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MMacoopr
(poH1a OLIEHOYHBIX CPEICTB

Kon
Ne KonTponupyemsie pazaensl (TEMbI) KORTPOIHMPYeM HaumenoBanue
n/n JUCLUILIMHEL* on OLCHOYHOTO CPEACTBA
KOMIICTEHIHH
(unu ee yacTH)
1. BBoaHas IIK-1, IIK-2 Komnoksuym No 1
2. 3akoHOAATeabHAs 1 HOPMAaTUBHO- [K-1, T1K-2
mpaBoBasi 0a3a KOHTPOJI 0€30MMaCHOCTH KomnoxkBuym Ne2
Y Ka4eCTBA BETEPUHAPHBIX IIPENapaToB
3. ['ocynapcTBeHHas cucTeMa KOHTPOJIA ITK-1, TIK-2
KadyecTBa 3(pPeKTUBHOCTH U KonnokBuym Ne3
0€30MacCHOCTH JIEKAPCTBEHHBIX CPEJICTB
4. Opranu3zanus 1 METOA0JIOT U IK-1, TTK-2
rOCy/IapCTBEHHOTO KOHTPOJIS 32
0€30MacCHOCTBIO JIEKApPCTBEHHBIX [enoBas urpa
CpencTB B cepe oOpalieHus ux B
BETCpUHAPUH
S. Cranjapruzanus I1IK-1, I1K-2 | Hayuna koH(epeHus

Pedepar BritoyaeT B ceOsi BBIMOJHEHUE 3aJlaHU 10 OCHOBHBIM pa3zjeiam
JACHUTIINHBI.



®I'bOY BO YHuBepcuteT 6MOTEXHOIOTHI

Kadenpa dhapmakonoruu u o011ei maTooruu

(nanmMeHOBaHHe Kadeapsl)

Texkyuiasi oueHka 3HAHUM CTYIEHTOB

Kommuiekr 3aganuii g KossiokBuyma Ne 1
Tema 1. BBoanas

=

[Tpenmer, 3a1a9u ¥ CTPYKTYpa TUCITUTUIUHBI.
HcTopust pa3BUTHS B CTpaHE U 332 PYyOSIKOM.
3. CoBpeMeHHass OWOTEXHOJOTHSI KaK OJHO W3 OCHOBHBIX HaIpaBICHUM
HAy4YHO-TEXHUUYECKOTO MpOorpecca 1o CO3/1aHUI0 BETEPUHAPHBIX IIPENapaToB.
4. OCHOBHBIE TMMapaMeTpbl KOHTPOJS W YHpPaBIEHUS OMOTEXHOIOTHUYECKUMHU
MIPOIIECCaMH.
OO6mue TpeOboBaHuUs K METOaM U CPEICTBAM KOHTPOJIS.
Oco0eHHOCTH OMOTEXHOJIOTHYECKUX BETEPUHAPHBIX MTPENapaToB.
7. Knaccudukanus mpemnapaToB MOBBIIIAIONIMX MPOAYKTUBHOCT. M KadyecTBO
MIPOTYKITHH.
8. buorexHonorus BUTAMHUHOB U KOYEPMEHTOB, OPTaHUIECKUX KHUCIIOT.
9. HMMyHOOHMOTEXHOJIOTHS.
10. HmmyHHBIE CHIBOPOTKHU. Bakiubl. PekoMOUHAaTHBIE BaKIMHBI.
11. AHTHUOMOTHKHU KaK OMOTEXHOJIOTHUYECKHE MPOIYKTHI.
12.  buorexHo0oTHS MPOOHOTHUKOB.
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13. buooObeKTHI KakK CpPEACTBO MIPOU3BOJICTBA JIEKApCTBEHHBIX,
NpOPUIAKTHYECKUX U JUATHOCTUYECKUX CPeNCTB. MaKpoOpraHU3MBl,
MHUKPOOPTaHU3MBL.

Kputepuu orenku:

- OLICHKa «OTJIMYHOY» BBICTABJISIETCS CTYAEHTY, €CJIM OH BJIaJeeT 3HAHUAMU pa3jeia B I1OJIHOM
00beMe, 10CTaTOYHO ITYOOKO OCMBICIMBAET TEMY; CAMOCTOATENIBHO, B JIOTHYECKOM 11OCIIEI0BATEIEHOCTH
Y UCYEPNBIBAIONIE OTBEYAET HAa BCE BOMPOCHI, MOJYEPKHUBAET MPHU ITOM CaMOE€ CYIIECTBEHHOE, yMeeT
aHaIM3UPOBATh, CPABHUBATH, KJIACCH(DUIIMPOBATH, 00001IaTh, KOHKPETH3UPOBATh H CUCTEMATH3HPOBAThH
M3y4YeHHBIH MaTepuall, BBIACIATH B HEM IMIaBHOE: YCTaHABIMBATh NPUUYNHHO-CIIEICTBEHHBIE CBA3U; YETKO
(bopMHpYET OTBETHI; XOPOIIO 3HAKOM C OCHOBHOH JIUTEPATYypPOH U METOAAMH HCCIICAOBAHMA.

- OLICHKA «XOpOILO» - CTYJIEHT BIaJeeT 3HAaHUAMU pa3jielia IOYTH B IIOJIHOM 00beMe (MMEITCsS
npoOebl 3HaHUK TOJBKO B HEKOTOPBIX, OCOOCHHO CIIOXHBIX pa3Aeiax); CaMOCTOSATENILHO M OTYACTH MPH
HaBOJSIIIMX BOINpPOCAaxX MJaeT IIOJHOLEHHBIE OTBETHI Ha BOMPOCH; HE BCEr/Ja BbLICIIET Haubolee
CYLIECTBEHHOE, HE JIOIIyCKAaeT BMECTE C TEM CEPbE3HBIX OIIMOOK B OTBETaX.

- OLIGHKa «yJOBJIETBOPUTEIBHO» - CTYJIEHT BJIaZIceT OCHOBHBIM OOBEMOM 3HAHMHU 110 paselny;
NPOSIBIISIET 3aTPYAHEHHS B CAMOCTOSITENBHBIX OTBETaX, ONEPUPYET HETOYHBIMH (HOPMYIMPOBKAMH; B
IPOLIECCe OTBETOB JOIYCKAarOTCsS OLIMOKM IO CYLIECTBY BOIPOCOB. Biajeer Toibko 00s3aTelIbHBIM
MHUHHUMYMOM METOJIOB HICCIIEIOBAaHHH.

- OLIEHKA «HEYAOBJICTBOPUTENBHO» - CTYIEHT HE OCBOMJI 00s3aTe€IbHOT0O MHUHMMYMa 3HAHUI
pasziena, He CIOCOOEH OTBETUTh HAa BOMPOCHL, JAaKe NPU JOMOJHHUTENBHBIX HABOIIIIMX BOIPOCAX
IpernojaBaTens.



