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Paboyas mnporpamMma AuUCUMIUIMHBI «®DapMameBTHUECKass TEXHOJOTHS» [0 CIEeLUuaJbHOCTH
33.08.02 YnpaBJsieHHe U 3KOHOMHUKA papmanuu paspadorana B 2017 r. B coorBercTBUU ¢ PI'OC
BO, yrBepxaennoM nmpukazoM MunuctepcTBa oOpa3oBanusi 1 Hayku Poccuiickoii @enepauuun ot 27
aBrycra 2014 r. Ne 1143. IIporpaMmma €XXeroJiHo akKTyaJIM3UpPyeTCS.

Cgenenus 00 akTyaJM3alnuu.

[IporpaMma oTpakaeT COBPEMEHHBIM Hay4YHBIH M TEXHOJIOTMYECKUN YPOBEHb Pa3BUTHS MPAKTHKH, a
TaK)Ke TeKYIKEe U 0’KHJIaeMble TOTPEOHOCTH OOIIECTBA U CUCTEMBI 3PaBOOXPAHCHHUSL.

PII/] akTyanu3upoBaHa U OTKOPPEKTUPOBAHA C YU€TOM IIPUMEHEHHUS COBPEMEHHBIX 00pa30oBaTebHbIX
TEXHOJIOTHH, COJCPIKHUT YCIOBUSI O0yUEHUS JIUII C OTPAHUYCHHBIMU BO3MOKHOCTSIMH 370POBBSI.

Hacrosimmas akryanu3upoBaHHash peIakilys IporpaMMbl pacCMOTpPeHa U ojlo6peHa Ha 3aceaHUU
kadpeapnl papmauuu PI10 29.08.2023 (npoTokos N27)

COI'JIACOBAHO
YMK 1o nocsieBy30BCKOMY U AOMOJHUTENbHOMY NpodecchoHalIbHOMY 06pa3oBaHuio 30.08.2023
(nmpoTokou Ne5 )

YTBEPXKJEHO
Ha 3ace/laHUH LeHTpaibHOM MeToau4Yecko komuccuu [IMOHU 31.08. 2023 (nmpoTokos Nel )

Penenzenr:

TOKTOp (papMarieBTUIeCKuX HayK,
npodeccop, kabeapa HeOpraHUIecKou, (GU3NUECKOi U
KOJUIOMJTHOU XUMUU B.A. Kommaniies
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1. I[EJIV ¥ 3AIAYY TOCYJAPCTBEHHOM UTOTOBOM ATTECTALIUM
(THA):

Meas TUA

- YCTAHOBJICHUC YPOBHSA IHOATIOTOBKHU BBIITYCKHHMKA K BBIITOJIHCHHUIO HpO(l)CCCI/IOHaHBHBIX
3aJlady M COOTBETCTBHUSI €ro TIOJTOTOBKH TpeOOBaHUAM (eaepaabHOTO TOCYAapCTBEHHOTO
00pa3oBaTeNbHOI0 CTAaHJApPTa IO CIEIHAIBHOCTH BBICHIETO 0Opa30BaHUs MOATOTOBKU KaJpOB
BBICIICH KBaNM(puKanuu B opauHarype «DapmarieBTuueckas TEXHOJIOTHSY.

Sagaun 'HA:

[TpoBepka ypoBHs c(OPMUPOBAHHOCTH KOMIIETEHIIUH, ONpeesIeHHbIX (heaepalbHbIM
roCyJapCTBEHHBIM 00pa30BaTEIbHBIM CTAHIAPTOM M 00pa30BaTEIbHON MPOTrPaMMOi BBICIIETO
o0Opa3oBanus (ypOBEHb NOATOTOBKY KaJpPOB BHICIIEH KBAIM(UKAIINH) IO CIIEHUATBHOCTH
KDAPMAIEBTUYECKAA TEXHOJIOT U

2. MECTO I'OCYJAPCTBEHHOM UTOTOBOM ATTECTAIIMH B
CTPYKTYPE IIPOTPAMMbBI OPAUHATYPBI 110 CIIEHUAJIBHOCTH
OAPMALEBTHUYECKAA TEXHOJIOTHUA.

brnok 3 "T'ocymapcTBeHHass WTOTOBas arTtecranus’ B TOJTHOM OOBEME OTHOCUTCS K
6a30BOil wacTM mporpamMmbl M 3aBepliaeTcs mpucBoeHueM kpanudukanuu "IIpoBusop-
TEeXHOJIOr".

B bnok 3 "T'ocynapcTBeHHas uToroBasi arrectalus’ BXOAUT MOATOTOBKA K CAaye U caaya
roCy/1apCTBEHHOr0 SK3aMEHa.

ObsacTh mnpogeccHOHATBHONW 1eSITeIbHOCTH  OpPAMHATOPOB, OCBOMBIIUX IpOrpamMmy
OpAMHATYPBI, BKJIIOYaeT 0OpalleHne JIeKapCTBEHHBIX CPE/ICTB.
O0bexkThl NpPO(peCcCHOHAJBHOH JEATEJBHOCTH OPAMHATOPOB, OCBOUBIIMX IPOrpaMMmy
OpAUHATYPBI, SIBIISIFOTCS:
— JIEKapCTBEHHBIE CPEJCTBA;
— (apmaneBTHUECKHE CYOCTaHIINN;
— COBOKYIHOCTb CPEJICTB M TEXHOJIOTUH, HAIIPaBJICHHBIX HA CO3/1aHUE YCIOBUM JUIs
WHIUBUAYAIBHOTO M3TOTOBJIEHUS; pa3paOOTKH, MPOMBIIIEHHOTO MPOU3BOACTBA,
KOHTPOJISI KAYE€CTBA JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUHU C YCTaHOBJIEHHBIMU
TpeOOBAaHUSAMH U CTaHJApTaMH B c(hepe 3paBOOXPAHEHHUS.
Bunasl npodeccuoHanbHOM AesTeIbHOCTH, K KOTOPBIM TOTOBSATCS BHITYCKHUKH, OCBOMBILINE
IPOrpaMMy OpJIUHATYPHI:
— NPOMU3BOACTBEHHO-TEXHOJIOTNYECKas;
— KOHTPOJIbHO-pa3pelInTeIbHast
— OpraHu3allMOHHO-YIIpaBICHYECKas.
BellycKHMK,  OCBOMBIIMK  NporpamMMmy  OpAMHATyphl, TOTOB  peElIaTh  CJIEAYIOIINE
npodeCCHOHANIbHBIC 3a/Ia4H:

npoU3800CMEEHHO-MEXHOIO2UYECKAS 0esIMENbHOCMb.

