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1. Henn, 3272494 U IVIAHUPYEMbIe Pe3yJIbTAThI 00y4eHHS M0
AUCHUILIAHE

K oCHOBHBIM measiM OCBOCHHS ITUCHMIUIMHBI «MeToabl cepTUhUKAUUU U KOHTPOJIS B
OMOTEXHOJIOTMYECKOM IIpoLecce» CileayeT OTHeCTH: (OPMUPOBAHHE y CTYACHTOB 3HAHUNA 00
OpraHu3ali U MPOBEJACHUU KOHTPOJS Ka4eCTBA ChIPbs, MPOMEKYTOUHBIX U TOTOBBIX MPOIYKTOB,
3HAHUM O CGpTH@HKaHHH OHMOTEXHOJIOTHYECKUX IMPOAYKTOB IJIA H&HBHGﬁHKHO HUCIIOJIBb30BaHHUA B
HAYYHO-HCCIIEIOBATEILCKON U MPOPECCHOHATBHOMN JIeITeILHOCTH.

OCHOBHBIMH 3aja4aMU Kypca sIBISICTCS (OPMUPOBAHUE Y CTYICHTOB 3HAHUN 00 OCHOBHBIX
KPUTCPUAX Ka4€CTBA IIPOJAYKTOB OMOTEXHOJIOTHYECKHAX IMPOU3BOACTB, OCBOCHNEC OCHOBHBLIX MCTO/10B
(U3UKO-XMMHUYECKOT0, OMOJIOrMYECKOT0 KOHTPOJIS KauecTBa U O€30MacHOCTH OMOTEXHOIOTUYECKOM
MPOIYKIIMH U OCBOCHUE TEXHOJIOTUU CepTU(UKAIIMKI OMOTEXHOIOTUYECKON TPOAYKIIHH.

OO6yuenue o aucruminHe «MeToasl cepTu(UKAMKY U KOHTPOJIS B OMOTEXHOIOTHYECKOM
IPOLIECCE) HANpPaBICHO Ha (OpMHUPOBaHME Yy OOydYaroIUXcs CIEIYIOIUX KOMIETEHLUH,
IIPUBE/IEHHBIX B Tabauue 1.

Tabnuma 1 — WNunukaTopel JIOCTUKEHUN KOMIICTEHITNI o
«MeTobl cepTUdHUKAITUU U KOHTPOJIS B OMOTEXHOJIOTHYECKOM IIPOIIECCE)

JUCHUIIIINHE

Ko u HanmMeHnoBanue
KOMIIeTeHI NI

NHaukaTopbl J0CTHKEHUsI KOMIIEeTeHIIUH

1

2

OIIK-5. Cnocoben
IKCILTYyaTHPOBATh
TEXHOJIOTMYECKOE
000pyI0BaHUE, BHITIOIHSTh
TEXHOJIOTHYECKHE
OTIepaIlnH, YIPABISTh
OMOTEXHOJIOTMYECKUMHU
mporeccam,
KOHTPOJIUPOBATH
KOJIMYECTBEHHBIE U
KauyeCTBEHHBIE IIOKA3aTEN
MOJTy4aeMO# MPOTYKIIUU

NOIIK-5.1. 3HaeT OCHOBHBIE METOJbI HACTPOWKH U 3KCILTyaTalluU
TEXHOJIOTUYECKOTO  00OpYy/JOBaHMs;  OCHOBHBIE  METOJUKHU
BBITIOJTHEHUS TEXHOJIOTUYECKUX OllepaLuii;

NOIIK-5.2. YmMmeer paboTtath TEXHOJIOTMYECKUM
000pyZI0BaHHEM;  BBIMOJHATH  TEXHOJOTMYECKHE  OIepaluH,
yHOpPaBIATh OMOTEXHOJOTMUECKUMHU MPOLIECCAMHU, KOHTPOJIUPOBATh
KOJIMYECTBEHHbIE M KAayeCTBEHHbIE II0Ka3aTeNu IOIydaeMOoun
POIYKLHK;

NOIIK-5.3. Biageer OCHOBHBIMHM HaBbIKAMHU 3KCILTyaTalluu
TEXHOJIOTUYECKOTO  O00OpYJOBaHHUS, HAaBBIKAMU  BBIMOJIHEHUS
TEXHOJOTMYECKHUX oreparuii, MeTOoJIaMHU yIpaBlIeHUs
OMOTEXHOJIOTMYECKMMH MPOLECCAMU U KOHTPOJIS KOJTMYECTBEHHBIX
Y Ka4E€CTBEHHBIX MOKa3aTesiel MoayyaeMol IpoTyKIUU

OIIK-6. Cniocoben
pa3zpabaThIBaTh COCTaBHBIE
4acTU TEXHUUYECKOM
JOKYMEHTAIUH, CBI3aHHOM
¢ mpodeccrnoHanpHON
NESATEIILHOCTHIO, C YIETOM
JEHCTBYIONINX CTAaHIaPTOB,
HOPM U IIPaBUJI

NOIIK-6.1. 3naer coctaB U TpeOOBAHUS K TEXHUYECKOM
JIOKYMEHTallUH, CTaHapThl, HOPMBI U NIPaBUIIA;

NOIIK-6.2. Ymeet pazpaboTath ¢ HOpPMAaTUBHOM
JIOKyMEHTaluel, pa3padaTbiBaTh COCTaBHbIE YACTH TEXHUYECKOM
JIOKYMEHTALUU

NOIIK-6.3. Bnaneer HaBbIKaMu pa3paOOTKH OTAEIbHBIX
pa3esioB TEXHUYECKON TOKYMEHTALMU C yYE€TOM AEUCTBYIOLINX
CTaH/IapTOB, HOPM U MPABUI




[Tponomxenne Tabmuipr 1

1

2

IIK-3. Cnocoben
OCYIIECTBJIATH MOJATOTOBKY
3JIEMEHTOB JIOKYMEHTAIIHUH,
MIPOEKTOB ILTAHOB U
MIPOrpaMM MPOBEICHUS
OTJICJIBHBIX TAIOB PadOT

NIIK-3.1. 3HaeT METOABI U CPEACTBA INIAHUPOBAHUS HAyUHBIX
MCCIICIOBAaHUI U ONBITHO-KOHCTPYKTOPCKUX Pa3pabdOTOK, METOIBI
pa3pabOTKN TEXHUYECKON JOKYMEHTALMU, HOPMAaTUBHBIE Oa3bl 1715
cocTaBjIeHUs1 0030pOB, PELICH3UMN, OT3BIBOB, 3aKJIFOUEHUI HA
TEXHUYECKYIO TIOKYMEHTALIUIO;

NIIK-3.2. YMeeT npuMeHITh HOpPMaTUBHYIO JOKYMEHTALHUIO,
0(OPMIIATH POEKTHI KaJCHJAPHBIX IIJIAHOB U IIPOrpamMm
MIPOBE/ICHUS OT/ICJIBHBIX HJIIEMEHTOB HayYHO-UCCIIEI0BATEIbCKUX U
OIBITHO-KOHCTPYKTOPCKHUX paboT, 0POPMIISATH 371€MEHThI
TEXHUYECKOH JOKYMEHTAIlUN HAa OCHOBE BHE/IPCHHUS PE3yJIbTATOB
HAYYHO-HMCCIIEIOBATEIBCKUX padoT;

NIIK-3.3. Biiageet HaBBIKAMU COCTABIICHUS HHPOPMAITHOHHBIX
0030pOB, MPOBECHUS PAOOT MO (POPMHUPOBAHUIO JIEMEHTOB
TEXHUYECKOH TOKYMEHTALlMU Ha OCHOBE BHEAPEHHS PE3YJIbTATOB
HAYYHO-HMCCIIEIOBATEIBCKUX paboT, pa3paboTKH MporpaMm
MIPOBE/ICHUS OT/ICJIBHBIX YJIEMEHTOB HayYHO-UCCIIE0BATEIBCKUX U
OIBITHO-KOHCTPYKTOPCKHUX paboT

[1K-7. Cnocoben
OCYILIECTBJISATH KOHTPOJIb
KauecTBa ChIPbS,
MIPOMEXKYTOYHBIX
MPOIYKTOB U roTOBBIX BAB
B COOTBETCTBHH C
periiaMeHToOM

UIIK-7.1. 3HaeT TEXHOJOTHUIO U KOHTPOJIb Mpou3BoACcTBa BAB;
[oKa3aTeu KauecTBa OMOTEXHOJIOIMUECKONW MPOAYKIUH;
CTaTUCTUYECKHE METOJIbI YIIPABJICHUS Ka4eCTBOM IIPOIYKIIHH;
BU/IbI OpaKa U ero yueT B IPOU3BOACTBE OMOTEXHOJIOTUYECKON
POAYKLUY;