OI'bOY BO YHuBepcuteT O6MOTEXHOJIOTHI

Kadenpa dhapmakosoruu u o011ei naToioruu

(HaumMeHOBaHUE Kaeapsl)

Texkyuiasi oueHka 3HAHUM CTYIEHTOB

KoMmuiekT 3aganuii i KOJJIOKBUYMa Ne 2
Tema 2. 3akoHoAaTeJIbHASI M HOPMATHBHO-NIPaBOBasi 023a KOHTPOJIS
0€30I1aCHOCTH ¥ Ka4eCTBA BETEPUHAPHBIX NIpeNapaToB

1. Hcropuss pazButus ¢hapMakoJOorudeckoro Hamzopa B Poccuiickoi

denepannm.

2. CoBpeMeHHOE COCTOSIHHE " PUHITUTIBI perynsuu
(dhapMalleBTHYECKOro HaJa30pa.

3. OcHogHbIe 11eM (hapMaIeBTUUECKOT0 HAI30pa.

4. BHyTpUrocyaapcTBEHHasl pOCCUICKasi HOpMAaTUBHO-IIpaBoBas Oa3a.

5. MexnyHapoaHasi HOpMAaTUBHO-TIpaBOBas 0aza.

6. ®denepanbHbIC KOHCTUTYLIMOHHBIE 3aKOHBI B oOnactu
(dhapMalleBTUYECKOr0 Haa30pa.

/. T'ocymapctBeHHas papmakomnes.

8. Mexnynapoanas papmakories.

9. ®enepanpubiii 3akoH Ne 61-®-3 or 12.11.2010 «O6 obpamenun
JICKAPCTBEHHBIX CPEJICTBY.
10. HamuonansHBIE CTAHIAPTHI IO BETEPUHAPHBIM IIperapaTaMm.
11. OcHoBHbIE NPOOJEMBI peaTu3alMi TOCY/IapCTBEHHON (QYHKIUU T10
MOHUTOPHUHTY 0€30MaCHOCTH JICKaPCTBEHHBIX MPEIIapaToB.

Kputepuu orenku:

- OLICHKA «OTJIMYHO» BBICTABJISIETCS CTYACHTY, €CJIM OH BIAJEeT 3HAaHUSMM pasfelia B IOJIHOM
00beMe, 10CTaTOYHO ITYOOKO OCMBICIMBAET TEMY; CAMOCTOATENIBHO, B JIOTHYECKOM MOCIIEI0BATEIbHOCTH
Y UCYEPNBIBAIONIE OTBEYAET HAa BCE BOMPOCHI, MOJYEPKHUBAET MPHU ITOM CaMOE€ CYIIECTBEHHOE, yMeeT
aHaITM3UPOBATh, CPABHUBATH, KIACCH(DUIIMPOBATH, 0000IaTh, KOHKPETU3UPOBATh H CUCTEMATH3HPOBAThH
W3y4YeHHBI MaTepuall, BBIACIATH B HEM IMIaBHOE: YCTaHABINBATh NPUUYMHHO-CIIEICTBEHHBIE CBA3HU; YETKO
(bopMHpYET OTBETHI; XOPOIIIO 3HAKOM C OCHOBHOH JIUTEPATypOH ¥ METOAaMHU HCCIICIOBAHHUS.

- OLIEHKA «XOPOUIO» - CTYJEHT BIaJeeT 3HaHUAMH pa3jieia IOYTH B IOJHOM 00beMe (MMEIoTCs
npoOebl 3HaHUK TOJBKO B HEKOTOPBIX, OCOOCHHO CIIOXHBIX Pa3zeiax); CaMOCTOSATENILHO U OTYACTH MPH
HaBOJSIIIMX BONpPOCAaX MJaeT IIOJHOLEHHBIE OTBETHI Ha BOMPOCH; HE BCEr/Ja BbLACIIET Haubolee
CYLIECTBEHHOE, HE JIOIIyCKAaeT BMECTE C TEM CEPbE3HBIX OIIMOOK B OTBETAX.

- OLICHKa «yJOBJIETBOPUTEIBHO» - CTYIEHT BJIaZCET OCHOBHBIM OOBEMOM 3HAHMHU IO pa3lielny;
NPOSIBIISICT 3aTPYAHEHHS B CAMOCTOSITENBHBIX OTBETaX, ONEPUPYET HETOYHBIMH (HOPMYIMPOBKAMH; B
IPOLIECCe OTBETOB JOIYCKAarOTCs OLIMOKM IO CYLIECTBY BOIPOCOB. BilazeeT TOnbKO 00sS3aTENIbHBIM
MHUHHUMYMOM METOJIOB HICCIIEIOBAaHHH.

- OLIEHKa «HEYAOBJIETBOPUTEIBHO» - CTYIEHT HE OCBOMJI 00s3aTeIbHOT0O MHUHMMYMa 3HAHUI
paszzena, He CIIOCOOCH OTBETUTh HAa BOMPOCHI, JaKe TPH JIOMOJHHUTENBHBIX HABOJIINX BOIPOCAX
IpernojaBaTens.



OI'BOY BO YHuBepcuteT OMOTEXHOJIOTHI

Kadenpa dhapmakosoruu u o011ei naToioruu

(HaumMeHOBaHUE Kaeapsl)

Texkyuiasi oueHka 3HAHUM CTYIEHTOB

KommuiekT 3ajanuii 11 KOJLUIOKBUYMa Ne 3
Tema 3. Opranuszanusi ¥ METOX0JI0TUS TOCYAAPCTBEHHOT0 KOHTPOJISI
3a 0e30MaCHOCTHIO JICKAPCTBEHHBIX CPEACTB B cdepe oOpameHns ux
B BeTepHUHAPUH

1. OcHoBHbIE HampaBjeHUs JesTeNbHOCTM B cdepe oOpalieHus

JIEKApCTBEHHBIX CPEJICTB.

MeTonpl BBISIBICHUS M 3KCHEPTU3bl MHPOpManuu o 0e30IacHOCTH

JIEKapCTBEHHBIX CPEICTB.

Pe3ynbraThl KOHTPOJIBHO-HAA30PHOM AEATEIBHOCTH.

OCHOBHBIE METO/IbI AaHATIM3A U KOHTPOJIA JIEKAPCTBEHHBIX MPENapaToB.

MeTtononorust (hapMakoJIOruyecKoro Haja3opa.

[IpoOnemMbl U COBEPIIEHCTBOBAHUE CUCTEMBI KOHTPOJISI O€30MaCHOCTH

JIEKapCTBEHHBIX MPENapaToB.

/. Meroasl KOHTpOJIA KayecTBa M OE€30MaCHOCTU OWOIpenapaTroB st
BETEPUHAPUH.