— TNPOU3BOACTBO U U3TOTOBJIEHHE JIEKAPCTBEHHBIX CPE/ICTB;

Op2aHU3AYUOHHO-YNPABTIEHYECKAs 0esMeNbHOCb.!

— OpraHu3anys NpoU3BOJICTBA U U3TOTOBJICHHUS JIEKAPCTBEHHBIX CPE/CTB;



— OpraHM3anus U MPOBEICHHE MEPOIIPUATHH MO XPaHEHHIO, TIEPEBO3KE, U3BSITHIO
YHUUYTOKEHUIO JICKAPCTBEHHBIX CPEJICTB;

— BEJCHHE YYCTHO-OTUYETHOM JOKYMEHTAIIMH B (hapMaIleBTHUECKOW OpTraHU3allHH;

— BeJeHHE HH(POPMAITMOHHO-KOHCYJIbTAIIHOHHON paboThI;

— OpraHm3anus TpyAa IepcoHala B (apMaleBTHUYECKUX OpraHu3alusx u HX
CTPYKTYPHBIX TMOJPA3JEICHUSIX C YIETOM TPeOOBaHUN TEXHUKU OE30MACHOCTH H
OXpaHBbI TPY/Ia;

— co0Jr0IeHrEe OCHOBHBIX TpeOOBaHM HMHPOPMAITMOHHOM 0€301MacCHOCTH.

3. TPEBOBAHHUA K PE3YJIbTATAM OBYYEHHA 110 IIPO'PAMME
OPAUHATYPBI 110 CIIEHUAJIBHOCTHU « PAPMALEBTUYECKAA
TEXHOJIOT'UA»

K rocymapcTBeHHOI HMTOroBOM aTTecTallMM JOMYCKAeTCsl O0y4aroUIuiics, He UMEIOLIH
aKaJeMUYEeCKON 3aJ0JDKEHHOCTH U B IIOJIHOM OOBbEME BBINOJHUBLIMKA Yy4eOHBIH IUIaH WU
VH/IMBU/yaJIbHBIA y4eOHBIH IJ1aH 110 COOTBETCTBYIOLIEH 00pa3oBaTeabHOI MporpaMmMe BBICIIETO
obOpasoBaHwUs.

OOyuaromuiics, OCBOMBIIUN MPOrpaMMy OpAMHATYpBI, TOJKEH 00Ja/1aTh CIEAYIOLIMMU
KOMIIETCHIUSIMHU:

Ne Kon Coneprxanue KOMNeTeHIUH

L VK-1 TOTOBHOCTB K A0CTPaKTHOMY MBIIICHUIO, aHAIN3Y, CHHTE3Y

2. YK-Z TOTOBHOCTb K YIIpaBJICHUTIO KOJITICKTUBOM, TOJICPAHTHO BOCIIpUHUMATDH
COIMAIbHBIC, STHUYECKUE, KOHPECCHOHAIBHBIE U KYJIBTYPHBIC PAa3THIHs

3. TOTOBHOCTb K Y4YaCTHIO B He[laI‘OFH‘ICCKOfI ACATCIIBHOCTH IO IIporpaMmam

CpCOHCTO HW BBICHICTO MCIUIMHCKOI'O O6p2130BaHI/IH HJIn CpEeAHCIO0 M BBICHICTO
(apManeBTHYECKOro 00pa30BaHusl, a TAKXKe MO JOTOIHUTEIBHBIM MPOdecCHOHATBHBIM
VK-3 nporpaMMaMm Ui JIMI, HMEIOHIMX CpeaHee Npo(ecCHOHAIbHOE WM BBICIIEE
oOpa3zoBaHME€ B TOpPSIKE, YCTaHOBIEHHOM (benepanbHBIM OpraHoM
UCIIOJTHUTEIBHOW BJIACTH, OCYIIECTBISIIONIMM (YHKIHU 1O BBIPaOOTKE
TFOCY/JIapCTBCHHON NOJMTUKM M HOPMATHUBHO-TIPABOBOMY DETYJIHUPOBaHHIO B cdepe
3/]paBOOXPaHEHHS

4. K-1 TOTOBHOCTh K OCYIIECTBICHUIO TEXHOJOTHYECKUX MPOIECCOB TPH IPOU3BOJICTBE U
M3TOTOBIICHUH JICKAPCTBEHHBIX CPEIICTB

5. TIK-2 TOTOBHOCTh K OOECIIEYEHHIO KadecTBa JIGKAPCTBEHHBIX CPEJICTB NpPH  HUX
IMPOU3BOJICTBE U U3IOTOBJICHUN

6. IK-3 TOTOBHOCTD K IIPUMEHEHUIO CIIELIUATIM3UPOBAHHOTO obopynoBaHus,
IPEIyCMOTPEHHOTO JUIsl HCTIONB30BaHMs B IPO(ECCHOHANBHOM chepe

7. K-4 FOTOBHOCTh HCIIOJIb30BaTh OCHOBBI OKOHOMHYECKMX M TPAaBOBBIX 3HAHUIl B
poheCcCHOHANIBHOMN ACATEILHOCTH

8. HK'5 TOTOBHOCTbH K IMPUMCHCHUTIO OCHOBHBIX MIPUHITUIIOB YHpaBJICHUSA B
npodeccuoHabHOU chepe

9. IK-6 TOTOBHOCTh K OpPraHU3alMH TEXHOJOTMYECKUX IPOIECCOB IPH TPOU3BOACTBE M

H3roTOBJICHUU JICKAPCTBECHHBIX CPCICTB

10.| k-7 CIOCOOHOCTH K YYaCTHIO B OKCIIEPTH3aX, MPETYCMOTPEHHBIX TTPH
TOCY/IapCTBEHHOM PEruCTpalny JEKapCTBEHHBIX MPENapaToB

11. K-8 TOTOBHOCTD K YYaCTHIO BO BHEIPEHHH HOBBIX METOJIOB U METOJUK B cepe
pa3paboTKH, TPOU3BOACTBA M OOPAIIEHUS JIEKAPCTBEHHBIX CPEJICTB




4. COAEP>XAHME U OB’ BEM I'OCYZIAPCTBEHHOUW UTOTOBOH
ATTECTALIMHU

4.4. OBIIWH OBBEM YYEBHOH HATPY3KHU T'MA
locynapcTBeHHass uTOroBas arTecTals OOyYarOMIMXCS MO MPOrpaMMaM IMOJITOTOBKH
KaJIpoB BbICIIEH KBaduUKALUKU B OpPAUHATYpPE MHPOBOAUTCA B (OpMe TOCyIapCTBEHHOIO
JK3aMeHa.
['ocynapcTBeHHass WMTOroBas arTecTalMsl BKIIOYAeT MOJArOTOBKY K cJadye U caady
roCy/1apCTBEHHOTO 3K3aMEHa.