NIIK-7.2. YMmeeT npon3BOIUTh aHAIN3 KaueCTBa ChIPbS IS
OMOTEXHOJIOIMYECKOTO IIPOU3BOJICTBA B COOTBETCTBUU C
pErIaMeHTOM; ONIPENEIATh COACPKaHNE OCHOBHOT'O BELIECTBA B
rotoBbIx BAB; onpenensiTh aKTUBHOCTb JEHCTBYIOIIETO BEIIECTBA
B TOTOBOM OMOTEXHOJIOTHUECKOM Iperapare; OnpeaensiTh
COZIepKaHUE KIIETOK MPOIYLIEHTa B IIPOAYKTAX, MOJYUYEHHBIX C
ITOMOIIBI0 MUKPOOPTaHU3MOB; AaHAJIM3UPOBATH IIPETEH3UU OT
noTpeduTenei o kauecTBy MPOAYKIUN OMOTEXHOIOIMYECKOTO
IIPOM3BOJICTBA; BECTH YUET AEPEKTHOMN MPOTyKIIUU
OMOTEXHOJIOIMYECKOT 0 TPOU3BO/ICTBA; AHAIM3UPOBATH IPUUHMHBI
MOSIBJICHUS Je(EKTHOM MPOIyKIIUU OMOTEXHOIOTHYECKOTO
IPOM3BOJICTBA, IPOM3BOIUTH pacueT BEPOSATHOCTH (PAaKTOPOB
MOSIBJICHUS ¥ 3HAYCHUM TTOCIEACTBHUM;
pa3pabaTbIBaTh NPEATI0KEHUS M0 CHIXKEHUIO (IIPEAOTBPALLCHHUIO)
MIPOM3BOJICTBA 1€(DEKTHBIX MPOTYKTOB;

NIIK-7.3. Bnageet MeTOqMKaMy OLIEHKH BXOJHOTO KOHTPOJIS
Ka4ecTBa ChIPbs, UCIOJIb3YEMOro B OMOTEXHOJIOITHYECKOM
Ipoliecce; MPOBEAEHUS KOHTPOJIS KauecTBa MPOMEKYTOUYHON 1
rOTOBOM OMOTEXHOJIOTHYECKOM MPOIYKIIHUHU; PACCMOTPEHUS
pexstaManuii o kauectsy bAB; BBISIBIIEHHS] KPUTHYECKUX
(onacHbIX) (paKTOPOB OTAETBHBIX TEXHOJOTHUECKUX OTEpalnsix
OMOTEXHOJIOTUYECKOT 0 IPOM3BOJICTBA; Pa3pabOTKH MEPOTIPUATUN
C LIEJIBIO YCTPAHEHUS PUCKOB WIIM CHUIKCHMSI UX 10 JOILyCTUMOTO

YPOBHS U TIOBBITIICHUSI 0€30TIACHOCTH BBIITYCKAEMOMA
OMOTEXHOJIOTMYECKOI MPOAYKIINU




2. MecTO AMCHMILIMHBI B CTPYKTYpe 00pa30BaTeJIbHOM NMPOrpaMMbl

Jucnurumba «Metoabl cepTu(UKaUK U KOHTPOJISI B OMOTEXHOJOTHYECKOM MPOIIECCe
OTHOCUTCS K 4YHCIy MNpo(hecCHOHANBHBIX YYEOHBIX AWCIUILIMH 70 6b100py 0a30BOTO IIHMKIIA
(b1.2.2/1.3) ocHOBHOI1 00pa30oBaTEILHOM MPOrpaMMbl OaKajgaBpuaTa.

«Metonbl cepTu(dUKAIME ¥ KOHTPOJIS B OMOTEXHOJIIOTHMYECKOM TIPOIECCE» B3aMMOCBS3aHA

JIOTUYECKH U COACPIKATEIbHO-METONYECKH CO CICIYIONMMU JuciUIInHaMu 1 paktukamu OOIT:
— OMOXUMMSL;
— 00mast GMOJIOTHS U MUKPOOUOIIOTHS;
— TIPOIIECCHI U anmapaThl OMOTEXHOJIOTHUECKUX MMPOU3BOJICTB;
— IIPOMBIIIUICHHAs] OMOTEXHOJIOTHS;
— OCHOBBI OMOTEXHOJIOTHH.

3. CTpyKTypa u coaep:kaHue TUCUUILIHHBI

OO6m1ast TpyA0€MKOCTh JUCIUIUIMHBI cOCTaBsieT 3 3aueTHhIX enunuilbl (108 gacos).
JucuuruiiHa nzy4daetcs Ha 4 Kypce B 8 ceMecTpe B TeueHue 18 Henenb. Ay TUTOpPHbIEC 3aHATHS
72 4vaca. Jlekuuu — 36 4acoB, CEMUHAPCKHE 3aHATHUS — 36 YacoB, CaMOCTOSTEIbHBIC PadOTHI — 36
yacoB. Popma KOHTPOJIS — 3a4€T.

3.1 Buabl yueOHOH padoThI H TPYI0EMKOCTH
(mo popmam 0OyueHHsT)

Buj yueOHoi paboThI U TPYI0€MKOCTh NipuBezieHa B Tabmutie 3.1.1 mo ouHoit popme oOydeHus

Tabmuma 3.1.1 - Ounas popma 0OyueHus

Ne Bua yue6Hoii padoTsI KoauuecTBo CeMecTpbl
n/n 4acoB 8
1 | AyauTopHble 3aHATUSA 72 72
B ToMm uucre:
1.1 | Jlexkmum 36 36
1.2 | CeMuHapckue/mpakTUYECKUE 3aHITUS 36 36
2 | CamocrosiTenbHas padora 36 36
B toM uucie:
2.1 | IlpopaboTka JEKIIMOHHOTO MaTepuaa 16 16
2.2 | IloarotoBka Kk ceMuHapam 20 20
3 | IIpomeskyTOUHas aTTeCTalUs
3auer/nud.3auer/IK3aMeH 3auer 3auyeT
Hroro 108 108




3.2 TemaTruuyeckuii nJjiaH N3YYCHHUSA NUCHUIITTUHDbI

(mo popmam 0OyueHwMsT)

TemaTuyeckuii 1IaH JUCHUIUIMHBI IpUBEACH B Tabnuie 3.2.1 mo ounoit hopme oOyueHus.

Tabmuua 3.2.1 - Ounas popma oOydenus

n/n

Pa3zneibl/TeMbl
JTUCIHUILIHHBI

TpyaoemMkocTh, yac

Bceero

AynutopHas padora

Jlexkun

Cemunapckue/
IpaKTHIECKHE
3aHATHS
JlaboparopHbie
3aHATHS
[IpaxTuueckas

IIOITOTOBKA

CamMocrosiTe/IbHAA

padoTa

2

(9]
(o)
|

Paznen 1. HopmaTuBHO-TEXHMYeCKAasI
AOKYMEHTALMS B OUOTEXHOJIOTHYECKOM
MPOU3BOJCTBE

Tema 1. OcHOBHBIE ITOJIOKEHUS
CTaHJapTH3ALUU

Tema 2. 3akonogarenscTBO Poccuiickoii
deneparuu B chepe TEXHUIECKOTO
peryIupoBaHHUs

10

Tema 3. ['ocynapcTBeHHas cucTeMa
crangaptuzanuu PO

10

Paspnen 2. XapakrepucTiHka 0CHOBHBIX
3TaNOB OMOTEXHOJIOTHYeCKHX
MPOU3BOACTB M UX KOHTPOJIb

Tema 4. Uneatudukarms
MHUKPOOPraHU3MOB, 0OHAPYKEHHBIX B
BO3/yXe MUKPOOHOIOTHIECKOH
naboparopuu

Tema 5. MeToabpl KOHTPOJIA
0aKTEpPHOJIOTUIECKUX [TUTATEILHBIX CPEl.
IIpoBeneHue KOHTPOIISI KauecTBa
MUTATEIbHBIX CPENT

Tema 6. Opranu3aiusi BHyTPEHHETO
KOHTPOJIS Ka4eCTBa CAHUTAPHO-
MHUKPOOHMOJIOTHIECKUX UCCIIETOBAHIMA BOJIBI,
MIPUMEHSAEMOM IS HY K
OMOTEXHOJIOTHYECKUX ITPOU3BOJICTB

Tewma 7. KonTpons nponecca ¢pepMeHTaIim

Tewma 8. KoHTpoh KauecTBa CTEPUITH3AIIH
U Ie3uH(EKIMH

Tewma 9. Opranuzanus KOHTPOJIS 3a
COOJIFOICHHEM NPABHJI XPaHEHHS
OMOTEXHOIOTNYECKOU MPOAYKIIUH 1
YTUIM3aLUU OTX0I0B ONOTEXHOIOTHUECKIX
MPOU3BO/ICTB.




IIpomomxenne Tabmuer 3.1.1

1 2 3 4 5 6 7 8
Tema 10. Kortpons xkagecTBa 14 2 8 4
OMOTEXHOIOTMYECKOM MPOTYKIUH

3 Pa3nen 3. JlokyMeHTAI[UsI CHCTEMBI

MEHeIKMEHTA Ka4yecTBa B 0011eM
TOKYMEHTO000POTE OPraHu3aluH

Tewma 11. JlokymeHTaIUs KOHTPOJIS 8 4 4
KadecTBa OMO(dapManeBTUIECKOI
npoayKuuH. Bunsl n crpykrypa
JOKyMEHTAIMH TIPEIPHATHS

Tewma 12. MexayHapoaHbIE CTAaHAAPTHI B 14 4 8 2
cthepe MEHEIKMEHTA KauecTBa 1
0e30MacHOCTH OMOTEXHOJOTHUSCKUX
MPOU3BOJICTB ¥ TOTOBOU MPOTYKIHH

Hroro | 108 36 36 36

3.3 Conepskanue QM CHUANIMHBI

Pa3znen 1. HopmatuBHO-TEXHUYECKAs! JOKYMEHTAIUSI B OMOTEXHOJIOIMYECKOM MPOU3BOJCTBE

Tema 1. OcHOBHBIE ITOJIOKEHUSI CTAaHAAPTU3ALINN.

