEHTHO-
MH(POPMAIMOHHBIX 6a3ax
JAHHBIX

V-TIK-1[1] - ymeTb
COCTaBJISITh OOIIMM MI1aH




IIPOBE/ICHUS MOJHOTO LUK
Hay4YHO-TEXHUYECKOMN
pa3paboOTKU ¥ UCIBITAHUN
NPOAYKIIMH yMETh BHIOpPAThH
HKCIIEpPUMEHTANIbHbIE U
pacueTHO-TEOPETUUECKHE
METO/bI pelIeHUs
IIOCTaBJICHHOM 3aJa4H,
UCXO0/1 U3 UMEIOLIUXCS
MaTepUaIbHbIX U
BPEMEHHBIX PECYPCOB
YMETb UCKaTh U
aHAJIM3UPOBATh
CHeUaIN3UPOBAHHYIO
MH(OPMALIKIO B TATEHTHO-
MH(POPMAIMOHHBIX 0a3ax
JTAHHBIX;

B-TIK-1[1] - Bnagets
HaBBIKAMU COCTABJICHHUSI
0011ero miaHa NpoBeACHUS
MOJIHOT'O IIUKJIa HAY4HO-
TEXHUUYECKOH pa3paboTKu 1
UCTIBITAHUN TPOIYKIIUU
BJIa/IETh HAaBbIKaMU BbIOOpa
HKCIEPUMEHTANIbHBIX U
pacueTHO-TEOPETUUECKHUX
METO/I0B PELICHUs
IIOCTaBJICHHOM 3aJjauH,
UCXOJS U3 UMEIOIINXCS
MaTepuaibHbIX U
BPEMEHHBIX PECYPCOB
BJIa/IE€Th HAaBbIKaMU TIOKCKa
U aHaM3a
CIIEHUATIM3UPOBAHHON
uHpOpMaLUU B TATEHTHO-
MH(OPMaLIMOHHBIX 0a3ax
JTAaHHBIX

4. CTPYKTYPA U COJIEP)KAHUE YYEBHOM JUCHUILJINHBI

Pa3nensl yueOHON AMCHUIUIMHBI, X 00BEM, CPOKH U3ydeHHS U (POPMBI KOHTPOJIS:
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3 Cemecmp
[TepBorii pazaen 1-8 16/8/0 25 K-8 3-T1K-1,
V-IIK-1,




B-TIK-1,
3-I1K-1.2,
V-TIK-1.2,
B-TIK-1.2,
3-11K-2,
V-TIK-2,
B-I1K-2

2 Bropoii pazgen 9-16 | 16/8/0 25 Kn-15 3-TIK-1,
V-IIK-1,
B-TIK-1,
3-11K-1.2,
V-I1K-1.2,
B-TIK-1.2,
3-I1K-2,
V-I1K-2,
B-TIK-2

HUmoeo 3a 3 Cemecmp 32/16/0 50

KonTtpoJbHbie 50 3 3-I1K-1,
Meponpusitusi 3a 3 V-IIK-1,
Cemectp B-IIK-1,
3-11K-1.2,
VY-TIK-1.2,
B-TIK-1.2,
3-I1K-2,
VY-TIK-2,
B-I1K-2

* — COKpaIIeHHOEe HAUMEHOBaHHUE (POPMBI KOHTPOJIS
** — cymMMa MakcHMaJbHBIX OamioB JoibkHA ObITh paBHa 100 3a cemecTp, BKIIIOYas 3aueT U
(nn) sK3aMeH

CokpailieHne HauMeHOBaHUN (POPM TEKYIIEro KOHTPOJISI U aTTECTALUU Pa3AesIoB:

O0o3uauenue | Ilo1HOE HAMMEHOBAHME

K Komnokernym
3 3auer
KAJIEHJAPHBIN IIJIAH
Henenu | Tembl 3ansaTuii / Conepxanue Jlek., | IIp./cem., | JIab.,
yac. yac. yac.
3 Cemecmp 32 16 0
1-8 IlepBbiii pa3nen 16 8 0
1-2 OcHOBHbIE MOHSATHS 0€30MACHOCTH. Bcero aynutopHbIx 4acoB
*  moxy4eHue MH(OPMAIIUU IO BOMIPOCaM YCIOBHM Tpyfda u, | 4 ] 2 ] 0
CJIeIOBATEIBHO, MPEIONPEeIsAeT IpaBo paOOTHUKOB Ha Ownnaitg
MOJIy4eHHe TOCTOBEPHOUM NH(OPMAIIMK O COCTOSIHUU YCIOBUH | ( 0 0
Tpy/la Ha KOHKPETHOM pabo4yeM MeCTe U BO3ZMOKHBI
HEraTUBHBIE TIOCIECTBUS UX BIUSHUS Ha COCTOSIHUE
3I0POBBS;
*  CO3JIaHUE 370POBBIX U OE30MACHBIX YCIOBHH TpyIa HA




OCHOBAHUU OIpeAeNIeHUS 0053aHHOCTEH aIMUHUCTPAITIN
(paboTomaTessi) OTHOCUTEIBHO OCYIIECTBICHHS MEPOTIPUATHH,
HaIpaBJICHHBIX Ha 00eCTIeUeHUE 30POBBIX U OE30MaCHBIX
YCIIOBUH TPy/a, CHIPKEHUS HEraTUBHOTO BIIMSHUS TSHKEIBIX U
BPEIHBIX MPOU3BOJICTBEHHBIX ()aKTOPOB Ha
paboTOCIIOCOOHOCTH U 3[I0POBbE PAOOTHHUKOB;