8.  OcHOBHBIE 3Talbl KOHTPOJISI KAU€CTBAa BETEPUHAPHBIX MPENapaToB.
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Kpurepun ouenku:

- OLICHKA «OTJIMYHO» BBICTABISAETCA CTYJEHTY, €CJIM OH BIAJCET 3HAHUSIMHU pa3lieja B MOJIHOM
o0Beme, T0CTaTOYHO ITYOOKO OCMBICIIMBAET TEMY; CAMOCTOSITENIFHO, B IOTHYECKOM MOCIeI0BaTeIbHOCTH
U HCYEPNBIBAIOIIE OTBEYAET HA BCE BONPOCHI, MOAUYEPKHUBAET IPU 3TOM CaAMOE CYLIECTBEHHOE, YMEET
aHAIM3UPOBATh, CPABHHUBATH, KIACCU(PHUIIMPOBATH, 0000IIaTh, KOHKPETH3UPOBATh M CHCTEMATH3UPOBATH
M3YYEHHBIA MaTepua, BBIACIATh B HEM TJIaBHOE: YCTaHABIMBATh MPUYMHHO-CIEICTBEHHBIE CBSI3U; YETKO
(GopMHpYET OTBETHI; XOPOIIIO 3HAKOM C OCHOBHOM JTUTEPATypOH ¥ METOJAAMH HCCIICIOBAHHS.

- OIIEHKa «XOpPOIIO» - CTYACHT BJlaJleeT 3HAHUSIMH Pa3Jielia MOYTH B TIOJTHOM 00beMe (MMEITCs
MPOOeITbl 3HAHUH TOJIBKO B HEKOTOPHIX, OCOOCHHO CIOXHBIX pa3Jienax); CaMOCTOSITEIbHO U OTYACTH TpU
HABOJALIMX BOMpOCAax [aeT IOJHOILIEHHBIE OTBEThI HAa BOIPOCHI; HE BCErla BhIIEIIeT Hauboiee
CYIIIECTBEHHOE, HE JIOMYCKAaeT BMECTE C TEM CEPhE3HBIX OIMOOK B OTBETAX.

- OIIEHKa «YyJIOBJIETBOPUTEIEHO» - CTYICHT BJIaJIE€T OCHOBHBIM OOBEMOM 3HAHHWH MO pa3jemy;
TPOSIBIISIET 3aTPY/JHEHHUS B CAMOCTOSITENBHBIX OTBETaX, ONEPUPYET HETOYHBIMH (HOPMYIMPOBKAMU; B
MpoIlecCe OTBETOB JIOMYCKAIOTCS OIMMOKH MO CYIIECTBY BONPOCOB. BiiaseeT TONBKO 00s3aTeIbHBIM
MHUHUMYMOM METOJIOB HCCIIEI0BaHUI.

- OIIEHKa «HEYJOBJIETBOPUTEIHHO» - CTYINEHT HE OCBOWJI 0053aTeIhbHOr0 MHUHMMYyMa 3HAHUN
paszzerna, He CIIOCOOCH OTBETUTh HAa BOMPOCHI, JiaKe TPHU JIOMOJHHUTENBHBIX HABOJAIIMX BOIPOCAX
MIPETIOAABATENSL.
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10.

11.

12.
13.
14,
15.

16.

®I'bOY BO YHuBepcuteT 6MOTEXHOIOTHI

Kadenpa dhapmakosoruu u o011ei naToioruu

(HaumMeHOBaHUE Kaeapsl)

Texkyuiasi oueHka 3HAHUM CTYICHTOB

KomiuiekT 3aianuii il 1€JI0BOM UTPbI
Tema 4. I'ocynapcTBeHHasi cCCTeMa KOHTPOJIA Ka4ecTBa
3¢ PeKTHBHOCTH U 0€30MACHOCTH JIEKAPCTBEHHBIX CPEACTB

Otpenbl OUONOrMYECKOTO M OuoTexHosiormdeckoro koHTpois (OBK u
OBTK) opranuzanuu u npeanpusiTui pa3audHbiX GopM COOCTBEHHOCTH.
OcHosnble 3a1aun U GpyHkiuu ObTK.

HopMaTtuBHO-TEXHUUECKHE IOKYMEHTHI HA MpEnapar.

[IpuHIMOIBI ~ KOHTPOJS  MPOTHUBOOAKTEPUANBHBIX, MPOTHUBOBUPYCHBIX
BaKIIMH.

[IpuHIMIIBI KOHTPOJISt aHATOKCUHOB.

[IpyHUMOBI  KOHTPOJS  JIEUEOHO-TIPOPUIAKTUUYECKUX  CBIBOPOTOK U
AHTUTOKCUHOB.

Onpenenenue amepre3upyromero AeMCTBUS JICKAPCTBEHHBIX CPEJICTB.
Ornpenenenre NMUPOreHHOCTH.

Onpenenenue 6akTepraIbHBIX YHIOTOKCHHOB.

Ot6op mnpod s UCOBITaHUS  OE3BPEIHOCTH U TOKCHYHOCTHU
JIEKApPCTBEHHBIX CPEJICTB.

BerepunapHo-caHuTapHble M THTHEHUYECKHE TpeOOBaHUS K CHIPHIO,
KUBOTHBIM-TIPOAYIIEHTaM W JIA0OpAaTOPHBIM  KUBOTHBIM  TPHU
MIPOU3BOJICTBE BETEPUHAPHBIX MPENapaToB

JKuBOTHBIE, UCTIONB3YyEMbIC I U3YUYCHHS] O0€3BPEIHOCTH U TOKCHYHOCTH
JIEKaQpCTBEHHBIX CPEJICTB.

[ToaroroBka *UBOTHBIX K UCIIBITAHUIO.

CniocoObl BBEICHUS JICKAPCTBEHHBIX CPEJICTB.

Jlo3bl  JIEKapCTBEHHBIX CPEJCTB, HCMOJb3yeMble TMPU  HUCIBITAHUU
OE3BPEIHOCTH.

BerepunapHo-caHUTapHbIE W TUTHEHUYECKHE TpPeOOBaHUS K CHIPBIO,
KUBOTHBIM-TIPOAYIIEHTaM W JIA0OpAaTOPHBIM  KUBOTHBIM  TPHU
MPOU3BOJICTBE BETEPUHAPHBIX NPEMapaToB.

Kpurepun onenku:
- OLEHKa «OTJIMYHO» BBICTABJIAETCS CTYJEHTY, €CIM OH BIAJCET 3HAHUAMH pas3feiia B IOJTHOM

o0Bpeme, 10CTaTOYHO TITyOOKO OCMBICIINBAET TEMY; CAMOCTOSITENFHO, B IOTHYECKON MOCIIET0BATEIEHOCTH
U HCYEPINBIBAIOIIE OTBEUACT HA BCE BOIPOCHI, MOAUYEPKUBAECT MPU STOM CaMOE CYILIECCTBEHHOE, YMEET
aHAJIM3UPOBATh, CPABHUBATH, KIACCU(PHUIIMPOBATH, 000011aTh, KOHKPETH3UPOBATh U CHCTEMATH3UPOBATH
M3YYCHHBIA MaTepual, BEICIATh B HEM TJIABHOE: YCTAHABIIMBATH TPHYNHHO-CIICCTBEHHBIC CBS3H; YETKO
(hOpMHUPYET OTBETHI; XOPOIIIO 3HAKOM C OCHOBHOM JINTEPATYPOH U METOJaMH UCCIICIOBAHNS.