Hctopuss pasButus crappaptusauuu. CraHoBieHME  cTaHzapTusauuu B Poccum.
®enepanbhbiil 3akoH Ne 162-D3 «O crangaptuzauuu B Poccuiickoit ®enepanumn». Onpenenenue,
€Y, 3a7]a4i, IPUHLIMIIBI CTAaHIaPTU3ALMU, OCHOBHbBIE TEPMUHBI (CTaHIAPT, TEXHUUYECKUE YCIOBHUS,
HAI[MOHAJIbHBIA CTaH/IAPT, CTAHAAPT OPTaHU3ALNHN).

Tema 2. 3akoHoaarenbcTBO Poccuiickoit enepanum B cepe TEXHUIECKOTO PEryJIupOBaHUs.

3axoH Poccuiickoil penepaunu «O TexHuueckoM perynupoBanun». Cdepa peryarupoBaHus.
[lenu, NpUHLIKIIBI TEXHUYECKOTO PETYIMPOBAHUS, COAECPKAHUE, OCHOBHBIE TOJIOKEHNS U TEPMUHBI
(cepTudukanus, cepTUPUKAT COOTBETCTBUS, TMOIATBEPKICHHE COOTBETCTBUS, TEXHHUYECKOE
peryaupoBaHue, TEXHUUYECKHH periaMeHT U Ap.). DopMbl MOATBEPKACHUS COOTBETCTBHS. 3HAKH
COOTBETCTBUS HAIIMOHAJIbHBIM CTaHAapTaM. 3HAK OOpaIleHUs Ha PhIHKE.

3akoHonatenbcTBO Poccuiickoit @enepanuu 06 obecriedeHnu eMHCTBA U3MEpPEeHUH. 3aKoH
Poccuiickoit penepaunn «O0 obecrieyeHNM €IUHCTBA M3MepeHMiD». OTHOIICHUS, PeryupyeMble
3akoHOM. Cdepa perynupoBaHus. 3akoHoaatesnbcTBO Poccuiickoit denepaunn 06 obecriedeHun
€MHCTBA U3MEpEeHUH (yKa3aTb KOHKpETHbIE HOpMaTUBHBIE JOKYMEHThI). OCHOBHOE COIepKaHHE.

Tema 3. ['ocynapcTBeHHas cucrtema crangapTusanuu PO.

Knaccudukanus crangaproB. Kareropuum u Buasl crangaproB ('OCT; OCT; TVY; PH).
Crpykrypa crangapta. OOsi3aTenbHble TpeOOBaHHMS TEXHUYECKHUX perjamMmeHToB. [IpuMenenwme,
pa3pal0oTKa M HaJ[30p 3a UCIIOJIb30BAHUEM CTaHIapTOB.

HopMmaTuBHO-TexHHUECKHE JIOKYMEHTHI, UCIIOJIb3yEMBbIE B MIPOU3BOJICTBE
OMOTEXHOJIOTMUYECKON TPOTYKIUH.

Paznen 2. XapaktepucTrka OCHOBHBIX 3TallOB OMOTEXHOJIOTHYECKUX TPOU3BOJICTB U UX
KOHTPOJIb

Tema 4. Wnentudukanus MHUKPOOPraHU3MOB, 00OHapy>KEHHBIX B BO3IyXe
MHUKPOOHOJIOTHYECKOH Tab0paTOPHH.

Omnpenenenne oOuero MukpooHoro uucia. CaHUTaApPHO-MHKPOOHOJIOTHYECKUH KOHTPOJIb
B0o3yXa. OCOOEHHOCTH MOCTAHOBKHU TECTOB Ha 3Tarne HACHTU(UKALINH.

Tema 5. MeTo1bl KOHTPOJIST 0aKTEPHOTOTUUECKUX MTUTATENBHBIX cpell. [IpoBeneHrne KOHTPOIIs
KauecTBa MUTATENbHBIX CPENI.




Tema 6. Opranu3zanus BHYTPEHHEI0 KOHTPOJIS KauyecTBAa CAHUTAPHO-MUKPOOHOIOTUYECKUX
UCCIICIOBAaHUH BOJIbI, IPUMEHIEMOH [Tl HYKJ] OMOTEXHOJIOTHYECKUX ITPOU3BO/ICTB.

Omnpenenenne 0OIUX U TEPMOTOJIEPAHTHBIX KOJIM(OPMHBIX OAKTEPHii B BOJIE.

Tewma 7. KonTpoub nporiecca ¢pepMeHTAIUH.

Omnpenenenue KoHIEHTpauuu 6uoMaccsl. OnpenenaeHne KOHIEHTPalui KOHEYHOT 0 MPOIYKTa.
MOHUTOPHHT MPOLECCOB (PepPMEHTALIUH.

Tema 8. KonTposb KauecTBa CTEpUIM3aLUU U 1E3MH(EKIUH.

Meroanueckue ykazanus. My-287-113 no ae3uHdpexnnn, mpeacTepruaIn3alMOHHON OYUCTKE U
CTEpUIIM3aLUU U3JEINN MEIULIUHCKOro Ha3HaueHus. CTpyKTypa TOKyMEHTa.

Tema 9. Opranu3zaiusi KOHTPOJIA 32 COOJIOACHUEM MPABUII XpaHEHHs] OMOTEXHOIOTUYECKOM
IPOAYKLIUH U YTUIU3ALUU OTX0/10B OMOTEXHOJIOTHYECKUX TPOU3BOICTB.

[lenb KOHTpOJIA M €r0 OCHOBHBIE HampaBieHHUs mpenaparoB. KoHTpoap TeMneparypHbIX
peKUMOB MHKyOanuu U xpaHeHus. KoHTponb ycinoBuil XxpaHeHus OuonpenaparoB. KoHnTpouss 3a
NOJArOTOBKOM MEIMUMHCKUX [penaparoB K TpaHcrnoptupoBaHuto. Ilpouenypa KoHTposs
TeMIIepaTypbl B TEpMOCTaTaX U XOJIOJHIIbHUKAX.

OOmume TpeOoBaHUs K 00€33apaXMBAHUIO OTXOJOB OHMOTEXHOJIOTMYECKUX IPOU3BOJICTB.
OTtx0/pl, uX Kaccuukanus. CnocoObl yTHIN3ALNH.

Tema 10. KonTposb kauecTBa OMOTEXHOIOTMUECKOM MPOIYKIIHH.

[TonsiTe KayecTBa. MeToabl KOHTPOJIS KadecTBa mpoaykuuu. Opranonentuyeckue, pu3uKo-
XUMHUYECKHE U CAHUTAPHO-TUTHEHUYECKHUE (TT0Ka3aTean 0e3011acHOCTH ) MIOKa3aTeln KayecTBa.

Paznen 3. JlokymMeHTanusi CUCTEMBl MEHEPKMEHTa KadecTBa B OOIIEM JOKYMEHTOOOOpOTe
OpraHu3aLuu

Tema 11. JlokymeHTanusi KOHTPOJIsi KayecTBa OnModapManeBTHIeCKON MpOoayKIuu. Buner u
CTPYKTypa JOKYMEHTALUH NPEATPUATHS.

TexHomornueckne W  TEXHUYECKHH  perjJamMeHTbl, TocyAapcTBEeHHas  (¢apmakores,
(dapmakoreliHbIe CTaThH.

PykoBOZICTBO IO KayeCTBY OpraHM3allMH, JOKYMEHTHPOBAHHbBIE MPOLENYpHl. [[0MKHOCTHBIE
MHCTPYKLHNH, padoune UHCTPYKIMKU. MeTo bl yIpaBiIeHUs TOKyMEHTaMH.

Tema 12. MexyHapoJHble CTaHAAPTHI B cepe MEHEIKMEHTa KadecTBa U 0€30IacHOCTU
OMOTEXHOJIOTMYECKUX MPOU3BOACTB U FTOTOBOW MPOIYKIIHH.

Mexnynapoansiii cranaapt ISO (MCO) 9001-2015 «CucreMbl MEHEIXKMEHTa KauecTBa.
TpeboBaHus».

Mexaynaponuslii crangapr HACCP (XACCII) ISO 22000:2005. Konnenuus HACCP.
Hammonaneneiit cranmapt ['OCT P MUCO 22000:2007 xak HauOosiee 3¢ (deKTUBHAS METOIHMKA
oOecrieyeHns 6€30MaCHOCTH MUIIEBHIX MPOTYKTOB. XapaKTepUCTUKA.

Crangapt GMP - cucrema TpeGoBaHuil K OpraHu3aly IPOU3BOACTBA U KOHTPOIIIO KayecTBa
nexkapcTBeHHbIX cpencTB. Conepxkanue npaBusi GMP mpuUMeHUTENHO K OMOTEXHOJIOTMYECKOMY
npon3BoACTBY. [IpaBuna GMP u Meps1 6e30macHOCTH Mpu paboTe ¢ PEKOMOMHAHTHBIMH IIITAMMAaMH-
IPOAYLIEHTAMHU.

3.3 TemaTnka CeMHHAPCKMX/NIPAKTHYECKHUX M J1a00PaTOPHBIX 3aHATHI
3.4.1 Cemunapckue/mpakTHYECKUE 3aHATUS
1. Pabota c 3akoHOM Poccuiickoit peneparmu «O TEXHUYECKOM peryiupoBaHumny». M3yuenue

CTPYKTYpbl U OCHOBHBIX MOJIO)KEHUH. M3yueHHe OCHOBHBIX TEPMHUHOB, (OpPM MOATBEPKACHUS
COOTBETCTBUS, 3HAKOB COOTBETCTBUS HALIMOHAIBHBIM CTaHAAPTaM M 0OpalleHus Ha phIHKE.