*  YCTaHOBJICHHE CPOKOB IPOBEICHUS aTTECTAUU PAOOUNX
MECT U OIPEEICHUS MEPOIIPUATHI 110 YCTPAHEHHUIO
HEraTUBHOTO BIUSHUS KOHKPETHBIX (DU3HUECKUX,
XUMHUYECKUX, OMOJIOTUYECKUX U APYTUX (PaKTOPOB
MIPOU3BOACTBEHHOW CPEJIbL;

e ompezeneHue 00A3aHHOCTEH aIMUHUCTPALIUN
OTHOCHUTEIILHO YIIYYIIIEHUS YCIOBHIA Tpy/Ja U ObITa )KCHIIUH,
HECOBEPIICHHOJIETHUX, MHBAJIUOB U APYTUX KaTeropui
pabOTHUKOB;

*  YCTaHOBIIEHUS JIbTOT U KOMIICHCALIUH 32
HEOJIarONPUATHBIC YCIOBHS TPY/A, YTBEPKICHHSI IIEPEUHS
npodeccuii U TOIDKHOCTEH, KOTOPBIM MTPETIOCTABIISIOTCS
JBTOTHI U KOMIIEHCAIINHU (CTIeIMabHOE MUTaHHE,
JIOTIOJTHATEIIBHBIC OTITYCKA, COKpAIleH padouunii ICHb,
CpeICTBa MHIWBUIYalIbHOM 3aIIUTHI U TOMY MOJO0HOE),
perIaMeHTaInH opsIKa U (OpM KOMIICHCAIINH B CTydac
MOTepu pabOTHUKAMHU 3/I0POBbS U paOOTOCIIOCOOHOCTH WU
CEMbSIM TOTHOIIUX Ha IPOU3BOICTBE;

* TOOIIPEHHE U YCTAHOBJIEHHWE OTBETCTBEHHOCTH 3a
COCTOSIHUE OXPaHbI TPYJa, JOTUIAT M TOTIOJTHUTEIbHBIX JIBIOT
paboTHuKaM 3a paboTy 6e3 HapylIeHU TpeOOBaHUN OXPaHbI
TpyIa;

*  BHeJIpEeHHE OOIIECTBEHHOTO KOHTPOJIS 32 COCTOSIHHEM
OXpaHbl Tpya, GOPMYyIUPOBKH 00sS3aHHOCTEH MPOPCOIO3HOTO
KOMHUTETa, KOMUCCHUH 110 OXpaHe TPYAA U YIIOJTHOMOUYEHHBIX
TPYJIOBBIX KOJUICKTUBOB OTHOCHTEIHLHO MTPOBEPKU COCTOSTHUS
yCIOBUH Tpy/ia U COOJIIOIEHUSI HOPM U CTaHJAPTOB TEXHUKU
0€30MacHOCTH Ha KaXJI0M paboyeM MecTe;

e peanuzainus LeIoro psaa IPYruxX MEPONPUSITUNA C yI4ETOM
O0COOCHHOCTEH MPOU3BOJICTBEHHBIX YCIOBHI B
COOTBETCTBYIOIIUX CTPYKTYpax MEAUIIMHCKOW OTPaCIIu.

Yro npeacrasisieT ONACHOCTh HA MPOM3BO/ACTBeE.
Hapymenue npaswi, uactpykuuii u COllos npu
n3rorosieHuu JII1

He cobmtonenue TpeboBaHMii IPEabIBISEMBIX K
BCIIOMOTaTENIbHBIM (CEPBUCHBIM) CHCTEMaM.

Hapymenue nmpaBui prueMKH ToOBapa

Hapymienne npaBuit XxpaneHus ToBapa

He cooTBeTcTByIOMNI ypOBEHH KOMIIETEHLINI CIIELIMAIUCTOB
Hapymenne npasun yanaroxenus JII1

Hckaxenue nadopmaruu mpu ormycke JII1
HecBoeBpeMeHHOE N3BATHE U3 PEATN3aLNN HEKAY€CTBEHHBIX
TOBapoB

OtcyTcTBHE aHAIKM3a OMKOOK B JESITEIBHOCTH CIELUATUCTOB
OTtcyTcTBUE CUCTEMBI MOHUTOPUHIA KAY€CTBA U

s dexruBroctu JII1

Bcero ay1uTopHbIX 4acoB

4 IE [0
Oumntaiin
0 0 0




Jlomyck K (hapMareBTHUECKOMN AeITeTbHOCTH CIESIIHATUCTOB
6e3 (hapmobOpazoBaHus

Kpurunueckue BcnoMorarejibHble CHCTEMbI.
* OCHOBHBIE TOHATHA.

Ycranosku HVAC.

» OuncTKa, BIAKHOCTh U TEMIIEpaTypa BO3IyXa.
Bopanple ¢papmanieBTUUECKUE CUCTEMEI.

* Boma ounnieHHas.

* Boga i1t ”HBEKIIUN

VY CTaHOBKH JUIs NBIICOYHILIEHHUS.