OO6m1ast Tpy10€MKOCTh TOCYapPCTBEHHON UTOTOBOM aTTECTAIlUN

IIpoa0/IKUTEJBLHOCTh FOCYAAPCTBEHHOM UTOT0BOM
N aTTecTaluu
OpranuzannonHas gpopma yue0HOI padoThI
aKan. Mo ceMecTpam
3a4. efl.
Jac. 1 2 3 4
OG6uIast TPYA0EMKOCTD 110 Y4eOHOMY IIaHy 3 108
I'ocynapcTBeHHBII 3k3aMeH (B HEAEIIX) 3 2

4.2. COJEPXAHMWE IrOCYJAPCTBEHHOH UTOTOBOM ATTECTAIIHM.

[ocynmapcTBeHHass UWTOTOBas —arTecTalMs OTpakaeT oO0pa3oBaTENbHBI  yPOBEHb
BBIITYCKHHKA, CBI/I)]GTGJH)CTByIOHII/Iﬁ 0 HaJIWYHUU Yy HCIro CIIOCOOHOCTEH M TOTOBHOCTH
CaMOCTOSITEJIFHO PeIlaTh Ha COBPEMEHHOM YPOBHE 33/1aud MpodeccHoHaIbHON NeSTeIbHOCTH,
KOMITETEHTHO H3JIaraTh CIEIHAIbHYI0 HH(OPMAIUIO, HAYYHO apryMEHTHPOBATh M 3allHIIaTh
CBOIO TOUKY 3PEHH.

[ocynapcTBeHHBIE aTTECTAI[MOHHBIE WCITIBITAHUS MPOBOJATCS YCTHO WM MHCHMEHHO B
(dopMe MEKAMCIMIUIMHAPHOTO 3K3aMmeHa. [ 0CylapcTBEHHBI SK3aMEH IMPOBOAMTCS 1O OJHON
WIIM HECKOJIBKUM JMCUHIUITMHAM M (WIM) MOAYISIM 00pa3oBaTeNIbHON MPOTPaMMBI, pe3yIbTaThl
OCBOCHHMSI KOTOPBIX MMEIOT OIpeJessioniee 3Ha4eHHe Ui MPOQECCHOHAIBHOM JIesTeIbHOCTH
BBIITYCKHHKOB.

5. TOCYJIAPCTBEHHBIY 3K3AMEH

INMOPAAOK ITPOBEAEHUA T'OCYAJAPCTBEHHOI'O 3K3AMEHA

Ilepen rocynapCTBEHHBIM HK3aMEHOM IPOBOJIUTCS KOHCYJIbTALUS OOy4aroIuxcs I10
BOIPOCaM, BKJIIFOUEHHBIM B IIPOTrPaMMy rOCYAapCTBEHHOTO 3K3aMeHa.

OOyyaromumMcst ¥ JIMlaM, MPUBJIEKAaeMbIM K TOCY/IapCTBEHHON MTOrOBOM aTTeCTalluu, BO
BpeMsI IIPOBEJEHUS T'OCYNapCTBEHHBIX ATTECTALlMOHHBIX HMCHBITAHUM 3alpeiaeTcss UMEeTh IpH
ce0e 1 UCTIOIB30BATh CPEACTBA CBSI3U.

lNocynapcTBeHHBIN 5K3aMEH IPOBOANUTCS YCTHO. ['ocy1apcTBEHHBIN SK3aMEH IPOBOAUTCS
B JIBa dTarna.

1 sran — ArrecranmoHHoe UTOroBoe TectupoBanue. Tect coxepxkut 100 3amanuii B
TECTOBOM (hopme, OTpaxkaroUINX TEOPETUUECKHE KOMIIETEHTHOCTH NMPorpaMmbl 00ydeHus. TecTsl
MPEJICTaBICHbl TPeMsI BUJAMHU 3a/laHUN: HECKOJbKO BAPUAHTOB OTBETOB, U3 KOTOPBIX OAMH




ABJIIETCS. BEPHBIM; HECKOJIBKO BapUAaHTOB OTBETOB, U3 KOTOPBIX HECKOJIBKO SIBIISIFOTCSI BEPHBIMU;
olpeieIeHne MPaBUWIBHONW IMOCIEN0BATENBHOCTH B TeCTE, KOTOpas Hanbosee MOJHO OTBEYAET
BCEM YCIIOBHSM 3aJlaHMsL.

2 sran — UtoroBoe cobecenoBanne. OueHKa ypOBHS MOJATOTOBJICHHOCTH BBITYCKHHKA.
Jl1s mpoBeeHs UCIIONIBb3YIOTCA KOMIUIEKT SK3aMEHAIIMOHHOIO 3a/laHus. B koMIuiekTe 3agaHus
npejcTaBieHa B nHpopManus o npoecCHOHAIbHON AEATENbHOCTH MPOBU30pa — TEXHOJIOTA.
IIpu  dopMupoBaHMM  pacnucaHMsi  YCTAHABIMBAIOTCA  IEPEPBIBBI  MEXAY  ATallaMu
roCyJapCTBEHHOI'O 3K3aMEHa IPOI0JIKUTEIbHOCTBIO HE MEHEe 7 KaJIeHAAPHBIX JTHEH.

IIpencenarens rocynapCTBEHHON 3K3aMEHAIMOHHONW KOMHCCHM Ha3HAa4yaeTcs M3 4ucia
JMILI, He PadOTAIOMKMX B YHUBEPCUTETE, UMEIOIINX YUCHYIO CTEIIEHb JOKTOpa HayK (B TOM YHCIe
YUEHYIO CTEIeHb, NMPUCBOCHHYIO 3a pyOexoM W mpusHaBaeMyio B Poccuiickoit ®Deneparmm)
W/WIM y4eHoe 3BaHHe IMpodeccopa COOTBETCTBYIOMIETO Mpodwis, J1u00 MpeicTaBUTENeH
OpraHoOB IrocynapcTBeHHOU BiacTu Poccuiickon denepanuu, OpraHoB rocyJapCTBEHHOM BIIACTH
cyobekToB Poccuiickoii ®enepaunu U OpraHoB MECTHOI'O CaMOYIIpaBJIEHUS B cepe OXpaHbI
3JI0POBB.