2. Pabota ¢ o61mepoccuiickuM Kiaccu(puKaTOpOM CTaHAAPTOB U IPYTMMHU UCTOUYHUKAMH IS
U3y4YEHUs NEepedyHss HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB, PErIaMEHTHPYIOIUX TpeOOBaHMS K
Ka4ecTBY, 0€30MIaCHOCTH, METO/1aM KOHTPOJISI KaueCTBa OMOTEXHOJIOTHUECKON IPOTYKIUH.

3. Koutponb BoO3ayXa B MHKPOOHMOIOIMYECKOM JabopaTOpuM M IPOM3BOJCTBEHHBIX
noMernieHusax. Pabora ¢ HOpPMaTMBHOW JOKyMEHTAalMed IO H3YyYEHHIO METOJOB CaHUTApHO-
MHUKPOOHOJIOTHYECKOT0 KOHTPOJIS BO3AYXa.

4. KoHTpoub mpoliecca BbIIEIEHUS YUCTOH KYJIbTYpbl MUKPOOPraHu3MoB. O3HaKOMIJIEHHE C
METOJAaMH M JTallaMU BBIACIEHUS YMCTBIX KYJIbTYP MHUKpPOOpraHu3MoB. lIpoBepka KyJbTypbl
JPOXKEeH Ha YUCTOTY. MUKPOCKONIMPOBAHNE U pacCeMBaHUE Ha IJIOTHBIE MUTATEIbHBIE CPEJIbI.

5. KonTponb kauecTBa BOAbI 111 OMOTEXHOJOTNYeCKUX HYk 1. KOHTponb kauecTBa BOABI 110
OpraHOJIENTHUYECKUM U (PU3UKO-XUMUYECKUM MOoKa3aTessiM. PaboTa ¢ HOpMaTUBHOM TOKyMeHTaluen
110 U3YyYEHHIO TPeOOBaHUN K CAHUTAPHO-MUKPOOHOIOTMYECKIM MTOKA3aTEIISIM.

6. M3yuenne TpeOOBaHMH K KOHTPOJIO KadyecTBa TOBapHbIX (opm mpoaykroB. Pabora c
COOTBETCTBYIOIICH HOPMATUBHOW JIOKYMEHTALIUEH.

7. KoHTpoib KayecTBa KUCIOMOJOYHBIX HpoAyKTOoB. PaGoTa ¢ HOpPMaTHUBHBIMHU
JIOKYMEHTaMH, PErJIaMEHTUPYIOLIUMH TpeOOBaHUs K Ka4eCTBY, O€30M1aCHOCTU U METO/1aM KOHTPOJIS
KayecTBa KHCIOMOJIOUHBIX MpPOAYKTOB. M3yueHue (QHU3MKO-XMMHMUYECKMX IIOKa3zaTelliell KauyecTBa
KHUCJIOMOJIOYHBIX IPOJYKTOB, METOJOB OINpejesieHuss U TpeboBaHMM K mokaszarensM. M3yuenue
nokasaresei 0e30MacHOCTH KUCIOMOJIOYHBIX MPOAYKTOB M TpeboBaHMs K HUM. OlLieHKa KayecTBa
KHCJIOMOJIOYHBIX MPOIYKTOB 10 MUKPOOMOJIOTHYECKUM OKA3aTEIISM.

8. KonTponp kauectBa (epMeHTHBIX npenapatoB. Pabora ¢ HalMOHAJIBHBIMM U
MEXTOCYJapCTBEHHBIMM  CTaHJIApPTaM{, BKJIIOYAIOIIUMHU METOJbl ONpPENEICHHUs] aKTUBHOCTU
AMWJIOJUTHYECKUX, HPOTCOJIMTUYECKUX, IEKTOJIUTHUYECKUX, KCHUJIAHO- U LEJUIHOJIOIUTHYECKUX
dbepmenToB. M3ydyenune nokasareneil kauecTsa U 0€30MacCHOCTH, TPeOOBAHUN K HHUM.

9. Pabora ¢ T'OCT P 52249-2009 «IIpaBuna mnpou3BOJACTBA M KOHTPOJS KadecTBa
JIEKapCTBEHHBIX cpenacTB» - Good manufacturing practice for medicinal products (GMP) mno
u3ydeHuro cozepxanus npasui GMP nmpuMeHUTENbHO K OMOTEXHOJIOTHYECKOMY HPOHM3BOJICTBY,
npaswia GMP u mep 6e3omacHocTH IpH padboTe ¢ peKOMOMHAHTHBIMU IITAMMAMHU-IIPOTyLIECHTAMHU.

3.4 TemaTuka KypcoBBIX IPOEKTOB (KYpCOBBIX padoT)
Her

4 YueOHO-MeTOAMYeCKOEe U HHPOPMALIMOHHOE 00ecIiedeHue
4.1 HopmatuBHbie 10KyMeHTbI 1 'OCThI

1. ®enepanbubiii 3aK0H Ne 162-D3 «O cranpaptuzamnuu B Poccuiickoit @eneparivim.

2. ®enepanbHblii 3ak0H "O TexHUYECKOM perynupoBanun’ ot 27.12.2002 N 184-D3.

3. MYK 4.2.2942-11 «MeToapl caHUTapHO-0aKTEPUOJIOTHIECKUX MCCIICIOBAHUA 0OHEKTOB
OKPY’KaIoIIeH cpefibl, BO3AyXa U KOHTPOJISI CTEPUIBHOCTH B 3aMKHYTBIX TTOMEILIEHUSIX ).

4. TOCT P MCO 16000-1-2007 «Bo3ayx 3aMKHYTBIX TOMEIICHUI.

5. MYK 4.2.2886-11 «Meronbl KoHTpois. buonoruueckue M MHUKpOOHOIOrMYECKHe
(bakTopbI.

6. IT'OCT P 52249-2009 «IIpaBuiia mpOU3BOACTBA M KOHTPOJS KAayeCTBA JIEKAPCTBEHHBIX
CPEICTBY.

7. TOCT 34430-2018 «®epMeHTHBIE penapaThl IJ1s MUILIEBON MTPOMBIIIIIEHHOCTH. MeTon
ONpeieTICHUs TPOTEOTUTHUECKON aKTUBHOCTIY.
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8. I'OCT 34440-2018 «DepMeHTHBIE TpenapaTsl AJs MUIIEBON IPOMBIIUIEHHOCTH. MeTo bl
OIpeIeNIeHUs] aMUJIOJUTUYECKON aKTUBHOCTI

4.2  OcHoBHasi JuTEpaTypa

1. Opranuzanus OMOTEXHOJIOTMYECKOro MPOM3BOACTBA : y4yeOHOe mocoOue sl BY30B /

A. A. KpachomranoBa [u ap.] ; mon penmakuuweit A. A. KpacHomranoBoi. — Mocksa :
WznarensctBo FOpaiit, 2023. — 170 c. — (Bpicmiee o6pazoanue). — ISBN 978-5-534-13029-4. —
Texct : onekrponsbli // OOpaszoBarenpHas mmiatdpopma HOpaiit [caiit]. — URL:

https://urait.ru/bcode/519139 (nara obpamenus: 08.09.2023).

4.3 JlomosIHUTe/bHAsS JIUTEPATypa

1. 'openbHukoBa, E.A. MeTtonsl KOHTposisi W cepTUPHUKAIUU OHMOTEXHOJOTMYECKHX
MPOJYKTOB : KPaTKUIl Kypc JEKUHUHA Il CTyJEHTOB 4 Kypca HampaBieHus noarotosku 19.03.01
buotexnonorusi / Cocr.: E.A. I'opensaukosa // ®I'BOY BO «Caparosckuii 'AY». — Capatos, 2016.
—47 c.

2. Kogmanena, C.B., ®ayct, E.A. KonTtponp kauecTBa OMOTEXHOJIOTHYECKUX MPOU3BOJICTB:
KpaTkuil Kypc nekuuit 1 ctynentos Il kypca Hanpasnenus noarorosku 19.03.01 buorexnonorus
/ Cocrt.: C.B. Kosanesa, E.A. ®ayct / ®I'BOY BO Caparosckuii 'AY. — Caparos, 2015. — 57 c.

3. Henyx, A.A. Texuudeckoe peryaupoBaHUE U METPOJIOTHsS: KPAaTKUU KypeC JISKIMH JUIst
CTYJEHTOB CHEUAIbHOCTH (HampasieHus noArotoBku) 27.04.01 «CranaapTuzanus 1 METPOIOT U
/ Coct.: A.A. enyx.// ®I'OY BIIO «Capatosckuii 'AY». — Caparos, 2015. — 79 c.

4.4  DaekTpoHHBbIEC 00pa3oBaTe/bHbIE PeCypChl
HET

4.5 JlnueH3uoHHOe M CBOOOJAHO  paCHpOCTpPaHsieMoOe  IPOrpaMMHOeE
olecrieyeHue
HET

4.6 CoBpemeHHble npodeccuoHaIbHBIE 0a3bl JAHHBIX M MH(POPMALMOHHbIE
CIIPaBOYHbIE CHCTEMbI
HeT

5. MaTtepuajbHO-TeXHHUYECKOe 00ecreuyeHue

Jnia peanu3zanuu paboyeil mporpaMMbl HCIIOIb3YIOTCS:

Jlexuunonnass ayauropusi kadenpel «Xumbuorex» AB5504. (115280, r. Mocksa, yi.
ABTto3aBozackas, a. 16 ctp. 1 (kopmyc 5)), oOOpymoBaHHAs: CTOJBI Y4eOHBIE CO CKaMBSMH,
ayJIMTOpHAas J10CKa, MyJIbTUMETUIHBIA KOMILIEKC (TIEpEHOCHOM MPOeKTOp, HOyTOYK). Pabouee mecto
npenoaaBarens: CToj, CTYJL.