* IIp11€COCHI.

[TapoBsie hapmarieBTHYECKHIE CHCTEMBI.

» KauecTBo mapa.

Bcero aytuTOpHBIX 4acoB

4 |2 [0

Ownnaiig

0 0 0

Heo0xoaumMble BCIOMOraTeJITHbIE CHCTEMBI.
Cuctembl HHQPACTPYKTYPHI.

* MOHUTOPUHTOBBIE CUCTEMBI.

* COOp U XpaHEHUE TAHHBIX.

* IT-cucremsl.

BakyyMHbI€ CHCTEMBI.

» CUCTEMBI CHKATOTr0 BO3/1yXa

BryTpeHHss oT/enKa B (hapMareBTHUECKOM
MIPOMBILLIIIEHHOCTH.

* Marepuaisl

Bcero AYyAUTOPHLBIX YaCOB

4 |2 0

Ownnaitg

0 0 0

9-16

Bropoii paznen

16 8 0

9-10

BaaunauuonHbie padoThl Ha (papManeBTHYECKOM
NpeAnpUsiTHHA.

JlarHas 4acTh pas/ienna Mo3BOJISIET CTYICHTaM O3HAKOMSITCS C
OCHOBHBIMHM dTaniaMH MPOBE/ICHUS BalHIaIlUU: ®
KBanuduxamus npoexra (Design Qualification — DQ ) ¢
Kpanmuduxarms montaxa (Installation Qualification — 1Q) ¢
KBanuduxamus pynkuronuposanus (Operational
Qualification — OQ) * Kpanudukarys sKCITyaTaiu
(Performance Qualification — PQ) ¢ Banunarmus
TexHonoruueckoro nporecca (Process Validation — PV) «
Banunanus ananutuueckux meroauk (Validation of Analitical
Procedures — AV) « Banmuganus metoauk ourctku (Validation
of Cleaning Processes — CV) « Kpanudukarys 1 BaTuaaus
paboTsl cuctem * PeBanuaanus

Bcero ayuTopHbIX 4acoB

4 |2 [0

Onnaity

0 0 0

11-12

IIpeaBapuTebHbIe ITANbI BATUAANMH.

JlaHHas yacTh pa3jiena MO3BOJSET CTYACHTaM YIiyOJIeHHO
W3YYUTH JTalbl BATUAANNN HEOOXOJMBIE TPOBOIUTH JI0
Hayasa BhIITyCKa JIEKApCTBEHHBIX CPEJCTB, A TAK XKe ITarbl
BaJIMJIAIIMHA KOTOPbIe HEOOXOANMBIE TPOBOTUTH MOCTE
MOHTaXa U YCTAHOBKHU BCETO MPOU3BOICTBEHHOIO
00opyIOBaHUS.

KBamu¢pukarms npoekra (Design Qualification — DQ )
Kanmugukarms monTaxa (Installation Qualification — 1Q)
Kpamuduxamms pynkunonuposanus (Operational
Qualification — OQ)

Kpamuduxkarms sxcrutyaranuu (Performance Qualification —

PQ)

Bcero ayuTopHbIX 4acoB

4 IE [0

Onian

0 0 0

13-14

Tanbl BAJIMTAIIMH JOMYCKACMbI€ BO BpE€Msl BbIITYCKa

Bcero AYJJUTOPHBIX YaCOB




JIEKApPCTBEHHBIX CPEICTB. 4 \ 2 \ 0

JlanHast 9acTh paszelia Mo3BOJIseT CTyICHTaM YIIIyOJICHHO Ownutaiin

U3YYUTH 3TAIlbl BAIMIALNUU JAIOIME BEICOKYIO  CTCIIEHb 0 0 0
YBEPEHHOCTH B TOM, YTO KOHKPETHBIHN MPOIECC, METOT UITH
cuctema OyJeT MOCIeI0BaTeIbHO MPUBONTH K PE3yJbTaTaMm,
OTBEYAIOIINM 3apaHee YCTAHOBJICHHBIM KPUTEPHUSIM
MIPUEMJIIEMOCTH.

* Banmmanus Texnonorudeckoro mpoiecca (Process Validation
- PV)

* Banumanus ananutrudeckux Metoauk u cucreM (Validation
of Analitical Procedures — AV)

* Banmumanus metonuk ounctku (Validation of Cleaning
Processes — CV)

15-16

OdopmiieHue 1 TOKYMEHTHPOBaHUE BAJIHIANMOHHBIX Bcero aynutopHbIX 4acoB
MPOILECCOB. 4 |2 |0

* [Inan Bammaanun Ounnaitn

* BajuanmoHHbIN TPOTOKOJ 0 0 0

» OT4YeT 0 MPOBEJICHUN BAJIUIAIUH.

COKpaH_IeHHBIC HaMMCHOBAHUS OHJIAMH OIIIHIA:

O0o3uauenue | [To1HOE HAMMEHOBAHHE

OK OJIEKTPOHHBIN KypC

IIM IToTHOTEKCTOBBIN MaTepual

11JI ITonHOTEKCTOBBIE TEKIINHU

BM Buneo-marepuaisl

AM Aynuo-marepuansl

I1p3 IIpesenTanuun

T TecTsl

5CM DJIEKTPOHHBIE CITPAaBOYHBIE MAaTEPUAIbI
ncC VM HTEepaKTUBHBINA CAalT

TEMBbI IPAKTUYECKUX 3AHATUN

Henesn | Tembl 3ansaTuii / Coaepxanue
3 Cemecmp
1-2 OcHoBHbIE MOHATHUS 0€30MACHOCTH.