B cocraB rocyaapcTBeHHOM 3K3aMEHALIMOHHOM KOMMCCHM BKJIIOYAIOTCA HE MEHee S
YeJOBEK W3 YKcia JIML, OTHOCALIMXCS K MpodeccopcKo-IpenoaBaTeIbCKOMy COCTaBY, W/WIH
Hay4yHbIX pAaOOTHUKOB YHHBEPCUTETA, a TaKXKe IpPEJCTaBUTENIEH OPraHoB TroCyJapCTBEHHOM
Binactu Poccuiickoit denepaniuu, opraHoOB TOCYIapCTBEHHOW BiacTu CyObekToB Poccuiickoit
®enepalli 1 OPraHOB MECTHOT'O CaMOYIIpaBJIEHUsI B cepe OXpaHbl 37A0POBbsI, MEAULIIMHCKUX
OpraHu3aIil, THBIX OPTaHU3aINA, OCYIIECTBISIONINX IEATEILHOCTh B c(hepe OXpaHbl 3I0POBbSL.

COAEPKAHHUE I'OCYAAPCTBEHHOI'O 3K3AMEHA

Pa3gen arrecranuu Ha3paHue TeM M UX colep:KaHue

Ne i

1. Anrteunas texaonorus | CoBpeMEHHOE COCTOSHUE M TSHICHIIUN COBEPIIICHCTBOBAHUS

JIEKapCTB WHJUBUYyJIbHOTO U3TOTOBJICHUS JICKAPCTB B YCIOBHUSX aITEK.
lNocynapcTBeHHOE HOPMUPOBAHKUE U3TOTOBICHUS JIEKAPCTBEHHBIX
[IpEnaparToB B yCJIOBUAX anTek. I'ocynapcreenHas @apmaxonest PO.
CoBpeMeHHas TEXHOJOTUS JIEKaPCTBEHHBIX CPEJICTB UHIUBUTYATLHOTO
n3rotoBieHus: JlekapcTBeHHBIE POPMBI C KUIKOHW JUCTIEPCHOHHON
Cpeloii, MATKHE JIeKapCTBEHHBIE (DOPMEI, JTIeKapCTBEHHBIC (DOPMBI,
TPEOYIOIIMX aCENITUYCCKUX YCIOBUH M3TOTOBICHMSL.

[TpoGiieMbl B3aMMOCHCTBHUS JICKAPCTBEHHBIX CPEJICTB B MHIUBUIYaJIbHBIX
MPOMHUCSX U MYTU UX YCTPAHCHHUSL.

Peanuzanmst coBpeMeHHBIX TpeOOBaHU K YIIaKOBKE, MAPKUPOBKE,
XPaHEHHUIO U OTITYCKY WHIUBUYATbHO N3TOTOBJICHHBIX JICKAPCTB

2. [IpomsbInennas Oco0eHHOCTH TPOU3BOJCTBA TOTOBBIX JIEKAPCTBEHHBIX CPEACTB
(dapmaneBTHUecKas CoBpeMeHHas TeopeTHYECKass KOHLENIHs (hapMaleBTUIeCKOn
TEXHOJIOTHS TEXHOJIOTHH.

PazpemmrenbHas cucteMa 1 HOpMaTUBHO-IIpaBoBast 6a3a
npoussozactsa JIC. OcHoBel cTannaptuzanuu. [Ipasuna GMP, GLP,
GCP...

[Tpon3BOACTBO TBEPABIX JIEKAPCTBEHHBIX (OPM.

ITpou3BOACTBO MATKHX JICKAPCTBEHHBIX (hopM.

ITpou3BOACTBO KHUIKUX JIEKAPCTBEHHBIX (POPM.

JlekapcTBeHHBIE (DOPMBI JUTS TAPEHTEPATHHOTO BBE/ICHHSL.




TexHonorus @uTonpenaparos.

dapmarieBTHYCCKAS
pa3paboTtka u

T'ocynapcTBeHHOE HOPMUPOBAHME CO3TAHUS HOBBIX JIEKAPCTBEHHBIX
CpeacTB.

Konnernmus Hamiexxanux npakTuk B papmanun (GXP).
MexmyHapoIHbIE CTAaHIAPTHI KOHTPOJISI KAa4ecTBa JIEKaPCTBEHHBIX
cpencts (GLP, GCP, GMP, GDP, GPP, ISO, ICH).

TpebGoBanus K peruCcTpaIiy JEKapCTBEHHBIX MPENapaToB IS YeTI0BEKa.
dapmaneBTHUYECKas pa3padoTka

(CHQD), (ICHQS). Mexmynapoaasie TpeboBaHUS K (papMarieBTHIECKOi
paspabotke. Ctpykrypa gokymentoB ICH (International Conference on
Harmonization)

MesXTlyHapOIHBIN COBET 110 TAPMOHU3AINN TEXHUYCCKUX TPEOOBAHUH K
(hapMmareBTHIeCKUM TIperapaTaM sl HeItonb3oBanus yenoBekoM (ICH).
DJeMEHTHI (papMaIeBTHUECKOM pa3paboTku: JIu3zaiiH MOIEKYJIbI
(molecule design), nu3aiin iekapcTBa (drug design), au3aiiH KayecTBa
(quality design).

JlokTHUHIYeCKHE HCCIeOBAHUS JIEKAPCTBEHHBIX CPEICTB
Konnenmus u npunimnel Haanexaieit naboparoproii npaktuku (GLP)
KanHuyeckne nucciieoBaHus JIeKAPCTBEHHBIX CPEACTB

Konneniust u npunIiunsl Haanekamen kuandeckoi npaktuku (GCP)
I'ocynapcTBeHHasi perucTpanus JeKapCTBEHHBIX CPEACTB B
Poccuiickoii ®egepaunu

OCHOBHBIE TTOJIOXKEHHSI CUCTEMBI TOCYIapCTBEHHOMN pEerucTpamuu
JICKApCTBCHHBIX CPEACTB.

[Nopsinok popMupoBaHUs PETUCTPAITMOHHOTO JJOChE Ha JICKAPCTBEHHOE
CpEeJICTBO

[opsinok mpoBeneHNs SKCIIEPTU3BI IPU PETUCTPAINH JEKapCTBEHHBIX
CpelcTB

Buodapmanus

Bruodapmanus, kak TeopeTHuecKasi OCHOBA COBPEMEHHOHN TEXHOJIOTHH
JEKapCTB.

buogapmaneBTrdecKre MOAX0/1bI IPH CO3JaHUH HOBBIX JIEKAPCTBEHHBIX
dopm.