AynuTopust ISl CEMUHApCKUX M MPaKTHUECKUX 3aHATUI Kadenpsl «Xumbuorex» Ap5404a
(115280, r. MockBa, yn. ABTo3aBoickas, A. 16 ctp. 1), obopymoBaHHas: CTONBI y4eOHBIE CO
CKaMbsSIMH, ayAUTOPHAsI JOCKA, MYJIbTHUMEIUUHBIA KOMIUIEKC (MIEPEHOCHOW MPOEKTOp, HOYTOYK).
Pabouee mecTo nmpenopaBaTens: CTOJM, CTYII.
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JIaGoparopus kadenpsr «Xumbuorex» AB54056 (115280, r. Mocksa, yi. ABTO3aBo/ACKas, .
16 ctp. 1 (xopmyc 5)), obopynoBanHas: JlabGopaTopHbIE€ CTONBI, BBITSHKHOW IIKad), BECHI
npenmsnonnbie KERN, Bechl ananutnyeckue Vibra, MarHuTHBIC MeTIaNKH, criekTpodoromerp [1BD-
5300, pH-meTp DKOHUKC, XMMHUYECKas MOIKa, XUMUYECKUE PEAKTHUBbI, XUMUYECKas 10CY1a.

Jlaboparopus kadenpsl « Xumbuorex» AB5406a (115280, r. Mocksa, yi1. ABTO3aBOJICKas, II.
16 crp. 1 (5 xopmyc)), oOopymoBaHHas: jabOpaTOpPHBIE CTOJIBI, OWOPEAKTOp, YCTaHOBKa
OapoMeMOpaHHOW  QwiIbTpaniuM, BaKyyMHBIH  CYIIWJIBHBIA  IKad,  IIeKep-uHKyOaTop
MHUKPOOHOIOTHYECKUA, POTOOMOPEAKTOP, YCTAHOBKA JJISt KyJIbTHBHPOBAaHUS (GOTOTPODOB.

Peanuzanus yueOHON mporpamMmbl JOHKHA 00€CTIeYUBATHCS JAOCTYIIOM Ka)XI0ro CTyJIeHTa K
nH(}OPMaLIMOHHBIM pecypcaM — OubinoTeyHoMy (HOHIY U CETEeBbIM pecypcam MHTepHeT.

6. Meroauyeckne peKOMeHIANH

6.1. MeToauyeckue  peKOMeHJANMU Ui M[penojaBarejss IO
OpraHu3anuy o0y4eHust

OcHoBHast (hopMa M3ydeHUsS U 3aKPEIUICHUS 3HAHUH M0 JAaHHOW TUCIUIUIMHE — JICKIIHOHHAS
Y IIPaKTUYECKas.

OcHOBY yueOHBIX 3aHATUH 1O [AUCHMIUIMHE COCTAaBJISAIOT JeKuuu. B Xome nexuuit
MIPENo/IaBaTellb U3JIaraeT U Pa3bsCHAECT OCHOBHBIC, HaW0OJIEEe CJIOXKHBIE MOHSATUS TEMBI, a TAKXKE
CBSI3aHHBIE C HEH TEOPETUUYECKUE U TTPAKTUUECKUE TPOOTIEMBI, AT PEKOMEHAAINH 110 TTOATOTOBKE K
MPAKTUYECKOMY 3aHATHIO M YKa3aHHS Ha CAMOCTOSITENIbHYIO paloTy.

Ha nepBoM 3aHsTHYU 110 1aHHOW y4eOHON JUCIUTUIMHE HEOOXOIUMO 03HAKOMHTH CTY/IEHTOB
C MOPAJIKOM €€ U3YUYEHHUsI, PACKPBITh MECTO U POJIb JTUCIUIIIIMHBI B CUCTEME HAyK, €€ MPAKTUYECKOE
3HA4YEHHE, IOBECTHU JI0 CTYJIEHTOB TpeOOBaHus Kadeapbl, OTBETUTH HAa BONMPOCKHL. Bo BCTynmuTeNbHOM
YaCTH JICKIIUU 00OOCHOBATh MECTO U POJIb U3y4aeMOW TEMbI B y4eOHOW JUCIUILIMHE, PACKPHITH €€
MPAKTUYECKOE 3HAYCHHE.

B xone neknmoHHOTO 3aHATHS MperojaBaTelb JOJDKEH Ha3BaTh TEMY, YY€OHBIE BOIPOCHI,
O03HAKOMHTH CTYJEHTOB C IIEPEYHEM OCHOBHOM W JOMOJHUTEIBLHON JTUTEPATYPHI 110 TEME 3aHATusA. B
OCHOBHOI 4YacTH JIEKIIUU CJEAYeT PACKPBITh COAEpkKaHHe Y4eOHBIX BOIPOCOB, AKIIEHTHPOBATH
BHUMaHHE CTYJICHTOB Ha OCHOBHBIX KAaTEropHsixX, SBICHUSX M TIpoIeccaX, OCOOCHHOCTAX HX
MpOTEKaHUs. PaCKpbpIBaTh CYIIHOCTh U COJEPHKAHUE PA3TIMYHBIX TOUEK 3PEHUS U HAYYHBIX I10JIXO0/I0B
K OOBSICHEHHIO TE€X WJIM WHBIX SIBICHHUU M TporeccoB. CiemyeT apryMeHTHPOBAHO OOOCHOBATH
COOCTBEHHYIO TIO3WIIMIO TI0 CIOPHBIM TEOPETHYECKUM BompocaMm. [IpuBOAUTE MpPUMEpHI.
[IpenonaBarens AOMKEH PYKOBOAHWTH PabOTON CTYACHTOB IO KOHCIIEKTUPOBAHHIO JICKITHOHHOTO
MaTepuaia, MOTYEPKUBATh HEOOXOJAMMOCTh OTPAKEHHUS B KOHCIIEKTaX OCHOBHBIX TTOJIOKCHHI
M3y4aeMOil TEMBI.

B 3akmrounTenbHON 9acTu NeKIUKU Heo0X0 Mo chOopMyIUPOBaTh OOIIKNE BHIBOABI MO TEME,
pacKphIBAIOIIUE COIEP)KAHUE BCEX BOMPOCOB, MOCTABJICHHBIX B JEKIIUU. OOBSIBUTH IUIAH OYEPETHOTO
CEMHMHApPCKOr0 3aHATHUsA, NaTh KpPaTKUE PEKOMEHAALMU IO IMOArOTOBKE CTYAEHTOB K CEMHHAapy.
Ornpenenutb MECTO M BpPEMSI KOHCYJIbTAllMU CTYACHTaM, MOKEJaBUIUM BBICTYIIUTh Ha CEMHHApE C
JOKJIagaMu B pedepaTaMu Mo aKTyaIbHBIM BOPOCAM 00CYK1aeMOU TEMBI.
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[lenp mpakTHYECKHX 3aHATHI - OOECneuuTh KOHTPOJb YCBOGHMSI ydyeOHOro MaTepuaia
CTYJEHTaMH, pacIIUpeHHe M YIIIyOJeHHe 3HAHHWM, MOJY4YeHHBIX HMU Ha JIGKIUSAX M B XOJe
CaMOCTOSITENIbHOM pabOTHI.

[Tocne kax0ro JEKIIMOHHOTO U MPAKTUYECKOTO 3aHATHUS C/IeTIaTh COOTBETCTBYIOIIYIO 3aTUCh
B JKypHajaxX ydeTa MOCEHIAeMOCTH 3aHATUN CTYJAEHTaMH, BBISICHUTH y CTApOCT Y4YEOHBIX TPYIII
NPUYUHBl OTCYTCTBHUSI CTYJEHTOB Ha 3aHATUSX. [IpOBOAMTH TpynIoBble U WHIWBHAYaJIbHBIC
KOHCYJIbTAIlMU CTYJCHTOB MO BOMPOCaM, BO3HHUKAIOIIUM Y CTYJEHTOB B XOJ€ UX MOATOTOBKU K
TEKYIIeH ¥ MPOMEKYTOYHON aTTeCTallMH 1O Y4eOHOH MUCIUIUIMHE, PEKOMEHIIOBaTh B TIOMOIIb
y4eOHbIE U IPYTHE MaTepUalIbl, a TAK)KE CIIPABOUYHYIO JINTEPATYPY.

6.2. Meroauyeckue YyKazaHusl s O0Oy4alOUIIUXCH 10 OCBOCHUIO
JTUCHUTINHBI

Juctumimna «MeTtoapl cepTuuKany U KOHTPOJsS B OHOTEXHOJIOTMYECKOM ITPOLIECCE
[IpelyCMaTpUBAET JEKLUU U IPAKTHUECKUE 3aHATUS. V3yueHne AUCIMITIIMHBI 3aBEPILAETCS 3a4E€TOM.
VYcenemnoe wW3ydeHHE AUCHHUIUIMHBI TPEOyeT TOCEIIeHUs JICKUWWA, AaKTUBHOM paboThl Ha
IPAKTUYECKUX 3aHSTHUSAX, BBINOJIHEHMS] YYEOHBIX 3aJaHUN IpEenojiaBaTeis, O3HAKOMJIEHUS C
OCHOBHOM M JTOIIOJIHUTEIILHOM JINTEPATypPOM.