*  moJydeHHe MH(POPMAIIUH 110 BOIIPOCAM YCIOBUU TPYy/a U, CIIEI0BATEIBHO,
MPEOTIPEIENSIET MPaBO PAOOTHUKOB Ha TMOTYYEHUE TOCTOBEPHON HHPOPMALIUHU O
COCTOSIHUY YCIIOBHH Tpy/ia HA KOHKPETHOM PaboYeM MECTE U BO3MOYKHBI HETaTUBHBIC
TIOCTICIICTBYS X BIUSTHHSI HA COCTOSTHUE 3/I0POBbSI,;

*  CO3JIaHUE 370POBBIX U OE30IMACHBIX YCIOBHUH TPya HA OCHOBAHUH OTIPEIeIICHUS
00s13aHHOCTEN aIMUHUCTpAIHH (PadOTOAATENS) OTHOCUTEIBHO OCYIIECTBICHUS
MEpOTIPUSATHIA, HAPABJICHHBIX HA 00ECIICUeHUE 3I0POBBIX U OC30MACHBIX YCIOBUH Tpy/a,
CHIDKEHHSI HETaTUBHOTO BIIMSIHUS TSDKENBIX M BPEIHBIX MPOU3BOACTBEHHBIX (PAKTOPOB HA
paboTOCIOCOOHOCTD U 3I0POBHE PAOOTHUKOB;

*  YCTaHOBJICHHE CPOKOB IPOBEJCHUS aTTECTAIIMN PA0OUYNX MECT U ONPEACTICHHS
MEPOTIPUATHIA MO YCTPAHEHUIO HETATHBHOTO BIUSHUSI KOHKPETHBIX (PH3UUECKUX,
XUMHYECKHUX, OMOJIOTHYECKUX U JPYTUX (PaKTOPOB MPOU3BOJACTBECHHOHN CpEIbI;

e ompeneneHue 00I3aHHOCTEH aIMUHUCTPALIMKA OTHOCUTENFHO YIIYUIIIEHUS YCIOBHMA
Tpy/Aa U ObITa )KEHIIMH, HECOBEPIICHHOJICTHUX, HHBAIUIOB U IPYTUX KaTErOpHid
pabOTHUKOB,;




*  YCTaHOBIICHUS JIbTOT U KOMIICHCAIIHMIA 32 HEOJIAaronpusTHBIC YCIOBHS TPY/a,
YTBEPKACHUS MepedHs rnpodeccuii U T0KHOCTEH, KOTOPBIM MPEIOCTABIISAIOTCS JIbIOTHI U
KOMIICHCAINH (CTIeMaIbHOE TUTAHUE, TOTIOJIHUTEIbHBIE OTITYCKA, COKPAIEH Paboymii
JIeHb, CPE/ICTBAa MHANBUAYAIBHOM 3alIUTHI U TOMY [TOJI00HOE), perjJaMeHTaluy MopsaIKa u
(bopM KOMIIEHCALIUU B CIy4ae MOTEpU pabOTHUKAMHU 3/I0POBbs U pPaOOTOCIIOCOOHOCTH HITH
CEMbSIM MOTUOIINX Ha IPOU3BOJICTBE;

* IIOOLIPEHME U YCTAHOBJIEHHE OTBETCTBEHHOCTH 3a COCTOSIHUE OXPAHbI TPY/1a, 1OIUIAT U
JIOTIOJIHUTEIBHBIX JILIOT paOOTHHUKAM 3a paboTy 63 HapylIeHul TpeOoBaHUIT OXpaHbI
TPyAa;

*  BHeJIpEHHE OOIIECTBEHHOTO0 KOHTPOJIS 32 COCTOSIHUEM OXpaHbl TPpyAa, (GOPMYIUPOBKU
00s13aHHOCTEH PO COIO3HOTO KOMUTETA, KOMHCCHUH 110 OXpaHe TPpya U YIOTHOMOYEHHBIX
TPYJOBBIX KOJJIEKTUBOB OTHOCUTEIHHO MTPOBEPKU COCTOSIHUS YCIOBUN TpyAa U COOTIOCHUS
HOPM M CTaHJAPTOB TEXHUKU OE30MACHOCTH Ha KaXKIOM pabodyeM MecTe;

*  peanu3aius LEJIoro psaa Ipyrux MEPONPUITUN C YIETOM 0COOCHHOCTEMN
IIPOM3BOJICTBEHHBIX YCIOBHUH B COOTBETCTBYIOIIMUX CTPYKTYpax MEIUIIMHCKOW OTPACIIH.

Yro npeacrapiisieT ONACHOCTH HA IPOU3BO/ACTBE.

Hapymenue npasui, unctpykuuii 1 COIlos npu usrorosnenuu JIII

He cobntonenue TpeOoBaHMi NPeabABISEMbIX K BCIOMOTaTeIbHBIM (CEPBUCHBIM)
CUCTEMAM.