- OIICHKA «XOpoHio» - CTYACHT BJIAJACCT 3HAHHUAMM pa3aciia IOYTU B MOJIHOM o0BEME (I/IMGI-OTCH

np06em,1 3HAHUH TOJIBKO B HCKOTOPBLIX, 0COOEHHO CIIOKHBIX pa3;[enax); CaMOCTOATCIIbHO U OTHACTHU IIPU
HaBOJAIIMX BOIIpOCax nOac€T IIOJJHOLCHHBIC OTBETHI Ha BOIIPOCHI; HE BCETAAa BBIACIIACT HauOoJiee
CYHICCTBEHHOC, HC JOITYCKACT BMCCTC C TCM CCPbC3HBIX OIIHOOK B OTBETAX.



- OIICHKa «yJOBJICTBOPUTEIHLHO» - CTYJICHT BJIAJICET OCHOBHBIM 00BEMOM 3HAHWH IO pa3Jieiy;
TPOSIBIISICT 3aTPY/JHEHHUS B CAMOCTOSITENBHBIX OTBETaX, ONEPUPYET HETOYHBIMH (HOPMYIMPOBKAMU; B
MPOIIECCE OTBETOB JIOMYCKAIOTCS OIIMOKM IO CYIIECTBY BOMPOCOB. BiameeT TOMBKO 00s3aTEIbHBIM
MUHHUMYMOM METOJIOB UCCIICIOBaHUI.

- OIIEHKa «HEYJOBIETBOPUTEIHHO» - CTYINEHT HE OCBOWJI 00f3aTEIhbHOTO MHUHHMYyMa 3HAHUN
paszena, He CHocoOEH OTBETHUTh Ha BOIMPOCH], Jake€ MPH JOTMOTHUTEIHHBIX HABOISAIIMNX BOMPOCAX
MpenoaBaTes.
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10.
11.

12.
13.

14.
15.

16.

17,

18.

19.

®I'bOY BO YHuBepcuteT 6MOTEXHOIOTHI

Kadenpa dhapmakonoruu u o0111ei maToI0ruu

(HaumMeHOBaHUE Kaeapsl)

Texkyuiasi oueHka 3HAHUM CTYIEHTOB

KomiuiekT 3agaHuii 1y HAy4YHOH KOH(epeHHU
Tema 5. CrtanpapTu3anusi BeTepMHAPHBIX MPENapaTos

Omnpenenenue U 1ENb CTaHIaPTU3ALNN.

['ocynapcrBenHas cuctema crangaptuzauuu Poccun (I'CC).

[Topsimok  pa3paOOTKu, NOPUHATHS M TPUMEHEHUS TEXHUYECKHUX
pErIaMeHTOB U CTaHIapTOB.

[TonsiTHE, KATErOPUU U BUBI CTAHIAPTH3ALUH.

KBanuuuupoBaHHble IPpU3HAKKU CTaHAAPTU3ALIUY.

OOBEKTHI CTaHIAPTU3ALNN, ACTIEKTHl U HAIIPABJICHUS CTaHAAPTU3ALIUH.
.HopmaTuBHBIE TOKYMEHTHI IO CTaHAAPTU3ALUH.

[TpyuHIMIIBI U METOABI CTAHAAPTU3ALUY.

3akoHbl P®: «O cranmaprusannm», «O TEXHUYECKOM PETYJIUPOBAHUNY,
«O 3amure npaB noTtpeduteneit»y, «O0 obecrneueHUH €IUHCTBA

U3MEPECHUIN»
CyObeKThI CTaHIapTU3ALIUN: OPTAaHbI U CITYKOBI.
YpoBHHU CyOBEKTOB: MEKTYHAPOIHbIM, MEXKPETHOHAJIBHBIN,

MEKTOCY/IapCTBEHHBIN, HAIIMOHAJIbHBIN.

[TonypoBHM HALIMOHAJIBHOW CTaHIAPTU3ALIHH.

OyHKIMU, TMnpaBa W  OOS3aHHOCTH CYOBEKTOB  HAI[MOHAJIBLHOMN
CTaHJapTU3AllMU Pa3HbIX YPOBHEM, NX B3aUMOCBS3b.

Cucrema opranoB u cityx0 crannaptuzanuu B PO.

TexHuyeckrue KOMUTEThl W CHYKObl CTaHJIApTU3AIMU CYOBEKTOB
XO3SIUCTBEHHOU JI€SITETbHOCTH.

MapkrpoBka NPOAYKIHH 3HAKOM COOTBETCTBUSA TOCYJIAPCTBEHHBIM
craggaprom o 'OCT P 1.9-95.

OTBETCTBEHHOCTh 3a  HapylIeHHE OO0s3aTeNbHBIX  TpeOOBaHUN
CTaHIApTOB

MexnyHapoIHOE COTPYIHHMYECTBO HA TOCYHAPCTBEHHOM YPOBHE B
YCIOBUSIX  UMBUIM30BAHHOTO  3KOHOMHYECKOTO  ITPOCTPAHCTBA,
rapMOHU3aIUsl CTaHIapTOB.

[Topsimok  pa3pabOTKM W  NPUMEHEHUS  MEXKIOCYJAapCTBEHHBIX
CTaHJIapTOB.

Kputepumn ouenku:

OneHKa «3auTeHO» BBICTABIAIOTCS CTYIEHTY eciu pedepar opOpMIEH B COOTBETCTBHUH C
npaBuiIaMu 0QOpMIICHNS, BEIOpaHHAsl TeMa MOJHOCTBIO PACKpBITa, CTYACHT OTIMYHO OPUEHTHPYEHTCS B
TeMaTHKe TPOOIeMBI.

OneHka «He 3a4TEHO» BBICTABIIIETCS ecli pedepaT UMeeT HelouEThl B OPOPMIICHUH, TeMa He

pacKpeITa, CTYACHT €¢1a00 OPUEHTHPYETCS B TEMATHKE TPOOIEMBI.



®I'bOY BO YHuBepcuteT 6MOTEXHOIOTHI

Kadenpa dhapmakosoruu u o011ei naToioruu

3aganus 1uis onpeaesieHusi ypoBHsi cGOPMUPOBAHHOCTH KOMIIETEHTHOCTH

IIK — 1. Cnoco0eH mpoBOJAUTH BETEPUHAPHO-CAHUTAPHBIA KOHTPOJIb CHIPbS U
MPOJYKTOB 5KMBOTHOTO U PACTUTEIBHOTO MPOUCXOKIACHUS

SanaHm{ 3aKPbITOI'O THIIA

1. Tlox TEePMHHOM «KAYE€CTBO MPOXYKIMI» MOHUMAETCS:
1. 3TO OTIEHKA COOTBETCTBUS NMPOIYKITUN TPEOOBAHUSAM, YCTAHOBJIICHHBIM B
TEXHUYECKOHN TOKYyMEHTAIINN
2. 9TO OIICHKA MOTPeOUTEIeM CTEIICHH COOTBETCTBUS €€ CBONCTB
WHUBUAYAJIbHBIM U OOIIIECTBEHHBIM OXKUJIAHHUAM, 00s13aTeJIbHBIM HOPMaM B
COOTBETCTBHH C €€ Ha3HAYCHUEM
3. 9TO COCTOSIHUE, TIPH KOTOPOM IMpojaBaeMas POTYKIHsI UMEET BCE
cepTU(UKATHI COOTBETCTBUS
4. 3TO OIleHKa CTEIIEHU COOTBETCTBUS MPOAYKIIUN TPEOOBAHUSIM, MPUHATHIM B PD
OtBer: 2