[Ipy MOArOoTOBKE K IJEKIMOHHBIM 3aHATUAM CTYyJIEHTAaM HEOOXOAMMO Tepel O4YepeaHOu
JeKIMed HeoOXOAMMO NPOCMOTPETh IO KOHCIEKTYy MaTepuan mnpeablaymeil nekuuu. [lpu
3aTpyJHEHUSX B BOCHPUITHM MaTepuana cleAyeT OoOpaTUTbCcs K OCHOBHBIM JIMTEPATYPHBIM
ucrouHukaM. Ecnu pazoOparbess B MaTepuasie ONSATh HE YAAJIOCh, TO 0OpaTUTECh K JIEKTOpy (10
rpaduKy ero KOHCYJbTalMil) WM K MPENo/IaBaTeN0 Ha MPaKTUYECKUX 3aHATUSX.

[TpakTHyeckue 3aHATH 3aBEPIIAIOT U3yUYeHHE HanOoIee BaKHBIX TeM Y4eOHOUH AUCIUTUIHHEI.
OHH ciyKaT AJis 3aKperieHns] U3yUYEHHOTO MaTepHalia, pa3BUTHUS YMEHUN U HaBBIKOB MOATOTOBKH
JOKJIaJIOB, COOOIEHUH, MPUOOPETEHUs OIbITa YCTHBIX IYyOJWYHBIX BBICTYIUICHHH, BEACHUS
JUCKYCCHH, apTYMEHTAIIMH U 3aIIUThHI BHIIBUTAEMBIX MOJIOXKEHHH, HABBIKOB MPAaKTHUECKON paboTh
B JlabopaTopuu OMOTEXHOJOTMH, a TaKXke JUId KOHTPOJISl IpernojaBaTesieM CTEleHU
MOJTOTOBJIEHHOCTH CTYAEHTOB 110 U3y4aeMOM TUCIUIUINHE.

[Ipy nNOAroTOBKE K MPAKTUYECKOMY 3aHSITHIO CTYJIEHTbl HMEIOT  BO3MOXHOCTH
BOCIT0JIb30BaThCS KOHCYJIbTAMAMM MPENogaBaTesl.

[Ipu moAroToBKe K MPaKTUUYECKUM 3aHITUSIM CTYI€HTaM HE00X0AUMO:

IOPUHOCUTh C OO0 PEKOMEHJIOBAHHYIO IpENojaBaTeNieM JHUTEpPaTypy K KOHKPETHOMY
3aHSTHIO;

JI0 OYEPETHOTO MPAKTUUECKOTO 3aHATHUSA 110 PEKOMEH0OBAHHBIM JIUTEPATYPHBIM UCTOUYHUKAM
popadoTaTh TEOPETUICCKUI MaTEepHa, COOTBETCTBYIOIIEH TEMBI 3aHSATHS,

B HayaJie 3aHsITHH 33aTh MPENo/1aBaTeI0 BOIPOCHI 10 MaTepUaily, BEI3BABIIEMY 3aTPYJHEHUS
B €r0 MOHMMAaHUH U OCBOEHUU MIPH PEILIEHUH 3a/1a4, 3aJJaHHBIX JJIsl CAMOCTOSATEIBHOIO PEIICHHUS;

B XOJI€ CEMUHapa JaBaTh KOHKPETHBIE, YETKHE OTBETHI 110 CYIIIECTBY BOIIPOCOB;

Ha 3aHATUU JOBOJUTH KAXKIYIO 3a/layy JI0 OKOHYATEIbHOIO PEIICHMs, JIEMOHCTPUPOBATH
MOHMMAaHNE NPOBEJICHHBIX PacueToB (aHAIM30B, CUTYyallMil), B CiIy4ae 3aTpyIHEHUN oOpamarhes K
IIPENoaBaTelto.
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CryneHTaM, IpOMyCTUBIIUM 3aHATHS (HE3aBUCUMO OT IPUYHH), HE UMEIOLUE TUCbMEHHOTO
pelIeHus 3aa4 WIK He TIOArOTOBUBIIHECA K JAHHOMY ITPAKTUYECKOMY 3aHATHIO, PEKOMEHIYETCS HE
II03XKE, YEM B 2-HEJCIIBHBIN CPOK SBUTHCA HAa KOHCYJIBTALMIO K IPENOJABATENI0 U OTYUTATHCS I10
TEeME, U3y4acMOl Ha 3aHATUU.

CryzneHTbl, He OTUMTABLIMECS 110 KaX/101 HENTpOopaOOTaHHON UMU Ha 3aHATUSAX TEME K Hadaly
3aYETHOM CECCHM, YIYCKAalOT BO3MOXXHOCTh TOJYYHMTh TMOJIOXKEHHbIE Oaiisl 3a pabory B
COOTBETCTBYIOIIIEM CEMECTPE.

7. ®OHJ OLICHOYHBIX CPEACTB
7.1. MeToabl KOHTPOJISAA M OLICHUBAHUS Pe3y/JIbTATOB 00yUeHHsI

I[O JAaThl ITPOBCACHUA HpOMe)KYTOQHOfI arreCTalu CTyACHT OOJIKCH BBIIIOJIHUTH BCC pa6OTbI,
NPeyCMOTPEHHBIC HACTOSIIEH pabodeli MporpaMMOid JUCIIUTUIUHBIL.
[Tepeuens 00s13aTEIBHBIX PAOOT, BHITIOIHIEMBIX B TEUEHUE CEMECTPA!
— YCTHBIH orpoc, co0ece0BaHue;
— MpakKTH4YecKas padora;

— pedepar.
7.2. IIIkajia M KpUTEPUH OLICHHBAHHUSA Pe3ya1bTATOB 00y4YeHHU

[TpomexxyTouHas arrectanus oOydaromuxcs B GpopMe 3a4é€Ta IpOBOJUTCA MO pe3ysbTaTaM
BBINOJIHEHUS] BCEX BUJOB Y4e€OHOH pPabOThI, MPEIyCMOTPEHHBIX YYEOHBIM IUIAHOM IO JIaHHOU
JUCLHUIUIMHE (MOAYIIO), IPU 3TOM YUUTBIBAIOTCS PE3yJIbTaThl TEKYIIET0 KOHTPOJIS YCIIEBAEMOCTH B
TedeHue cemecTtpa. OeHKa CTENeHW IOCTHXKEHHUS OOYyYalolMMUCS IUIAHUPYEMBIX DPE3yJbTaTOB
o0ydeHHs MO JUCHMIUIMHE (MOAYJII0) MPOBOAUTCS IMpernojaBaTesieM, BEOYLIUM 3aHATUS I10
JUCIUIUINHE (MOIYJII0) METOJIOM 3KCIEepTHOH ouleHKH. 1o uToram nmpomexyTouHOM arTecTaluu 1o
JTUCLUIUINHE (MOAYJII0) BBICTABIISIETCS OLIEHKA «3a4TE€HO» WM «HE3aUTECHOY.

K mpomexyTOYHON aTTeCTalMM JOIYCKATCS TOJIbKO CTYJEHTHI, BBIIIOJIHHUBIINE BCE BHJIbI
yueOHOIl paboThl, MNperyCMOTpeHHble pabodell NporpaMMoil Mo JUCHUILIMHE «MeTobl
CepTU(UKAIMU U KOHTPOJISE B OMOTEXHOJIOTMYECKOM IPOLIECCEe».

Ixana

Kpurepun oueHuBaHuA pe3yjabTaTOB 00yUYeHU S
OLlcHMBaHU S p p n pesy y

BoinonHensl Bce BHIBI yuyeOHOW pabOThl, MPEeAyCMOTPEHHBIE Y4YEOHBIM
mw1aHoM. CTyIeHT IEMOHCTPUPYET COOTBETCTBUE 3HAHUM, YMEHHUH, HABBIKOB
IPUBEICHHBIM B TaOJMIaX IOKa3aTelel, omepupyeT IpUOOpEeTEHHBIMU
3a4yTeHo 3HAHUSAMH, YMEHUSIMHU, HABBIKAMHU, IPUMEHSET UX B CUTyal[UsX TOBBILIEHHON
cinoxHocTd. [Ipu 3TOM MOTryT OBITH JOMYIIEHB HE3HAYUTENIbHbIE OLINOKH,
HETOYHOCTHU, 3aTPyJHEHUS NPHU AHAIUTUYECKUX OIEpalusix, IEpeHoce
3HAaHUH U YMEHUI Ha HOBBIE, HECTAHAAPTHBIE CUTYalUH.
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He BbimonneH oxuH uiam Ooniee BUAOB y4eOHON pabOThI, IPEayCMOTPEHHBIX
yueOHbIM TUIaHOM. CTyIeHT JEeMOHCTPUPYET HENOJIHOE COOTBETCTBHE
3HAHWW, YMEHHH, HaBBIKOB TIPUBEJICHHBIM B TaONMIaX IOKa3aTeseH,
He 3aureHo | momyckaroTcsi 3HAYMTENbHBIC OIIMOKH, TPOSIBIISICTCS OTCYTCTBHE 3HAHHUHU,
YMEHUH, HAaBBIKOB 10 psAy IOKa3aTenel, CTYyAEHT HCIBIThIBAET
3HA4YUTENbHbIC 3aTPYIHEHUS IPU ONIEPUPOBAHNUHN 3HAHUSAMU U YMEHUSAMU IIPU
UX [IEPEHOCE HAa HOBbIE CUTYaLlUH.