Hapymenue nmpaBuil IpueMKHU TOBapa

Hapyienne npaBuil XxpaneHus ToBapa

He cooTBeTcTByIOMUN ypOBEHb KOMIIETEHLIUI CIELIMAINCTOB

Hapymenne npasun yanuroxenus JI11

Uckaxxenune undopmaryu rnpu ormycke JIIT

HecBoeBpeMeHHOE N3BATHE U3 PEATU3ALMN HEKAYECTBEHHBIX TOBAPOB
OtcyTcTBHE aHaIM3a OMIKUOOK B JIESITEIbHOCTH CIELIUATUCTOB

OTcyTcTBHE CHCTEMBI MOHUTOPHHTA KadecTBa U 3 dexruBroctr JIIT

Jlonyck K (hapMaleBTHUECKOM JesITeIbHOCTH CIeNUANIUCTOB 0e3 papMoOpa3oBaHHUs

Kputuyeckue BcioMoraTejibHbI€ CHCTEMBI.
* OCHOBHBIE TTOHSITHS.

VYcranosku HVAC.

* OunucTKa, BIXXHOCTh U TEMIIepaTypa Bo3ayXa.
Bopnple ¢papManeBTHIECKAE CUCTEMEI.

» Bona ouniiieHHasl.

* Bojia jurs mHBEKITNHA

VCTaHOBKH IS NBIICOYHILIEHNS.

* IIp11ECOCHI.

[TapoBbie GapMarieBTHIECKUE CUCTEMBI.

» KauecTBo nmapa.

Heo0xoanMpble BCnoMoraTeJTHbIe CHCTEMBbI.

Cucrembl HHQPACTPYKTYPHI.

* MOHUTOPUHTOBBIE CUCTEMBI.

» COOp U XpaHEHHE JTAaHHBIX.

* [T-cucremsl.

BakyyMHbI€ CHCTEMBI.

* CUCTEMBI CIKAaTOro BO3/1yXa

BayTtpennss otaenka B hapMalieBTHUECKOM MPOMBIIIIIEHHOCTH.
* Marepuaisl

BaaupauuonHbie padoThl Ha papMaLEeBTHYECKOM NPeINPUATHH.

JlaHHast yacTh pas/ena Mo3BOJISIET CTYyAEHTaM 03HAKOMSATCS C OCHOBHBIMHU dTallaMH
npoBeaeHus Banuaanun: * Kpanuduxanus npoexra (Design Qualification — DQ ) ¢
Kpanmuduxarms montaxa (Installation Qualification — 1Q) ¢ KBanuduxarms




¢dynkuonuposanus (Operational Qualification — OQ)  Kpanudukarus sxcrTyaraniu
(Performance Qualification — PQ) ¢ Banuarust Texaomornueckoro mporecca (Process
Validation — PV) » Banunauus ananutinueckux Metoauk (Validation of Analitical
Procedures — AV) » Banuganus metoauk ourctku (Validation of Cleaning Processes — CV)
» Kpaymdukarnms u Banmuganust paboTel cucteM * Pepanupanus

11-12

IIpenBapuTeabHbIe TaNbl BAJIHIALNUM.

JlaHHas 4yacTh pa3zena MO3BOJSET CTYACHTAM YIIyOJIEHHO U3YUUTh STallbl BaJIUIaluN
HE00XO0IMMBbIC TIPOBOJIUTH 10 Hayalla BBITYCKA JICKAPCTBECHHBIX CPECTB, @ TAK )K€ ITAIIbI
BaJIMJAIIMH KOTOPbIEe HEOOXOANMBIE TPOBOIUTH MIOCIIE MOHTAXa U YCTAHOBKU BCETO
MIPOU3BOJICTBEHHOTO 000PYIOBAHHS.

Kpanuduxkarms nmpoekra (Design Qualification — DQ )

Kpanudukarms monraxa (Installation Qualification — 1Q)

Kpanmugukanms ¢pynaknronuposanus (Operational Qualification — OQ)

Kpanudukarms skcruryaraiuu (Performance Qualification — PQ)

13-14

DTanbl BATUAANMH J0NyCKaeMble BO BpeMsi BBINYCKA JIEKAPCTBEHHBIX CPEICTB.
JlaHHast 4acTh pas/elia Mmo3BoJsIeT CTYACHTaM yrIyOJIeHHO M3YYUTh STallbl BATHIAIIUH
JIAfOIIKE BBICOKYIO  CTEIEHb YBEPEHHOCTH B TOM, YTO KOHKPETHBIN MPOIIECC, METO/I HJIH
crcTeMa OyIeT MOCIeA0BaTEIbHO TPUBOIUTD K pe3yIbTaTaM, OTBEUYAOIIHM 3apaHee
YCTaHOBJICHHBIM KPUTEPUSAM IPUEMIEMOCTH.

* Banupanus texnonornyeckoro npouecca (Process Validation — PV)

* Banumanus ananutrueckux Meroauk u cucteM (Validation of Analitical Procedures —
AV)

 Bagunarus meroauk ourictku (Validation of Cleaning Processes — CV )

15-16

Od¢opmiieHue ¥ TOKYMEHTHPOBAHUE BAJIMJIAIMOHHBIX IIPOLIECCOB.
e IIiman Bammumanuu

* BanuganmoHHbBIA OIPOTOKOJ

* OTUeT 0 MPOBEJICHNUN BAJIUIAIUH.