2. Pe3yabTaTrom padoT Mo CTaHAAPTU3ALNH SIBJISIETCS:
1. yctpaneHnue 6apbepoB B MEXAYHAPOIHON TOPTOBIIE
2. BceoOIiee MpUMEHEHHE JSHCTBYIOMINX CTaHIapTOB
3. TapMOHM3AIIHSI HAIMOHAIBHBIX CTAHIAPTOB C MEXTyHAPOIHBIMH
4. 0OHOBJIEHHE JEHCTBYIOLIMX CTAHIAPTOB. pa3padOTKa U MPHUHITHE HOBBIX
Ortger: 4

3. Yupexnenue, npoBojsiiee UCTILITAHUS WM OTeJIbHble BUIbI
HUCIBITAHUN ONpeaeIeHHON NMPOAYKIMHU, HA3bIBACTCS:
1. meTposoruyeckas ciayxoa
2. UCTIBITaTelIbHAs TabopaTopust
3. otaen cepTuduKaIm
4. METPOJIOTMYECKUH LIEHTP
OtBerT: 2

4. CtaHgapTu3anms, oCylecTBJsieMasi B 0JTHOM KOHKPETHOM
rocyJaapcTBe, Ha3bIBAETCS:
1. rocynapcTBeHHast
2. HallMOHAJIbHAS
3. peruoHanbpHas
4. penepanpHas
OtBer: 2



3ajaHus OTKPBITOrO TUIIA

1. Ykaxure 00J1aCTH BHEAPEHUS Pe3yJIbTATOB OMOTEXHOJIOTHYECKUX
HCCJIeI0BAHUN B JKHBOTHOBOJCTBO.
OtBeT:

2. Ykaxure chepbl npUMeHeHUsS] OMOTEXHOJIOTHH.
OtBer:

3. JaiiTe XapaKTepUCTUKY HANPaBJIeHUAM OMOTEXHOJIOTNIeCKOi

NPOMBIILJIEHHOCTH.
OrtBeT:

4, Ha3oBuTe OCHOBHBIE 00J1aCTH IPUMEHEHUSA OMOTEXHOJIOTUH B

(papmaneBTHKeE.
Otser:

3aganusa 1 onpeacJeHust ypoBHHA C(l)OpMI/IpOBaHHOCTI/I KOMIICTCHTHOCTH

IMK-2. CrnocobeH 1 roToB OCYIIECTBISATH Ja00OPATOPHBII U MPOU3BOICTBEHHBIN
BETEPUHAPHO-CAHUTAPHBIN KOHTPOJIb KAUe€CTBA ChIPhSl U O€30MaCHOCTU TPOTYKTOB
YKUBOTHOTO U PACTUTEIBHOTO MTPOUCXOKICHUS

3aaHud 3aKPHITOr0 TUIA

1. MHCnIeKUMOHHBIN KOHTPOJIb 32 CepTU(PUIMPOBAHHON NMPOAYKIUEH
OCYyIIECTBJIACT:
1. Poccenbxo3Han3op
2. opraH, BBIIaBIIANA cepTU(UKAT
3. Pociorpebnaazop PO
4. ToproBo-npoOMBIIIJICHHAs TTajaTa
Otser: 2

2. Opranom no npoBeeHNI0 00513aTEJIbHON CepTHPUKAIMU MOKET
(MOryT) OBITD...
1. TOJIbKO HEKOMMEPUECKUE OPraHU3ALNU
2. 'OpUIUYECKOE JIUII0, UMEIOIEe 3HaK COOTBETCTBHUS
3. opra"u3aiuu JrO0sX PopM COOCTBEHHOCTH
4. HAyYHO-METOUYECKUE IIEHTPHI
Otser: 3
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3. HopMmaTuBHO-TeXHUYECKHIi JOKYMEHT, B KOTOPOM HU3rOTOBUTEIb
yCTaHABJIMBAET TPeOOBaHHS K KaUeCTBY U 0€30MaCHOCTH KOHKPETHOT0
MUIIEBOT0 MPOAYKTA, HA3bIBAETCH TEXHUYECKHUE:

1. ycrnoBus

2. yKa3aHHs

3. mpaBuia

4, pekoMeHIaIun
Otger: 1

4. Opranusanusi, KOTopasi NPOBOIUT UCHBITAHNUS (OTAeIbHbIE BU/IbI
UCNIBITAHMI) onpeae/ieHHOM MPOXYKIMH, YCJIYT'H, HA3bIBAETCH:
1. ucBITaTeTHLHBIN TICHTP
2. uccienoBarensckas Jaboparopus
3. UCIIBITaTeNIbHAs TabopaTopus
4. vCTIbITATEIbHBINA LIEHTP

Ortser: 3
3agaHus OTKPBHITOrO THIIA
1. Ykaxure 0OCHOBHbIE 3Talbl GOPMUPOBAHUSA TOCYIAPCTBEHHOI0
KOHTPOJISI BeTEPHHAPHBIX NPENapaToB U UX 0COOCHHOCTH.
Otser:
2. Ykaxure ocHoBHbIe pyHKIuM OBTK no odecnneyenuro KOHTpOJIA
Ka4eCcTBAa M3rOTOBJICHHBIX CEPUIIHBIX NIPeNnapaTos.
Otser:
3. YKaxure KpUTEepUU OLEHKH KOHTPOJIsI KAa4eCTBA BeET. IIpenaparTos.
Ortger:
4. YKaxxute 0CHOBHbIE METO/bI BbIsIBJICHUs] MHGOPManum 0 0€301acHOCTH
JIEKAPCTBEHHBIX CPEICTB M JAaiiTe UX XapaKTePUCTHKY.
Ortger:

Kpurepuu ouenku:

- OLICHKA «OTJIMYHO» BBICTABISAETCS CTYIEHTY, €CIIU OH BJIaJI€E€T 3HAHUAMU Pa3JEIOB B IIOJHOM
o0beMe, 10CTaTOYHO ITYOOKO OCMBICIHBAET TEMY; CAMOCTOATENILHO, B JIOTHYECKOH MOCIIEeI0BATEIEHOCTH
Y HCYEPIBIBAIOIIE OTBEYAET HA BCE BOIPOCHI, NMOAYEPKUBAECT MPHU 3TOM CAMOE CYIIECTBEHHOE, YMEET
aHAITM3UPOBATh, CPABHUBATH, KJIACCH(DUIIMPOBATH, 0000IIATh, KOHKPETH3UPOBATh H CUCTEMATH3HPOBAThH
W3YYEHHBIA MaTepHal, BBIACIATh B HEM IJ1aBHOE: YCTaHABIMBATh IPUYMHHO-CIEICTBEHHBIE CBSI3H; YETKO
(dopMHpPYET OTBETHI; XOPOIIIO 3HAKOM C OCHOBHOM JIUTEPATypOr ¥ METOJAAMHU HCCIICOBAHMS.