7.3. OueHoyHbIe cpeacTBa

7.3.1. Texkyuuii KOHTPOJIb

TeMbl 17151 YCTHBIX ONPOCOB/coOOece10BAHMS

Cucrema cranapruzanuu PO.
OOBEKTHI CTaHAAPTU3ALINH.
@opMbI MOATBEPKIACHHS COOTBETCTBHSL.

b=

3HaKM COOTBETCTBHSI HAIIMOHAJIbHBIM CTaHIapTaM.

5. HopmaruBHBIE JOKYMEHTHI, PETYJIHPYIOIIUE TpeOOBaHHS K 0OECHEUeHHIO €IMHCTBA
WU3MEpEHU.

6. Bunel crannapros. [Ipumeps: [OCToB, pernameHTUpYIOIIMX TPeOOBAaHUS K Ka4eCTBY U
METOJIaM KOHTPOJIs KauecTBa OMOTEXHOJIOTUYECKOUN MPOTyKIIUU

7. Texuuueckue persaMeHThl. llenmu mnpuHATHA, OCHOBHOE cojaepxanue. Ilpumepst
TEXHUYECKUX perJamMeHToB, peraaMeHTHPYIOMINX TpeOoBaHUs K Oe3onacHoCTH
OMOTEXHOJIOIMYECKON MPOTYyKIIHH.

8. TloHsATHE O UUCTHIX U HAKOIMUTENIbHBIX KYJIbTYPaX MUKPOOPTaHU3MOB.

9. Meroabl NPOBEPKH YUCTBIX KYJIbTYpP MUKPOOPTaHU3MOB HA YUCTOTY.

10. MeToasl CaHUTAPHO-MHUKPOOUOIOTHYECKOT0 KOHTPOJIS BO3/lyXa MHUKPOOHOIOTUYECKON
71a00paTOPHH.

11. CnocoOsl KyJIbTUBHPOBAHUS MUKPOOPTaHH3MOB.

12. Bupael nutarenpHbIX cpen. KOHTpouslb kauecTBa MUTATENBHBIX CPE.

13. Crepunuzanusi nUTaTeNbHBIX cpel U JlabopaTopHOW mocynbl. KoHTponab kadecTBa
CTEPWIIN3AIUNU U Ae3UH(EKITNN.

14. Onpenenenve KOHIEHTPAIMK OMOMACCHI TPSIMBIM U OPUEHTUPOBOYHBIM METO/IOM.

15. Omnpenenenrie KOHLEHTpaUMW KOHEYHOIO NPOAYKTAa. MOHUTOPHHI NPOLECCOB
(bepmeHTanIUy.

16. [TonsiTne KayecTBa OMOTEXHOJIOTHYECKUX MPOIYKTOB. BHUIBI KOHTPOJIS Ka4ecTBa.
17. MeToapl KOHTPOJISI KAYECTBEHHBIX MTOKa3aTele OMOTEXHOIOTHUECKUX MTPOYKTOB.

18. Ouenka 6e30MacHOCTH OMOTEXHOJIOTHUECKUX MPOTYKTOB.
19. Omnpenenenns cucrem GLP, GCP u GMP.

20. TlpaBwmia opranuzamnuu JadopaTopHbIX uccaeaopanuiit GLP.
21. IlpaBuia opranuzaiuu KIMHUYeCcKuX ucnbitanuii GCP.
22. Tepmunonorus GMP
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23. Copepxanue npasmii GMP npuMeHUTENBHO K 00ECTICUeHUIO KadecTBa.

24. Conepxanue npasui GMP npruMeHUTENbHO K IEpCOHATY.

25. Copnepxanue npasmii GMP npuMeHHUTENbHO K 3/JaHUSAM U TOMEILICHHUSIM.

26. Copepxanwue npaswi GMP npuMeHUTENpHO K 000pPYI0BAHUIO.

27. Conepxanue mpaBunl GMP npuMeHHTENBHO K OTAEN TEXHUYECKOro KOHTPOJIS,
BaJIU/IAIINA.

28. Conepxanue npasui GMP npuMeHUTEIBLHO K OTACITY TEXHUYECKOTO KOHTPOJIA.

TeMbl 1J11 IOATOTOBKH K 3aIlMTE NPAKTUYECKUX PadoT
1. CtpykTypa ¥ OCHOBHBIX MOJIOKECHHS 3aKoHa Poccwmiickoii henepanun «O TEXHHYECKOM
peryiIupoBaHUM.
2. ConepkaHue TEpPMUHOB cepTUdUKaims, cepTu(UKAT COOTBETCTBUS, MOATBEPXKICHUE
COOTBETCTBUS, TEXHUUYECKOE PErYJIUPOBAHUE, TEXHUUECKUM PErJIaMeHT.
3. ®@opMbl HOATBEPKICHUS COOTBETCTBUS.
4. 3HaKu COOTBETCTBUSI HALMOHAJIBHBIM CTaHAapTaM. 3HaK 0OpaIleHUs Ha PhIHKE.

2. Ilpumepsl HOPMATHUBHO-TEXHUYECKUX JOKYMEHTOB, PETJIaMEHTHPYIOIIUX TPeOOBaHUS K
Ka4yecTBY, O€30MMaCHOCTH, METO/IaM KOHTPOJI KauecTBa OMOTEXHOIOTUYECKOM MPOTYKIUH.

3. Meroasl KOHTpOJIS KadecTBa BO3AyXa B MHKPOOMOJIOTHYECKOW JabopaTopuu H
MIPOU3BOJICTBEHHBIX MTOMEIICHHUSX.

4. MeTopl KOHTPOJIS MTPOLIECCa BBIAECIEHUS YUCTON KYJIbTYphl MUKPOOPTaHU3MOB.

5. TpeOGoBaHus K KaueCTBY BOABI AJIs1 OMOTEXHOJIOTMUECKUX HYK, TOKa3aTed KauecTBa U
METO/Ibl UX OIPE/ICICHHUS.

6. TpeOGoBaHus K KOHTPOJIIO Ka4eCcTBA TOBAPHBIX (POPM MPOYKTOB.

7. TpeOGoBaHus K KauecTBY, 6€30MaCHOCTH U METOJ]aM KOHTPOJISl KaueCTBa KUCIOMOJIOYHBIX
MPOAYKTOB.

8. Metoasl KOHTpOIsl KayecTBa (DEPMEHTHBIX IpernaparoB. MeToabl onpeaeneHus
AKTUBHOCTH  aMWJIOJUTUYECKHX,  MPOTEOJUTUYECKHX, MNEKTOJIUTUYECKHX, KCHJIAHO- H
HEJUTIOJIONUTHYECKUX  (epMEeHTOB. TpeOoBaHMs K TOKa3aTelsM KauecTBa W 0OE€30MacHOCTH,
(epMEeHTHBIX MTpenapaToB.

9. IIpaBuna GMP npruMeHUTENbHO K OMOTEXHOIOTMYECKOMY ITPOU3BOJICTBY, paBuia GMP
U Mepbl 6€30MaCHOCTH NPU paboOTe ¢ PEKOMOMHAHTHBIMH IIITAMMaMH-TIPOAYLIEHTAMHU.

Tembl pedeparon

1. OcHOBHBIE NIOJIOKEHUS CTAHJAPTU3ALNH.

2. 3akon Poccuiickoii penepannn «O TEXHUYECKOM PETYIUPOBAHUN.

3. 3axoHn Poccuiickoii ¢eneparuu «O06 obecriedeHIH eAMHCTBA U3MEPEHUI.

4. 3axon Poccuiickoit peaepannn «O 3aniuTe mpas MoTpeOUTeNei» Kak aCleKT TEXHUIECKOTO
peryaupoBaHHUsL.

5. T'ocynapcTBeHHas cuctema ctanaaptusanuu PO.

6.  HopmaruBHO-TeXHHUYECKHE JOKYMEHTBI,  HCIOJIb3yeMble B  IPOH3BOJICTBE
OMOTEXHOJIOTHYECKON MPOAYKIIHH.
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7. HopmaTuBHBIE JOKYMEHTBI, PEIVIAMEHTUPYIOLIME Ka4eCTBO U OE30IIaCHOCTh POYKTOB,
MOJIyYEHHBIX OMOTEXHOIOTUYECKUM IIyTEM.
8. Unentugukanus MUKpOOPraHU3MOB, OOHAPYKEHHBIX B BO3AYyXe MUKPOOHOIOIMYECKON
naboparopuu.
9. Drarbl BbIIEAEHUS YUCTBIX KYJIbTYP MUKPOOPTraHU3MOB.
10. KonTpois kauecTBa BOJbI O (PU3UKO-XUMHUECKUM MTOKA3ATEISIM.
11. MeTtoasl KOHTpOJIsSI OaKTEpHOIOIMYECKHX MUTATeNbHBIX cpel. IIpoBeneHue KoHTposs
KauecTBa MUTATEIbHBIX CPE.
12. Opranuzanusi BHYTPEHHETO KOHTPOJIA KadyecTBa CAaHUTAPHO-MHUKPOOMOJIOTHYECKUX
WCCIICIOBAaHHI BOJIbI, IPUMEHIEMOH IS HY K] OMOTEXHOJIOTUYECKUX ITPOU3BOJICTB.
13. KonTposs nponecca pepMeHTaInu.
14. KonTpoJis mpoliecca BbIIeIECHUS YUCTOU KYJIbTYPhI IPOAOKEH.
15. Konrtponp kadectBa TOBapHBIX (opMm mpoaykroB. llomydenue ToBapHBIX (opm
IIpENaparos.
16. KoHTposb KauecTBa CTEpHIIN3ALUM U 1e3UHPEKINH.
17. Opranuzanusi KOHTpOJIS 3a COOJIIOJEHUEM IPaBUJI XPaHEHUS OMOTEXHOJIOTHYECKOU

MPOJYKIINH.
18. KonTtpoib 1 obecrneueHne 6€30MacHbIX YCIOBHM SKCIUTyaTallMid OMOTEXHOJIOTHYECKOTO

IIPOM3BOACTBA.