OBPA3OBATEJIBHBIE TEXHOJIOI'MA

HuctunnuHa  coBMemaeT B ce0e TpaJulMOHHBIE, WHTEPAKTHUBHBIE W HMH(POPMAIMOHHO-

KOMMYHHUKAIIMOHHBIC TCXHOJIOITMHU, a TaKiXKXE€ COBPEMCHHLIC OUCTAHIIMOHHBIC 06pa3OBaT€J'IBHBIC

TCXHOJIOTHH.

®OHJ OHEHOYHbBIX CPEJICTB

DoHJ OLIEHOYHBIX CpeACTB IO JUCHUIIIINHC obecneynBaeT IMPOBEPKY OCBOCHUS IIAHUPYCMbBIX

pPE3YyIbTAaTOB 06yquI/151 (KOMHGTGHHHI’I n Hux I/IHI[I/IKaTOpOB) MmoCcpeaACTBOM MepOHpI/IHTI/Iﬁ TCKYHLICTO,
pY6C)KHOFO 1 MIPOMCKYTOYHOT'O KOHTPOJIA MO JUCHUIIIINHC.

CBs13b MCKIAY (bOpMpreMBIMH KOMIICTCHIIUAMU H (I)OpMaMI/I KOHTPOJII HUX OCBOCHUA

MpeaAcCTaBJICHA B C.IICI[yIOIJ.ICfI Ta6J'II/II_ICZ

Komnerennus NuaukaTopbl 0CBOCHUA ATTEeCTAMOHHOE MEPOIIPUSITHE
(KII 1)
IK-1 3-11K-1 3, Kn-8, Kn-15
V-IIK-1 3, Ku-8, Ki-15
B-T1K-1 3, Kn-8, Kn-15
I1K-1.2 3-11K-1.2 3, Kn-8, Kn-15
V-IIK-1.2 3, Ku-8, Kn-15
B-T1K-1.2 3, Kn-8, Kn-15




[1K-2 3-11K-2 3, Kn-8, Kn-15

V-IIK-2 3, Kn-8, Kn-15

B-TIK-2 3, Ki-8, Ki-15

IIkajnbl oneHKH 00pa30BaTeNbHbBIX 10CTHKEHUH

[Ikana KakA0ro KOHTPOJBHOTO MEPONPHUATHUS JISKUT B mpeaenax oT 0 A0 yCTaHOBJIEHHOTO
MaKCHUMaJIbHOTO 0aJula BKIIIOYMTEIbHO. MTOroBast arrecranus no AMCLUUIUIMHE oleHuBaercs no 100-
0aJUIbHOM IIKae W MpeACTaBIAeT co00i CyMMy 0amioB, 3apadOTaHHBIX CTYJCHTOM IPU BBHIIIOJHEHUU
3aJJaHUH B paMKax TEKYILEro U MPOMeKyTOUHOTO KOHTPOJIS.

Ntorosas oLieHKa BBICTABISAETCS B COOTBETCTBUHU CO CIEAYIOLIEH IIKAIOM:

Cymma OamnoB | Onenka mo 4-ex Ouenka TpeGoBaHus K YPOBHIO OCBOCHHIO
0aJUIbHOM IIKaJe ECTS y4eOHOM JUCIUILIMHBI

O1eHKa «OTIMYHOY» BBICTABISACTCS CTYACHTY,
€CITH OH TITyOOKO U TIPOYHO YCBOMII
IPOrpaMMHBIN MaTepuall, HCYEPIIBIBAOLLE,
HOCJIEI0BATENIbHO, YETKO U JIOTHUECKU
CTPOMHO €ro u3jiaraer, yMeeT TECHO
YBA3BIBaTh TEOPHUIO C IIPAKTUKOM,
UCTIOJIb3YET B OTBETE MaTepua
MOHOTpadUIECKOHN JINTEPATYPHI.

90-100 5 — «omauunoy A

85-89 B O1LeHKa «XOPOILIO» BBICTABIISETCS CTY/ICHTY,

75-84 C €CJIM OH TBEPAO 3HAET MaTepHuall, TPaMOTHO U

4 — «XXOpoOULO» 10 CYLIECTBY U3JIaraeT €ero, He J0IycKas
70-74 CYILLIECTBEHHBIX HETOYHOCTEH B OTBETE HA
BOIIPOC.

65-69 OLeHKa «yIOBJIETBOPUTEILHO

BBICTABJIACTCA CTYACHTY, €CJIM OH UMECT
3HaHHA TOJIBKO OCHOBHOI'O MaTe€purajia, HO HE
3- YCBOMJI €TI0 JIeTaJIeH, TOMyCKaeT HETOUHOCTH,
60-64 «Y008IEMBOPUMENLHOY E HEJIOCTATOYHO MPABUIIBHBIE (POPMYITUPOBKH,
HapyHIeHUsA JIOTHYCCKOU
TIOCJIICAOBATCIIBHOCTHU B N3JI0OKCHUU
MPOrPaMMHOT0 MaTepraa.