BrodapmanieBTruecKre acrieKThl BO3PACTHBIX JIEKAPCTBEHHBIX (hOpM.
buogapmaneBTryeckie aceKThl palliOHaIBHBIX YCIOBUH MpuemMa
nekapctB. [IpoGiiemMbl B3auMOIeHCTBHS JIEKAPCTB MPU OTHOBPEMEHHOM
Ha3HA4Y€HHUHU U B COUCTAHUU C HI/IHleﬁ.

buogapmaneBTryecKre 1 TeXHOJIOTHYECKNE aCTIeKThl OLICHKN KayecTna,
BBIOOpA U PAIIMOHAIBEHOTO NPHMEHEHHS CHHOMHMHYECKUX TIPETapaToB.
DKonornveckue npoodieMsl B hapMariu

buorexHonoruu B
dapmanuu

OcobeHHOCTH GHOTEXHOIOTHUECKUX MPoLeccoB. OOBEKThI U METOBI
OMOTEXHOJIOTHH.

depMeHTBI METUITMHCKOTO Ha3HaYeHUs. METO/IbI BBIIICIICHHSI U OL[CHKH
(hepMEeHTOB MUKPOOHOT0 MPOUCXOXKIeHH. JlekapcTBeHHBIE (hOPMBI
(bepMeHTOB.

I'enetnyeckas umwkeHeprs. OCHOBHBIE IPUHIIHITBI TEXHOIOTUH
pexkomOuHanTHOW JIHK.

BbrorexHonornueckre MEAMIMHCKUE TIPENAPaThI AT JICUCHUS U
npoUIaKTHUKH 32001€BaHUM

Texnomorus
TOMEOITaTUYECKUX
JIEKapCTBEHHBIX

hopm

Ucropusa romeonatuu. ['omeonarus B Hactosiee Bpems B Poccun u 3a
pybexom

['omeomnaTus - caMOCTOSTEILHOE HAIIPABJICHUE METUITHHEI,
MIPEACTABIISIONIEE COOON METOT JICKAPCTBEHHOM TEpaTiu
[IpeumyiiecTBa roMeONaTUUYECKUX JIEKAPCTBEHHBIX CPECTB.

O0mas XxapakTepuCTHKa TOMEOIAaTHYECKUX JIEKAPCTBEHHBIX CPEJCTB.




Ncrounnku noayueHus roMeOnaTUYeCKUX JIEKAPCTBEHHBIX CPEACTB U
OTEUYECTBEHHAs ChIpheBasi 0aza AJis X IPOU3BOJICTBA.

[IpaBuna oopmMieHHs perienToOB Ha TOMEOIIaTHIECKHE TIPeTIapaThl.
[NonsiTue 10361 B roMeonaTuu. XapakTepucTuka pa3seneHuii. CriocoOsl
M3TOTOBJICHUS Pa3BEJICHUI.

UzroroBnenre roMeonaTHUeCKUX JIEKapCTBEHHBIX (hopM

TexHoJsioruda
BeTepHUHAPHBIX
JIeKapCTBEHHbIX

dopm

OO01ast xapaKTepUCTHKA BETEpUHAPHBIX JICKAPCTBEHHBIX (hOpM
OcobeHHOCTH BETepUHAPHOH (hapMmaIuu U TpeOoBaHuUs,
IpeIbBIISIEMbIE K JIEKApPCTBEHHBIM (hOpMaM Uil ’KHUBOTHBIX.
Jlo3upoBaHue JICKapCTBEHHBIX CPECTB B BETEPUHAPHUH.
Knaccuguukaiys BeTepruHapHBIX JIGKAPCTBEHHBIX (POPMBI 110
croco0am U3rOTOBIICHHSI M TUCTIEPCOJIOTUICCKUM XapaKTePUCTUKAM
Berepunaphbie JiekapcTBEHHBIE ()OPMBI IPOMBIIIIJICHHOTO
U3TOTOBIICHHSL.

YakoBKa, yCIIOBUS XpaHEHUS BETePUHAPHBIX JIEKAPCTBEHHBIX (hOPM.

HaHoTexHosiornu B
dbapmanuu

Hcnonb30BaHre HAHOTEXHOJIOTHHA JJ1s1 pa3pabOTKU CUCTEM JIOCTABKU
HeKapCTBCHHI)IX BCIICCTB K opraHaM U TKaHAM-MUIICHAM
Hcnonp3oBaHue TUIOCOM B TIOJYYSHHH JICKAPCTBEHHBIX MPEHapaToB
Hcnonb3oBanue HAHOKAINCYN (HAHOKOHTEHHEPOB) KaK TPAHCIIOPTHBIX
YacTHIL 1J1g OEJIKOB

Hcnonp3oBanue B (hapManvy HAHOCTPYKTYP Ha OCHOBE yriiepojaa

TexHoJsorus
Jle4ebHO-
KOCMETHYECKHX
CpeAcTB

XapakTepuCTHKa KOCMETONOTUH KaK HayKW. 3aladd M HalpaBlICHUS
KOCMETOJIOTHH.

Crpoenue koxxu. OcHOBHBIE (pn3MOIOrHYeckue GyHKUUHU KOXKH U €€ POilb
B OOMEHE BEIIECTB.
OcHOBHBIE  pa3IUYUsd
KOCMETHUYECKUX CPEJCTB.
Knaccupukanms KOCMETHKHM TO
JICUCTBHIO.

Hammynwu, Oanb3amel 47151 Bostoc. Kimaccudukarus
Kpembl, Oamb3aMel 111 JUOa, PpykK H  Teja.
Xapaxtepuctuka. CocTas.

Ilena s BanH. Knaccuduxarnms. Xapakrepuctuka. CocTas.

TyanerHas Boaa, tocboHbl. Kimaccuduxanus. Xapakrepuctuka. Cocras.
Je3onopantsl, mnepcnupanTel. Kiaccudukamus.  XapaKTepUCTHKA.
Cocras.

Hcnonb30BaHKeE JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPhSl B KOCMETOJIOTHH.

TpaauIHUOHHBIX n ACPMATOJIOTMYECKUX

Ha3HAUYCHUIO, ()YHKUMOHAIBEHOMY

Knaccudukanus.