- OILICHKA «XOPOILO» - CTYJIEHT BJaJeeT 3HAaHUAMU pa3zesia [IOYTH B IIOJIHOM 00beMe (MMEITCs
npoOebl 3HaHUK TOJBKO B HEKOTOPBIX, OCOOCHHO CIIOXHBIX pa3Aeiax); CaMOCTOSATENILHO U OTYACTH MPH
HaBOJSIIIMX BONpPOCAaX MOaeT IIOJHOLEHHBIE OTBETHI Ha BONPOCHI; HE BCEr/a BbLAEISIET Hamboiee
CYLIECTBEHHOE, HE JIOIIyCKAaeT BMECTE C TEM CEPbE3HBIX OIIUOOK B OTBETaX.

- OILICHKA «yIIOBJIETBOPUTENIFHO» - CTYJEHT BJIaJiee€T OCHOBHBIM O0BEMOM 3HAHHH IO pazjelnam;
NPOSIBIISIET 3aTPYAHEHHS B CAMOCTOSITENBHBIX OTBETaX, ONEPUPYET HETOYHBIMH (DOPMYIMPOBKAMH; B
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MPOIIECCE OTBETOB JOMYCKAIOTCS OIIMOKH IO CYIIECTBY BOMPOCOB. BrameeT TONBKO 00s3aTEIbHBIM
MHUHHUMYMOM METOJIOB HICCIICIOBAaHHIA.
- OIICHKA «HEYJOBJICTBOPUTEIILHOY» - CTYJCHT HE OCBOMII 0053aTEIPHOI0 MUHUMYMa 3HAHUHN pa3jiena, He
CIOCOOCH OTBETUTH HA BOIPOCHI, TAXKE MPH JOMIOJIHUTEIILHBIX HABOSIIUX BOIIPOCAX

- OIICHKA «HEYOBIETBOPUTEIHHOY - CTYJEHT HE OCBOWII 0043aTeTFHOT0 MUHIMYMa 3HAHHHA
paszzena, He Crioco0eH OTBETUTH Ha BOTIPOCHI, Jake MIPH JOMOTHUTENFHBIX HABOISIINX BOIIPOCAaxX
MpenoaBaTes.
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Cnucok eonpocog 011 n0020mo6Ku K 3a4émy no Oucyuniune

«Cmanoapmuszayus u 6emepuHaApPHO-CAaHUMAPHBLIL KOHMPOb 6€MEPUHAPHBIX

N =

o

©

10.
11.
12.
13.

14.
15.
16.
17.
18.
19.
20.
21,
22,

23.
24,

25.
26.
217,

28.
29.

npenapamoe»

[Ipenmer, 3a1aum ¥ CTPYKTYpa AUCLUUTUIAHBL.

Hctopus pa3BUTHA B CTpaHE U 32 pyOexKoM.

CoBpeMeHHass OMOTEXHOJOTUS KaK OJHO U3 OCHOBHBIX HAaIlpaBICHUN
HaY4YHO-TEXHMUYECKOTO IpOrpecca Mo CO3/IaHUI0 BETEPUHAPHBIX MIPENapaToB.
OCHOBHBIE MapaMeTpbl KOHTPOJS M YIpPaBICHUS OMOTEXHOJIOTHYECKUMHU
nporeccamM.

OO1me TpedOBaHMs K METOIAM U CPEACTBAM KOHTPOJIA.

Oco0eHHOCTH OMOTEXHOIOTMYECKUX BETEPUHAPHBIX MPENapaToB.
Knaccudukaius mpenapatoB MOBBIIAIOMINAX MPOIYKTUBHOCT. U KauyeCTBO
OPOAYKIIMH.

bruoTtexHonorus BUTaMUHOB ¥ KOPEPMEHTOB, OPraHUYECKUX KUCIIOT.
NMMyHOOMOTEXHOIOTHSL.

MMmyHHBIE CBIBOPOTKU. Bakunnbl. PekoMOMHATHBIE BaKIIMHBI.
AHTUOMOTUKY KaK OMOTEXHOJOTUYECKUE MPOIYKTHI.

buoTtexHonorus npoOGMOTHKOB.

brooObeKThI KaK CPEICTBO IIPOU3BOJCTBA JIEKapCTBEHHBIX,
OpOQUIAKTUYECKUX U JUArHOCTUYECKHX CpencTB. MaKpOoOpraHu3MBl,
MUKPOOPTaHU3MBI.

Hctopust pa3Butus (papmakosioruueckoro Haazopa B Poccuiickoit
denepanu.

CoBpeMEHHOE COCTOSIHHME M NPHUHIMIBI PEryasiuuu  (papMaieBTUYECKOTo
Haa30pa.

OcHOBHBIE 11eNU (papMalleBTUYECKOTO Ha30pa.

BHyTpurocynapctBeHHas poccuiickasi HOpMaTUBHO-TIpaBoBast 6asa.
MexyHapoiHas HOpMaTUBHO-TIpaBoBasi 0asa.

denepanbHble KOHCTUTYLIMOHHBIE 3aKOHBI B 00JacTU (hapMaleBTHUECKOIro
HaJ30pa.

['ocynapctBennas apmakomnes.

MexnayHnapoanas gpapmaxornes.

®enepanbubiii  3akoH Ne  61-®-3 or 12.11.2010 «O6 oOpamenuun
JIEKapCTBEHHBIX CPECTBY.

HanuonanbHble cTaHIApTHI IO BETEPUHAPHBIM MperapaTam.

OcHOBHBIE MpPOOJIEMbl pealu3aluyd TOCYAapCTBEHHOM (PYHKIUU IO
MOHUTOPHUHTY 0€30MaCHOCTH JIEKAPCTBEHHBIX MTPENapaToB.

OcHOBHBIC  HamNpaBJICHUs  JAesATEIbHOCTH B cepe  oOpamieHus
JIEKapCTBEHHBIX CPECTB.

MeToapl BBISBIACHHMS U OKCHEpPTU3bl HHPOpMauu O O€30MacHOCTU
JIEKapCTBEHHBIX CPECTB.

Pe3ynpTarsl KOHTPOIBHO-HAI30PHOU AEATEIBHOCTH.

OCHOBHBIE METO/IbI AHAJIN3A U KOHTPOJIS JIEKAPCTBEHHBIX MIPENapaToB.
MeTtonomnorust apMakoIOrHYECKOro Haa30pa.
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30.

31.

32.
33.

34,
35.
36.
37.
38.

39.
40.
41.
42.

43.

44,

45.
46.
47.

48.

49.
50.
51,

52,
53.
54,
55.
56.
o7,

58.
59.

60.