O11leHKa «HEYIOBJICTBOPUTEIILHOY
BBICTABJISIETCS CTYICHTY, KOTOPBIN HE 3HACT
3HAYUTEJILHON YaCTH POrPaMMHOTO

9_ MaTepHaia, JOMyCKaeT CYIIeCTBEHHBIE
Hwuxe 60 F omOku. Kak mpaBuiio, oreHka
«Hey00eNEMEOpUMENLHON «HEYIOBJIETBOPUTEIBHOY CTABUTCS
CTyJIEHTaM, KOTOPbIE HE MOTYT IIPOIOJIKUTE
oOydeHue 0e3 JOTOHUTENLHBIX 3aHATHIHA 1O
COOTBETCTBYIOIICH TUCIUIUINHE.

7. YYEBHO-METOJNUYECKOE U THOOPMAIIMOHHOE OBECIIEYEHHE
YYEBHOU JUCHUTLJIAHBI

OCHOBHAA JIMTEPATYPA:




1. DU A 39 be3omacHOCTb KU3HEACATEIHPHOCTH B XUMUUYECKOW MPOMBINIJIEHHOCTH : Y4eOHHK, Bacun
A. S. [u ap.], Cankt-IlerepOypr: Jlansb, 2022

2. 91 H 67 be3onacHOCTh MPOMBIIIIEHHON MPOAYKIINY : yueOHOe mocooue, J[ooponmrodboBa M. @.,
Jlromanos 3. M., Humerynaesa I'. I1I., Cankr-IlerepOypr: Jlans, 2022

3. DU JI 94 be3zonacHOCTh TEXHOJIOTHYECKHUX MTPOLIECCOB U 000pyI0BaHus : yueOHOEe mocodue,
Jlo6pomo6oBa M. @. [u ap.], Cankr-IlerepOypr: Jlans, 2022

JNOITOJIHUTEJIBHASA JIMTEPATYPA:

1. 50 B40 bezonacHocTh xu3HeaesTenbHOCTH. OXpaHa Tpyaa U OKpyskarouiei cpenbl Boimn.6 , ,
PocroB-na-Jlony: PI’TACXM, 2002

2. 9" K 65 KonTpoas KayecTBa U CTaHAApTU3AIUS JICKAPCTBEHHBIX CPEACTB : yueOHO-METOINYECKOE
OCcOOMe 10 TMPOM3BOACTBEHHON MPAKTHKE : yaeOHO-MeToIn4Yeckoe mocodue, , Mocksa: [DOTAP-
Memna, 2018

3. DU 11 38 KonTposb kauecTBa JeKapCTBEHHBIX cpencTs : , Mypanosa JI.U., [Tnerenéra T.B.,
Vcnenckas E.B., Moscow: '90TAP-Menua, 2015

4.61 C72 YyeOHO-METOAMYECKUI KOMIUIEKC JJISi MATUCTPOB 1O AUCUUIUIAHE "OCHOBBI TEXHOJIOTHH
MIPOU3BOJICTBA JIeKapcTBEeHHbIX cpeAcTB" : , Cnuuak W.B., Mocksa: Uuctutyt AiiTu, 2011

5. OU @ 24 dapmanieBTrUecKas TeXHOJIOTHs. M3roTroBneHne JeKkapCcTBEHHbBIX MPENapaTos : , ,
Mocksa: I'90TAP-Mennua, 2014

6. OU K 78 ®dapmarieBTryeckast TeXHOJIOTUs. TeXHOIOTUs JiekapcTBeHHBIX (hopM : , Kpachiok N.1.,
Moscow: I'DOTAP-Menua, 2016

I[MTPOI'PAMMHOE OBECITEYEHUE:

CriennanbHOE IporpaMMHOeE obecriedeHre He TpeOyercs
LMS U UHTEPHET-PECYPCBI:
https://online.mephi.ru/

http://library.mephi.ru/

8.  MATEPHUAJILHO-TEXHWYECKOE OBECIMEYEHMWE YUYEBHOW
JUCLUIINHBI

1. mpoekTop (ayauTopus)
2. Komnerotep
3. UHTEpaKTUBHAs TOCKA (ayAUTOPHUS)

4. KnaBuarypa (ayauropusi)



5. Mpis (ayauropust)

9. YYEBHO-METOJUYECKHUE PEKOMEHJAIIMU JIUIA CTYAEHTOB

B cuny oTCyTCTBHS J1OCTaTOYHOTO KOJHMYECTBA YUEOHO-METOAWYECKON JIMTEpaTyphl 110
JAHHOMY HAalpaBJEHUIO, 0CO00€ BHUMAaHHE YJENSIETCd CAMOCTOATEIBHOMY IIOMCKY CTYIEHTOM
MaTEepHaJioB MO0 TEMAaTHUKE 3aHATHS U AajJbHEeHIIeMy OOCYXICHHIO MX C IpenojaBaTejeM BO BpeMs
IIPAKTUYECKUX 3aHATUH.

CamocrosrenbHas paboTa HPOBOAUTCA C LEIbI YIIyOJIeHUs 3HAHUM IO JUCLUIUIMHE U
IIPElyCMAaTPUBAET:

- CaMOCTOATENbHOE HW3YYEHHE HOPMAaTUBHOM  [OKyMEHTAlMM IO TEME€ 3aHATHA,
3aKOHOJIaTeJIbHOU 0a3bl;

- paboty ¢ UHTepHEeT-UCTOUYHUKAMU;

- [IOATOTOBKE BOIIPOCOB JJIs1 OOCYKIEHMS C IIPENnoaBaTesieM Ha MPAKTUYECKUX 3aHATHIX;

- IOJITOTOBKY K pa3IMYHbIM (popMaM KOHTPOJIS.