®OPMbI OTYETHOCTHU I'OCY IAPCTBEHHOMW UTOTOBOM ATTECTAILIUU

Ne
®opMBbI 0TYETHOCTH
n/m
1. [Iporokoi oTBETa 00YYAOIIEIOCS Ha TOCYIapCTBEHHOM DK3aMeHe

®OH/I OLIEHOYHBIX CPE/ICTB TOCYJIAPCTBEHHOH HTOTOBOM

ATTECTALIUA
@DoH/1 OLIEHOYHBIX CPEJCTB FOCYAAPCTBEHHON UTOTOBOW aTTECTALIMH.
OueHo4HbIE CPeICTBA KoanuectBo
3aganus B TeCTOBOU opme 100




CuTyalroHHbIC 331341 50
KoHTponbHbIE BOITPOCH 90
6. IACIIOPT OHEHOYHBLIX CPEACTB I'HA
INlacnopT poHAa OLlEeHOYHBIX CPEACTB N0 JUCHMILIMHE «ANITeYHas!
TEXHOJIOTUA JICKAPCTB»
Kon u conepxanue

Ne KOHTPOJIHPYEMOKH KoHTponupyembie TeMbl HaumenoBanue
n/m KOMITCTCHIIUU JMCIUTUTAHBI OLIGHOYHOTO CPE/ICTBA

(nnm ee wacTh)

TIK-1 - roTOBHOCTB K
OCYIIECTBIICHUIO
TEXHOJIOTHYECKUX MPOLIECCOB
IIPH U3TOTOBJICHUU
JICKAPCTBEHHBIX CPEJCTB B

1 | yenoBusx anTek;

CoBpeMeHHas TEXHOJIOT U
JIEKapCTBEHHBIX CPEACTB
HHIHUBUIYaILHOTO
W3TOTOBJICHHS U OCHOBBI
6nodapmanuy.

[Ipasuna GMP, GPP, GLP

3amaHus A5 TEKYIIETO U
MIPOMEXKYTOYHOTO KOHTPOJIA (C.
19): TecroBbie 3amanus (2,
3,4,5,6,7,10)).

KoHTpoIbHBIE BOIPOCHI TSI
MIPOBEPKU OCBOCHHS TEM
CaMOCTOSITETFHOU PabOTHI
opaunaropa (4,5,6,9,10,11).
3amanust 17151 KOHTPOJIS 3HAHUH 110
HATOraM OCBOEHHUSI TACLIUIUINHEI

CuryarnuoHHbIe 3a/1a41
(1,2,6,7,8,10)

I1K-2 - TOTOBHOCTB K
o0ecIieueHnIo KauecTBa
JIEKApCTBEHHBIX CPEJCTB MPU
UX U3rOTOBJIEHUN;

I'ocynapcTBenHoe
HOpPMHPOBaHUE
H3TOTOBJICHUSA
JICKapCTBEHHBIX IIPErapaToB
B YCJIOBHSAX aIlTeK.
Tl'ocynapcTBenHas
®apmakornes PO.
H3TOTOBJICHHE W KOHTPOJIb
Ka4ecTBa SKCTEMITOPATIbHBIX
JIEKapCTBEHHBIX CPEACTB
IIpo6iieMbl B3auMoieiicTBUS
JIEKapCTBEHHBIX CPE/ICTB B
WHJMBUYaJIbHBIX IPOITUCIX
U ITyTH UX yCTPaHEHHUSL.

3amanust 171 TEKYIIETo U
IPOMEXKYTOYHOT'O KOHTPOJIA (C.
17): TecToBsle 3amanns (5,8,9,10, ).
KoHTposbHBIE BOITPOCHI AJIs
MIPOBEPKU OCBOCHHS TEM
CaMOCTOSITETFHOU PabOTHI
opmunatopa (1,7,8,12,).

3amanust 7151 KOHTPOJIS 3HAHUH 110
UTOraM OCBOEHHUS TUCITUIIINHEI
Curyaronssie 3amauu (3,4,)

ITK-3 - TOTOBHOCTH K
NPUMEHEHUIO
CTIeIATM3UPOBAHHOTO
obopymoBaHus,

3 | TPE/yCMOTPEHHOTrO JIist
UCIIOJIb30BaHMUS B
npodeccuoHanbHO chepe;

OCHOBHEIE
TEXHOJOTHUYECKUE IPUEMBI 1
Cpe/ICTBa MEXaHHU3AIUU TIPH
U3roTOBJICHUN paanqux
JIEKapCTBEHHBIX (HOPM B
YCIIOBUSIX AITEK.

3amanust 171 TEKYIIETO U
MPOMEKYTOYHOTO KOHTPOJIS (C.
19): tecrossle 3amanus (9,).
KoHTpoJIbHBIE BOIPOCHI ISt
HPOBEPKH OCBOCHHUS TEM
CaMOCTOATEbHON pabOThI
opaunatopa (1,7,8,12,).

3amanust 711 KOHTPOJISI 3HAHUH 110
HATOraM OCBOEHUS JUCLUAILINHBI
CuryarmonHsle 3amaqu (3,)

TIK-6 - roToBHOCTB K
OpraHHU3aIuu
TEXHOJIOTHYECKUX MPOIIECCOB
IIPH U3TOTOBJICHUN
JICKAPCTBEHHBIX CPEJICTB.

TTonoxxenus HOPMaTHUBHBIX
IIPpaBOBBIX aKTOB,
perynupyomuX odparieHne
JICKAPCTBEHHBIX CPEACTB U
TOBapOB ANTEYHOTO
ACCOPTHUMCHTA.

MeTonb! aHaNU3a,
HCTIOJIb3YEMBIE TIPH
KOHTPOJIC Ka4ecTBa
JICKapCTBCHHBIX CPEJICTB U
OIIMCAaHHBIC B
T'ocynapcTBeHHOM
(hapmaxkomnee

3amanust IS TEKYIIETO U
IIPOMEXKYTOYHOTO KOHTPOJIA (C.
17): TecToBble 3amanus (9, 7,).
KoHTposibHBIE BOITPOCHI AJIs
IIPOBEPKH OCBOCHHS TEM
CaMOCTOSTENTLHON PabOTHI
opaunaropa (1,7,8,12,13,14).
3amanust 1711 KOHTPOJISI 3HAHUH 110
HWTOraM OCBOCHHMS TUCIUILINHEI
Cutyarmonssie 3ai1auu (3, 5, 9,)
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INacnopT ¢poHAA OLIEHOYHBIX CPEACTB MO AUCHUIINHE «[IpoMBbIIILTIEHHAs

(])apMaueBaneCKaH TEXHOJIOTHUA»

Ne
n/

Kon u conepxxanue
KOHTPOJIUPYEMOU
KOMIICTCHIIUN
(nnm ee gacTH)