[IpoGnemMbl W COBEPIIICHCTBOBAHWE CHCTEMBI KOHTPOJS O€30MacHOCTH
JIEKapCTBEHHBIX MPENapaToB.

Metonbl KOHTpOJS KadecTBa M 0O€30MACHOCTH OuoIpenapaTroB Jis
BETEPUHAPUH.

OcHOBHBIE 3Tallbl KOHTPOJIS Ka4YeCTBa BETEPUHAPHBIX MPEMApaTOB.

Otpenbl  Ouosoruyeckoro u OuoTexHojoruyeckoro koHtposs (OBK wu
OBTK) opranuzanuu u npeanpusiTui pa3audHbiX GopM COOCTBEHHOCTH.
Ocnosuble 3a7aun u ¢ysakun OBTK.

HopMatuBHO-TEXHUYECKUE IOKYMEHTHI HA Mpenapar.

[IpuHUIMIBI KOHTPOJISE TPOTUBOOAKTEPUATIBHBIX, TPOTUBOBUPYCHBIX BAKIIMH.
[IpuHIMIIBI KOHTPOJISt AHATOKCUHOB.

[IpuHIMTIBI ~ KOHTPOJIA  JIeYeOHO-IPOPUIAKTUYECKUX  CBIBOPOTOK U
AHTUTOKCHHOB.

OnpeneneHue auiepre3upyromero JeMCTBUS JI€KAPCTBEHHBIX CPEICTB.
OrnpeneneHre NUPOreHHOCTH.

Omnpenenenue 6akTepraIbHBIX YHIOTOKCHHOB.

O160p 1po0 117151 UCTIBITAaHUSI O€3BPETHOCTH U TOKCUYHOCTH JIEKaPCTBEHHBIX
CPEICTB.

BerepuHapHo-caHUTapHbIE M TUTHEHUYECKHUE TpeOOBaHUS K CHIPHIO,
YKUBOTHBIM-TIPOIYIIEHTAM M JaOOPATOPHBIM KUBOTHBIM TIPH MPOU3BOACTBE
BETEPUHAPHBIX IIPENapaToB

JKuBOTHBIE, MCTOJIb3yeMbIE JII U3YYEHUS OC3BPEAHOCTH M TOKCUYHOCTH
JIEKaQpCTBEHHBIX CPEJICTB.

[ToaroroBka *UBOTHBIX K UCIIBITAHUIO.

CniocoObl BBEICHUS JICKAPCTBEHHBIX CPEJICTB.

Jlo3bl  JIGKApCTBEHHBIX  CPEACTB, HCIHOJIB3yEeMble TIPU  HUCHBITAHUU
OC3BPETHOCTH.

BerepuHapHo-caHUTapHblE U TUTHEHHUYECKHE TpPEeOOBaHUS K CHIPHIO,
YKUBOTHBIM-TIPOIYIIEHTaM M JTAOOPATOPHBIM >KUBOTHBIM IPHU MPOU3BOJICTBE
BETEpUHAPHBIX MTPENapaToB.

OmnpeneneHue U 1eib CTaHIapTU3alUN.

['ocynapctBennas cucrema crangaptuzaunu Poccuu (I'CC).

[Topsimok pa3paboTKu, IPUHITHS U MPUMEHEHHS TEXHUYECKUX PETJIAMEHTOB
U CTaHJIapTOB.

[ToHsaTHE, KATETOPUM U BUBI CTAaHAAPTU3ALIUH.

KBanuduimpoBanHble TPU3HAKK CTaHIAPTU3AIUU.

OOBEKTHI CTaHIAPTU3AIMH, ACTICKTHI U HAIIpaBJIEHUS CTaHAAPTU3ALIUH.
HopmaTtuBHBIE TOKYMEHTHI 110 CTaHAApTU3ALIUH.

[IpyHIMIIBI 1 METOIBI CTAHIAPTU3AIUH.

3akonbl PO: «O crangaptuzanumny, «O TEXHUUYECKOM pEryanpoBanumny, «O
3aIMTe IpaB moTpedureneiny, «O0 odecrneueHNN eAUHCTBA H3MEPCHHIN
CyObeKThI CTaHIAPTU3AIMH: OPTAHBI U CITYKOBI.

YpoBHU CyOBEKTOB: MEKTYHAPOIHBIM, MEXKPETMOHAJIbHBIN,
MEXKTOCYIapCTBEHHbBIN, HAIMOHAIBHBIU.

[loxypoBHM HAMOHAIBHOM CTAaHAAPTU3ALMH.
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61.

62.
63.

64.
65.
66.

67.

Oynkuuu, mnpaBa U OOA3aHHOCTH  CyOBEKTOB  HAlMOHAJIBHOM
CTaHJIapPTU3AIMK Pa3HbIX YPOBHEH, UX B3aUMOCBS3b.

Cucrema opraHoB u ciy0 crangaptuzauuu B PO.

TexHuyeckue KOMUTETBI UM CIYXObl CTaHJApTU3ALMU  CYOBEKTOB
XO3MCTBEHHOU JIESITEIbHOCTH.

MapkupoBka MPOAYKIIMM 3HAKOM COOTBETCTBHS TOCYJapCTBEHHBIM
crangapTom o 'OCT P 1.9-95.

OTBETCTBEHHOCTH 3a HAPYIIEHUE 00A3aTebHBIX TPEOOBAHUI CTAHIAPTOB
MexayHapoqHOE€ COTPYIHHYECTBO Ha TOCYJAapCTBEHHOM YpPOBHE B
YCIIOBUAX IMBUJIM30BAHHOTO SKOHOMHUYECKOTO MIPOCTPAHCTBA,
rapMOHHM3AIUs CTAaHAAPTOB.

[Topsinok pa3pabOTKu U NPUMEHEHHS MEXTOCYTapCTBEHHBIX CTaHIAPTOB.

Kpurepum ouenku:

— «3a4UTCHO» BBICTABJIACTCA CTYHACHTY, KOTOpBIﬁ TBEPAO YCBOUII HpOFpaMMHHﬁ MaTcpHral,
I'paMOTHO U II0 CYIICCTBY, oe3 CYHICCTBCHHBIX HETOYHOCTEH OTBEYaeT Ha BOIIPOCKHI, BJIAJICCT

HeO6XO,I[I/IMI>IMI/I HaBbIKaMU W ITPUECMaMH BBIITOJIHCHHA IIPAKTUICCKUX SaﬂaHHﬁ.

[MporpaMMHOro marcpuajia, AOIMYCKACT HNPHUHIHUIIMAJIbHBIC OIHI/I6KI/I, HCYBCPCHHO, C 0O0JIBIINMU

— «HC 3a4YTCHO» BBICTABJIACTCA CTYACHTY, KOTOpLIfI HC 3HAeT 3HAYMTCIIPHOM 4YacTH

3aTPYAHCHUSAMU BBIITOJIHACT IMMPAKTUYCCKUC 3alaHUA.
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10.
11.
12,
13.
14,
15.
16.
17.

18.
19.

20.

21.

22,

23.