[TporpaMMoil TUCUMIUIMHBI MIPEIYyCMOTpPEHA MOATOTOBKA pedepara 1Mo OTAEIbHBIM pa3zeiam
W3Yy4aeMOH IHUCLUIIINHBIL.

[TInaHupoBaHue BpEMEHM Ha CaMOCTOATENbHYIO padoTy, HEOO0XOAMMOro Ha H3yueHHE
HaCTOSIEH TUCHMIUIMHBI, CTyJE€HTaM HEOOXOIMMO OCYLIECTBISTh BECh CEMECTp, IpelaycMaTpuBas
IIPY 3TOM PETYISPHOE MOBTOPEHUE MPOMIEHHOIO Marepuana. Marepuall, 3aKOHCIIEKTUPOBAHHBIA Ha
JEKUUAX, HEOoOXOJUMO pEryjsipHO [OMNOJHATb CBEACHUSIMH U3 JINTEPATYpPHbIX HCTOYHHKOB,
IIpE/ICTAaBICHHbIX B pabouell mporpamme, pa3BHUBATh IIOJyYEHHbIE 3HAHUSA, Y4YacTBYsS B Hay4dHOU
JMCKYCCHH Ha MPAKTHYECKUX 3aHATHIX U B MIPOIECCE BHITOJHEHHS MTPAKTUYECKUX PadoT.

Jlna paciumpeHnys 3HaHUN 10 AMCLMIIIMHE PEKOMEHYETCs UCI0JIb30BaTh MHTEpHET-pecypehl:
IIPOBOAMTH IMOMCK B Pa3IMYHBIX CUCTEMAX M HUCIOJIb30BaTh MATE€pPHANIbl CaliTOB, PEKOMEHIOBAaHHBIX
IIpenojaBaTesieM Ha JIEKIIMOHHBIX 3aHATHSAX.

Martepuansl, HCIIONIb3yEMBbIE IIPU KOHTPOJIE 3HAHNI CTYIECHTOB

1. KomtokBuym(cobeceioBanue).

2. 'ToroBelif KOHTPOJIb B BUJIE 3aUeTa

10. YYEBHO-METOJNYECKHWE PEKOMEHJIAIIVUM JIJISI TPENIOJABATEJIEN

MHorue u3 MaruCTpaHTOB 3aKOHYWJIM PETHMOHAIBHBIE YHUBEPCUTETBI, B KOTOPBIX BOIPOCHI
MEHEDKMEHTa KauyecTBa M Ha HMX OCHOBE BOIPOCHI 0O€30IaCHOCTH IPOM3BOJACTBA BOOOLIE HE
paccMmaTtpuBanuck. [loaromy HeoO6XxoauMo oco0oe BHUMAaHHE YAEIMTb BBOJHBIM pa3jeiiaM,
MOCBAIICHHBIM TOHATHUAM yIIpaBieHUs (papMaleBTHUECKON JeqTelnbHOCThI0. B CBS3M € 3TUM
HEOO0X0AMMO cJeNlaTh YHOp Ha KOMIUIEKCHBIM MOJIXOA K M3JIOKEHHIO Kypca C YYeTOM 3HaHUs
HalMoHaneHOro crangapta GMP (Hamiexamasi NMpou3BOACTBEHHas! MpPAaKTHUKA). JISKIMM JTOJKHBI
CONPOBOXKAATHCS HATISAIHBIM HJUTFOCTPAaTUBHBIM MAaTE€pUajoM, B YAaCTHOCTH, C HCIOJIb30BAHHEM
KOMIIBIOTEPHBIX Tpe3eHTauui. CreayeT ynaeiauTb o0cob0e BHHUMAaHHE MPAKTUYECKUM 3ajjadam,
BBIMIOJTHSAEMBIM CAaMHMM CTyJEHTaMH TpH padoTe HaA TEeKyIIUMHU 3aJaHusMu. Jlomyckaercs
UCIOJIb30BaHUE CTYJEHTaMH CIIPAaBOYHBIX MaTEpHUaoB (CTaHAAPTOB, INIOCCAPUEB) HEOOXOIUMBIX AJIs
pa3pabOTKK MPOIECCHBIX MOJENeH, MaTpUll paclpeaesieHUs] OTBETCTBEHHOCTH U MOJHOMOYMA,
NOJUTUK U 1eseid. PopMynupoBKY MPAKTUYECKUX 3a/laHUM CIelyeT BBINOJHATH MOJPOOHO, a TaKKe
JIOMyCKaTh UCIMoyb30BaHue VHTepHeT-pecypcoB MpHu paboTe Ha/l 3aJJaHUSMHU.

KoHTtposb paboThl cTyIeHTa IPOBOIUTH B CIEIYIOLIEM BUJIE:



2 KOHTPOJIBHBIE TOUKH B T€UCHHE 3 ceMmecTpa — cobeceroBanne (KOJUIOKBHYM) B YCTHOM BHJIE
Ha 8 1 Ha 16 Henene. 3a4eT MO OKOHYAHUIO 3 CEMECTpa.

ABTOD(BI):

babckuit Muxann BnaguMupoBud, K.T.H., JOIEHT