Koutponupyemsie TemMbl
IHACHUTUIMHBI

HanmenoBanue
OLIEHOYHOTO CpEeJICTBa

TIK-1 - roToBHOCTB K

TpeboBanus CornameHus o

3amaHus A TEKYIIETO U

OCYILECTBIICHUIO COMHBIX — HPUHIMIOAX U | [poMEKyTOYHOT0 KOHTpoJs (c. 17):
TEXHOJIOTMYCCKUX MPOLIECCOB HpaBuiax obpauienns | recropsie 3aganus (6, ).
PU U3TOTOBIECHUH JICKApCTBCHHBIX CPCICTE B KOHTpOJIbHbIE BOIPOCH IS
pamkax EBpasuiickoro
JICKAPCTBEHHBIX CPEJICTB B MIPOBEPKU OCBOCHHS TEM
JIOBHSIX aITeK; OHOTOMIFACCKOTO o105, | amocToATENbHOM PaGoTEI
ye i MIPaBUII Hajaexanei p
NPOM3BOACTBEHHOI opauHatopa (5, 6, 7, 13, 14, 22}, 33)).
NPaKTHKH,  HOPMATHBHBIX | JGMAHHS UL KOHTPOIS 3HAHUH 1O
TIPaBOBBIX aKTOB u | ¥”TOraM OCBOCHUA JUCHUIIIIMHBI
craupaptoB B obnactu | Cutyarmonssie 3anauu (1, 2, 7, 8,
POM3BOJICTBA 10, 11,)
JICKapCTBCHHBIX CPEACTB;
DapMaLeBTUYECKYO
TEXHOJIOTHUIO B 4yaCTHu
BBIINIOJIHACMbIX
TEXHOJIOTHYCCKUX
IIPONECCCOB,
I1K-2 - TOTOBHOCTB K TpeGoBanuss K  KaueCTBy | 3amaHus AJIs TEKYILIETO U
obecrneveHunIo KauecTBa UCXO/IHBIX MaTepuaioB, | poMeKyTOYHOTO KOHTPOJs (c. 17):
JIEKApCTBEHHBIX CPEJCTB MPU HCTIONB3Y EMBIX B | tecroBsle 3amanus (1,2, 4,5,7,8,).
¥X M3rOTOBJICHUH; TCXHOIOTHHCCKOM KOHTpOJIbHBIE BOIPOCH JUIS
nponecce;
MPOBEPKH OCBOCHUS TEM
TpeboBaHus K  KadecTBy o
CaMOCTOSITETFHOU PabOTHI
NOJIy4yacMbIX

MIPOMEKYTOYHBIX U TOTOBBIX
MPOYKTOB;

IIpouenypst
(bapMareBTHICCKON
CUCTEMBI KauecTBa
NPUMEHHUTEIBHO K
BEITIOTHIEMBIM
TEXHOJIOTHIECKAM
mporieccam;

IpuHmns
(dapmaneBTHICCKON
MHUKPOOHOJIOTHH M ACENITHKH

opnunaropa (1, 3,4, 8,11, 12, 15,
16, 20, 22, 34,).

3amanust 7151 KOHTPOJIS 3HAHUH 110
WATOraM OCBOEHUS JUCIUILINHEI
Curyanuonssle 3aiauu (3, 4, 5, 6,
9)

ITK-3 - ToTOBHOCTB K
PUMEHEHUIO
CHEUAIN3APOBAHHOTO
obopynoBaHus,
NPEYCMOTPEHHOTO IS
UCTIOJIb30BaHUS B
npodeccuoHansHOU chepe;

XapaKkTepuCTHKA OCHOBHOT'O
TEXHOJOTHYECKOTO
000pyI0BaHUs u
BCIIOMOT'aTCJIbHBIX CUCTEM, B
TEXHOJIOTHYECCKOM
npotiecce;

IIpaBuna JKCIUTyaTaluu
TEXHOJIOTHYECKOTO
o0opyIoBaHUs u
BCIIOMOTATEIBHBIX ~ CHUCTEM,
HCTIOJB3YEMBIX B
BBIMOJHIEMOM
TEXHOJIOTHYECKOM
npotiecce;

KJIacCU(PUKAIIUIO u
XapaKTEPUCTUKY
TEXHOJIOTUYCCKUX
MIPOLIECCOB U aIaparos;
-IPUHIXT paboThl MAIIWH U

3amaHus A TEKYIIETO U
MIPOMEKYTOUHOTO KOHTpOoJA (c. 17):
tecroBbie 3ananus (9, 10).
KoHTponbHbIE BOTIPOCH AJIs
MIPOBEPKH OCBOCHUS TEM
CaMOCTOSITETFHON PabOThI
opaunaropa (10, 18, 24, 26, 27, 32,).
3agaHus A KOHTPOJIS 3HAHUHU O
HATOTaM OCBOCHHMS JUCIIUILIMHbI
Curyanonnsie 3anaui (1, 2)
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ammapaToB B IPOU3BOJICTBE
T'JIC;
HopmarusHo-11paBoBbIE
aKTHI TI0 M3TOTOBJICHUIO
JIEKapCTBEHHBIX (hOpM H
BHYTPHANITEYHOMY
KOHTPOJTIO

TIK-6 - roTOBHOCTE K
OpraHu3aryu
TEXHOJOTHYECKHUX MPOIIECCOB
IIPY U3TOTOBJIEHUH
JICKApCTBEHHBIX CPEJICTB.

[MonoxxeHus: HOpMaTUBHBIX
MIPaBOBBIX AKTOB,
peryIupyonmx obparieHmne
JIEKapCTBEHHBIX CPEACTB U
TOBAPOB AMTEYHOTO
aCCOPTHMEHTA

MeTtopl aHaIM3a,
UCIIONIb3yEMBbIE MPU
KOHTpOJIe KayecTBa
JIEKapCTBEHHBIX CPEJICTB U
OITMCaHHbIC B
Tl'ocynapctBennoit
(dapmakornee

3amanHust 11 TeKYIEero U
MIPOMEKYTOYHOTO KOHTpos (c.17):
TecToBbIe 3amanus (3, 10, ).
KonTponbHBEIE BONPOCH! ISt
MPOBEPKU OCBOCHUS TEM
CaMOCTOSITETBbHOM PadoThI
opauuaropa (2, 4, 8, 9, 15, 17, 29,
30, 31, 35).

3amanHus 111 KOHTPOJIS 3HAHHH 110
UTOTaM OCBOEHUS JAUCIIATUIHBI
Cutyanmonssie 3aaui ()

Ilac

nopT ¢oHAa OLLeHOYHbIX CPeCTB MO0 AUCIMUILIN

He «Bbuopapmanua»

n/

Kon u conepxanue
KOHTPOJIUPYEMOU
KOMIICTCHIIM N
(nnm ee gacTH)

KoHntponupyemblie TemMbl
JUCIMIIIIMHBI

I1K-1 - roTOBHOCTB K
OCYIIECTBICHUIO
TEXHOJIOTHYECKUX MPOLIECCOB
MIPU U3TOTOBJICHUN
JICKApCTBEHHBIX CPEJICTB B
YCIIOBUAX aNTeK;

TexHonorus neKapCTBEHHBIX
TIPENapaToB ¥ OCHOBEI
ouodapmarnmu

[IpaBuna GMP, GPP, GLP.
[IpaBuna acenTHKH, KJIACCHI
YHCTOTHI TOMEIICHHH,
TpeGOBaHUs CAaHUTAPHO-
THTHEHUYIECKOTO peXruma
anTeK U MPOU3BOJICTBEHHBIX

TMOMEILEHHH.