19. TpeboBanus k 06e33apaXKMBaHUIO OTXOJ0B OMOTEXHOIOIMUYECKUX IPOU3BOICTB.

20. TTokazaTenu kauecTBa OMOTEXHOIOTUYECKON MPOAYKIIHH.

21. KoHTposib KayecTBa KUCIOMOJIOYHBIX TPOTYKTOB.

22. KoHTposib KayecTBa (PepMEHTHBIX IIPENapaToB.

23.  JloxymeHTauus  KOHTpoJid  KayecTBa  OuodapmaleBTHUYECKOH  MpOaAyKLIUU
(TeXHOJIOTHYECKHE U TEXHUUECKUI perfiiaMeHThl, TocyJapcTBeHHas (apMakones, (papmakoneiiHbie
CTaThbu).

24. Ucnonws3oBanue nabopaTopHbiXx HHGOpManroHHO-ynpasisionmx cuctem (JIMYC) B
(bapMareBTHUECKON U MUIIEBOM MPOMBIIUIEHHOCTH.

25. Buapel ¥ CTpyKTypa JOKYMEHTAUU IPEANPUSTHS.

26. Mexnaynapoansiii crangapt ISO (MCO) 9001-2015 «CucreMbl MEHEKMEHTa KaueCTBa.

TpeboBanus».
27. Mexnynapoansiii crannapt HACCP (XACCIT) ISO 22000:2005.
28. Crangapr GMP - cucrema TpeOoBaHMII K OpraHu3aldd TPOU3BOACTBA U

KOHTPOJIIO Ka4E€CTBA JIEKAPCTBEHHBIX CPEJICTB.
29. IlpaBuna opranu3anuu JadopaTopHbIX ucciaenoBanuit GLP.
30. IIpaBuna opranuzanuu KIMHUYeCcKuX ucneitanuii GCP

7.3.2. IIpomexxyTouyHas aTTecTalus

[IpomexxyTouHasi aTrecTanys OOyYaroUIMXCS MO JUCHUIUIMHE «MeToasl cepTUPHUKALMUA U
KOHTPOJISI B OMOTEXHOJOTHYECKOM IpOLIECCe» IMPOBOAUTCS B (opMe 3ayera Ha OCHOBAHHUH
BBITIOJIHEHUSI CTYJICHTOM BCEX BHJOB y4eOHOU paloThbl, MIPEIyCMOTPEHHBIX YYEOHBIM IJIAHOM H

3aIIUTHl BCEX BHUOB TEKYIIETO KOHTPOJISA, YKa3aHHBIX B M. 7.1. maHHOW paboueill mporpammbI
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JUCHHUITIINHBI.

[IpumepHbIe BONPOCHI 1JIsl MOATOTOBKHU K 3a4eTy

1. Hcropus pa3zButus crannaprusanuu. CtaHoBiIeHHE cTaHapTu3anuu B Poccun.

2. ®enepanpHplii 3ak0oH Ne 162-®3 «O cranpapruzauuu B Poccuiickoit ®enepanum».
Omnpenenenue, 1eNy, 3a7ja4d, IPUHIUIIBI CTAaHAAPTU3ALUY.

3. OcHOBHBIE TEPMHHBI — CTaHJAPT, TEXHUYECKUE YCJIOBHUS, HAIIMOHAIbHBIA CTaHIApT,
CTaHJapT OpraHu3alllu.

4. Ilenu, npUHIMITEI TEXHHUYECKOTO perynupoBanus. Cepa peryimpoBaHus., CoOnEpKaHue,
OCHOBHBIE TTOJI0KeHUs 3akoHa Poccutickoii peneparun «O TEXHUUECKOM PETYJIUPOBAHUI.

5. Tepmunsl — cepruduranus, cepTUPHUKAT COOTBETCTBUSI, TOATBEPKIECHUE COOTBETCTBHUSI,
TEXHUUYECKOE PEryJIMpOBaHUE, TEXHUUECKUI PErJaMeHT.

6. @opmbl NOATBEPXKIEHUS COOTBETCTBUS. 3HAKH COOTBETCTBUS  HALMOHAJIBHBIM
cTaHaapTam. 3HaK OOpallleHusl Ha PhIHKE.

7. 3akononatenbctBO Poccuiickoit deneparuu 06 odecriedeHNH eMHCTBA U3MEPEHUH.

8. Tllomstme kavecTBa ToBapa. IIpaBo moTpeOuTenss Ha O€30MaCHOCTH  TOBapa.
OTBeTCTBEHHOCTh U3TOTOBUTEIIA 32 HApYLICHHE MPaB MOTpeOuTeNe u ap.

9. TocynmapcrBennas cucrema ctanfaptuzanuu P®. Knaccudukamus ctaniapTos.

10. Kareropuu u Bunbl cranaptoB. CTpyKTypa CTaHaapTa.

11. OO6s3atenbHble TpeOOBaHMS TEXHUUECKUX PETIAMEHTOB.

12. Ilpumenenue, pazpaboTKa U HaJA30p 32 UCIOJIH30BAaHUEM CTaH/IapPTOB.

13. HopmatuBHblE  JTOKYMEHTBI, perjlaMeHTHpylollue  TpeOoBaHMS K  KadyecTBy,
0€30MMacHOCTH, METO/1aM KOHTPOJISI KauecTBa OMOTEXHOJIOTUYECKOU npoxyKuuu. [Ipumepsr.

14. Ompenenenue oOIMIETO MHUKPOOHOTO 4YHCIIa TMPU KOHTPOJIE KadecTBa BO3JIyXa B
MHUKPOOHOJIOTHUECKOM JTaOOpaTOpUH.

15. CaHuTapHO-MUKPOOHOIOTHYECKUI KOHTPOJIb BO3TyXa.

16. KonTponp  KauecTBa  CaHUTAPHO-MUKPOOMOJIOTUYECKUX  HWCCIEIOBAHUN  BOJIBI,
NPUMEHSIEMOH 7151 Hy K7l OMOTEXHOJIOTUYECKUX TPOU3BO/ICTB.

17. Omnpenenenune 00MKX U TEPMOTOJIEPAHTHBIX KOJIU(DOPMHBIX OaKTEpUil B BOJIE.

18. Metoabl KOHTPOJS 0AKTEPUOIOTUUECKUX MTUTATEIbHBIX CPEL.

19. KoHTpoJib KauecTBa NUTATENbHBIX CPEI.

20. Koutpouns npouecca ¢pepmenTanuu. OnpeneneHue KOHIEHTPaluu OMOMacChl.

21. Omnpenenenrie KOHIICHTPAIIUA KOHEYHOTO TIPOYKTa TpH (PepMEHTAITHH.

22. Ilomyuenue ToBapHBIX (OpPM Mperaparos.

23. KoHTpoisb KauecTBa TOBAPHBIX (POPM MPOTYKTOB.

24. KoHTpoJsb KaduecTBa CTEPUIIN3ALNN U Ae3UHPEKIINN.

25. KoHTponp TeMrnepaTypHbIX PEXHMOB MHKYOAallMM M XpaHEHUs OMOTEXHOJIOTHYECKOM
MPOAYKLUH.

26. KouTposib ycnoBuil XpaHeHHsI OMONpenapaToB.

27. KoHTpoib 32 NOATOTOBKOM MEAUIIMHCKUX IIPENApaTOB K TPAaHCIOPTUPOBAHUIO.

28. IIpormemypa KOHTpOIIS TEMIIEpaTypbl OMOIIpEnapaToB B TEPMOCTaTaX U XOJIOAMIbHUKAX.

29. KouTpoiib 3a coOM01eHUEeM PAaBUII XpaHEHUs1 OMOTEXHOJIOTUYECKOM MPOTYKIIHH.
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30. KonTtponp 3a 00e€33apa)kMBaHHEM OTXOJOB OHMOTEXHOJOTHYECKHX IPOU3BOJICTB.
CniocoObl yTHIIM3ALINH.

31. Iloka3zaTenu kauecTBa OMOTEXHOJIOTMUYECKOM MPOAYKLIUH.

32. T'ocynapctBeHHas papmakornes, hapMaKoINeHHbIE CTaThH.

33. Mexaynapoanbiii ctagaapt ISO (MCO) 9001-2015 «CucteMbl MEHEKMEHTA KauyeCcTBa.
TpebGoBanus».

34. Mexnynapoanbiii ctangapt HACCP (XACCII) ISO 22000:2005.

35. Copeprxanue npaBui GMP npuMeHUTEeNsHO K OMOTEXHOIOTHYECKOMY IIPOU3BOJICTBY.

36. IlpaBuna GMP u Mepwr 6e3omacHocTH Tipu paboTe ¢ PEeKOMOMHAHTHBIMHU IITAMMaMH-
IPOAYLIEHTaMHU.

37. TlpaBuna opranu3zanuu JadopaTopHbIx uccienoanuii GLP.

38. IIpaBuna opranuzauuu KauHu4eckux ucnsitanuii GCP.
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