Bonpocet 01a noozomoeku pegpepama no oucyunaune «Cmanoapmuszayus u

eemepunapno-canumapnblﬁ KOHRmMpOJ/lb 6emepurapHblx npenapamaoe))

HopmatuBHbIE U 3aKOHOJATEIbHBIE aKTBhl, pErIAMEHTUPYIOLIUE
(bapManeBTUYECKYIO IEATeITbHOCTh M0 BETEPUHAPHBIM MPENapaToM.

[Topsinok ceprudukanum nekapcTBeHHbIX cpenctB. CyObekra, 00beKTa u
YYaCTHUKHU CEPTU(PUKALNU JIEKAPCTBEHHBIX CPEJICTB.

OO1ue NpUHIMMBI, pa3pabOTKU, HCIBITAHUS, PETHUCTPALUU JIEKAPCTBEHHBIX
CPEACTB.

['ocynapcTBeHHOE HOPMHMpPOBAaHHWE MPOM3BOACTBA W KOHTPOJS KadyecTBa
JIEKapCTBEHHBIX CPECTB.

dapmakoneitHble METO/Ibl KOHTPOJISI Ka4eCTB JIEKAPCTBEHHOI'O PACTHTEIBHOIO
CBIPBS.

Cucrema opratoB u ciayx0 cranjgaptuzanuu B PO [nmaBHbI MeTOmMYECKUN
IPUHIUI CTaHAAPTU3ALNH.

CrangapTHel M WX KBaJIM(UUUPOBAHHbIE MpHU3HAKU. [IpUHIMIOBI U METOJBI
CTaHJIAPTU3ALMH.

[Topsinok pa3paOOTKu MPUHATHS U MPUMEHEHHUS TEXHUUYECKUX PErJaMEHTOB U
CTaHAAapTOB.

OObeKThl, acnekThl U HampaBleHUs craHgaptuzauud. HopmaruBHble
JIOKYMEHTHI 110 CTaHAAPTU3ALIH.

CoBpeMeHHBIE 3Talbl PA3BUTHS CUCTEMBI CEPTU(PUKALINH.

OCHOBHBIE 1I€JIM U TIPUHLIUIBI CEPTUPUKALIIH.

[Topsinok u noKkymMeHTanbHOE 0(OpMIIEHHE CEPTUDUKALIIH.
[locnenoBaTenbHOCTh JEWCTBUM COCTABIIOLIIMX COBOKYITHYIO IPOLERYPY
ceprudukanun. Cxema cepTUhUKALIIN.

['ocymapctBenHast  rapaHTtus  KadecTBa, dh@dexTtsi u  6e30macHOCTU
JIEKapCTBEHHBIX CPECTB.

[Topsinok npoBeaeHUs JOKIMHUYECKUX U KIIMHUYECKUX UCIIBITAHUM.

[Topsiiok rocy1apCTBEHHOM PErUCTPALMH JIEKAPCTBEHHBIX CPEICTB.
Ceptuduxanus 1 3Haku cooTBeTcTBUs. [lopsaok u TpeboBaHUs K MapKUPOBKE
Y YIIAKOBKE JIEKAPCTBEHHBIX CPEICTB.

NupopmainoHHO nipaBoBas MoAAepKKa (papMalieBTUUECKON AESITENbHOCTH.
HopmatuBHBIE 1 3aKOHOJATENbHBIE AKTHI IO CTAHIAPTU3ALNH U CEPTUPUKALIAN
BETEPUHAPHBIX MPEMAPATOB.

OcCHOBHBIE TIOJIOXKEHHSI 3aKOHOJATeNbCTBA «O0 oOpalieHuH JeKapCTBEHHBIX
CPEACTBY.

[lopsinok MapkupoBaHUS MNPOAYKIMH M YCIYr 3HAKOM COOTBETCTBUS
rOCyAapCTBEHHBIM CTAHAPTOM.

[Topsimox pa3paboTKH, MPUHATHS U MPUMEHEHUS TEXHUUYECKUX PErJIaMEHTOB U
CTaHAapTOB.

['ocynapctBenHas cuctema crapaaptusauuu Poccum (moHsitue oObekTa U

CTPYKTYpa).
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24,

25,
26.
217,
28.
29.
30.

31.
32,

MexrocynapcTBeHHass CHUCTEMa CTaHAapTU3auuu (LeNd, 3aJa4d, MPUHIIUIIEI,
00BeKThl, BHIbI). OCHOBHBIE BHUJbI MEXKIOCYJAAPCTBEHHBIX CTAaHIAPTOB, HX
Ha3HAuYCHUE.

MexayHapoiHbIe CTaHAAPTHI HA CUCTEMbl 00eCIeUeHUsl KaueCcTBa MPOAYKIIHH.
[Topsinok ux pazpabOTKU U TPUMEHEHUS.

QOyHKIWM, TOHATHS, OCHOBHBIE xapakrtepuctuku ctanaapros MCO 9000 —
9004.

®oHA HOPMATHBHBIX JIOKYMEHTOB, M0 cepTudukanuu. TpeboBaHus K
OpraHU3alMOHHO-METOIUYECKON paboTe TOKyMEHTAMU MO CepTU(UKALUY.
CyOBeKTbl, 00bEKTHI M YIaCTHUKH CEPTH(PHUKAIIH.

[Topsinok nexkIapupoBaHHsl COOTBETCTBHUS JIEKAPCTBEHHBIX CPEJCTB.

OCHOBHbBIE MPUHIUIBI MPOBEICHUS CepTU(UKAIMKU U JEKIApUPOBAHUA, HUX
OCOOEHHOCTH.

[TpaBoBbIE OCOOEHHOCTH CEPTUPHUKALIUY.

XapakTepucTuka M OO0SI3aHHOCTU  aKKPEAMTOBAHHOM  MCHBITATEIbHOMN
naboparopun.  OCHOBHBIE  OTJIMYUS  OTEUYECTBEHHBIX  HCIBITATEIbHBIX
n1aboparopuii oT 3apyOeHBIX aHAJIOTOB.

— «3a4uTCHO» BBICTABJIACTCA CTYACHTY, KOTOpI)If/'I TBEPAO YCBOUI HpOFpElMMHBIfI Marcpuall,
I'paMOTHO U II0 CYIICCTBY, oe3 CYLICCTBCHHBIX HETOYHOCTEH OTBEYaeT Ha BOIIPOCKHI, BJIAJICCT
H606XO,I[I/IMHMI/I HaBbIKaMU W ITPUECMAaMH BBIITOJIHCHHA IIPAKTUICCKUX 3aJaHu.

— «HC€ 3a4YTCHO» BBICTABJIACTCA CTYACHTY, KOTOpLIﬁ HE B3HAaeT 3HAUYUTEIbHOH 4YacTH
NporpaMMHOro Martcepualia, AOIYCKACT HNPHUHIHUIINAJIbHBIC OIJ_II/I6KI/I, HCYBCPCHHO, C OOIBIINMU
3aTPYAHCHUSAMU BBIITOJHACT IIPAKTUYCCKUC 3aTaHUA.
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