3ajanust IS TEKYILETO, TIPOMEKYTOUHOTO
tecroBsle 3amanus (1, 3,4, 6,7, 9, 12).
KoHTponbHbIe BOIPOCH! 7151 TPOBEPKH OCBO

ITK-3 - TOTOBHOCTH K
NPUMEHEHUIO
CTIeIHATM3UPOBAHHOTO
obopynoBaHus,
NPEAYCMOTPEHHOTO ISt
UCIIOJIb30BaHMUS B
npoeccuoHanbpHO chepe;

TEXHOJOTHYECKHUE MPOIIECCHI
IpU U3TOTOBJICHUU U
MTPOMBIINIJICHHOM
MPOU3BOJICTBE JICKAPCTB,
amnmapaTtHoe o0ecreyeHue
Pas3IMYHBIX OTIEpaIHii,
HCCIIEIOBATENBCKHX Pador,
MPUOOPOB, MCIIOIB3YEMBIX
TP OCYIIECTBICHAH
KOHTPOJIS KaYeCTBa
JIEKapCTB.

3amanust 711 TEKYIIETOo, MPOMEXKYTOUYHOTO

tectoBsie 3amanus (1, 2, 5, ).

KOHTpOJ'II)HLIG BOIIPOCHI JI1 NPOBEPKHU OCBO

TIK-6 - roToBHOCTB K
OpraHHU3aIuu
TEXHOJIOTMYECKUX MPOLIECCOB
TP U3TOTOBJICHUN

JICKAPCTBCHHBIX CPEIACTB.

oXpaHa Tpy/ia, HoKapHOH
6e3011acHOCTH, NOPSIOK
JefcTBUH Ipu
YpEe3BBIYANHBIX CUTYAIHSX.

3amanust IS TEKYIIETOo, MPOMEKYTOUIHOTO

TecToBbIe 3amanus (2, 6,7, 8,9, 11, ).

KoHTposibHBIE BONPOCH! )11 IPOBEPKH OCBO

INacnopT poHAA OLEHOYHBIX CPEACTB N0 AUCLHUIIMHE
«PapmaneBTHYECKaA pa3padoTKa U cTaHAapTu3auusa JId»

Kon u conepxanue

Ne KOHTPOJIUPYEMOi KonTponupyembie TemMbl HaumenoBanue
/o KOMIIETEHIINH JUCLUILUINHBI OIICHOYHOT'O CpeICTBA
(1 ee yactn)
1 T1IK-1 - roTOBHOCTB K Dransl (apManeBTHYecKol | 3alaHus I TEKYIIETo,
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OCYIICCTBIICHUIO
TEXHOJIOTMYCCKUX IMPOLIECCOB
IIPU U3rOTOBJICHUHN
JICKAPCTBCHHBIX CPEACTB

pa3paboTku
TpeboBanust
(hapmarneBTHUECKOM
pa3paboTKH O OTAETHHBIM
rpynmaM  JEeKapCTBEHHBIX
CPE/ICTB M JIEKAPCTBEHHBIX
¢bopm

CoBpeMeHHBI aCCOPTUMEHT
BCIIOMOT'aTENbHBIX BEIICCTB
u  ux (QyHKUIHOHAILHBIC
CBOMCTBa

Buzbl 1 XapakTepHCTHKH
YNaKOBOYHBIX u
YKYHMOPOYHBIX CHCTEM
Texnonoruu MOJIyYEHUS
(hapMareBTHIECKIX
cyOCTaHIIHiA,
BCIIOMOTaTEIbHBIX BEIECTB
U JICKapCTBEHHBIX  (opm,
omnepauuil 0 YNAaKOBKE U
MapKUPOBKE B OTHOLICHUH
pa3pabaTbIBaeMBIX
JICKapCTBECHHBIX CPEIACTB
[puHUMIBI pa3zpaboTku U

o0BemMy

MPOMEXYTOYHOTO KOHTPOJISL M TIO
UTOTaM OCBOEHHMS TWCLUITIMHBI (C.
17):

TecToBbIe 3a1anus (9, ).
KonTponbHBIE BONPOCH! IS
MIPOBEPKH OCBOCHHS TEM
CaMOCTOSITETBHOM PadoThI
opmunatopa (5,7, 8,9, ).

IIOCTaAaHOBKH Ha

IPpOU3BOACTBO HOBBIX

JICKapCTBCHHBIX CpCacCTB

(papmaxonoruyeckue,

q)apMaHeBTI/I‘ICCKI/Ie ACIICKTHI

u TEXHOJOI'HYCCKUC

ACTIEKTBHI) U KOHTpOJIA

BHECEHUS  W3MCHEHUH B

TPOU3BOAUMBIC

JICKapCTBECHHBIC CPCICTBA

®dapmakosorus u

ouodapmariys, KITMHAYECKast

(apmakosrorus
I1K-2 - roToBHOCTB K HopmaruBHbIe JOKYMEHTBL, 3amanust 1715 TEKYIIETO,
o0ecrnedeHunIo KayecTBa PCTIIAMEHTHPYIOIINE MIPOMEKYTOYHOTO KOHTPOJIS U 10
JIEKAPCTBEHHBIX CPEJCTB TIPU Tpoueaypy . UTOraM OCBOEHHUS AUCIMILIMHEI (C.
UX M3TOTOBJICHHY; FOCYAapCTBCHHON 17):

JI;Z;I;;?T) 22::})“ TecToBble 3amanusd (2, 7,8, 10, 11,

MperaparoB; 12, 13’)'

ITops ok npoBeneHus
JKCHEPTH3,
IIPElyCMOTPEHHBIX IIPU
rOCYAapCTBEHHOU
perucTpanuu
JIEKapCTBEHHBIX
IIpENaparos;

CrpykTypa 1 OCHOBHBIE
TpeOOBaHUs K MaTepraIam
PETUCTPALIMOHHOTO JI0ChE Ha
JIEKapCTBEHHOE CPEICTBO.

KOHTpOJII)H])Ie BOIIPOCHI JJIA
MPOBEPKH OCBOCHUSI TEM
CaMOCTOSTEIbHOM PaboThI
opmunaropa (1, 2, 3,17, 18,).

ITK-3 - roTOBHOCTB K
NPUMEHEHUIO
CHENUAIN3UPOBAHHOTO
obopymoBaHUs,
NPEAyCMOTPEHHOTO IS
WCTIOJIb30BaHUS B
npodeccruoHanbpHO chepe;

XapaKTEepUCTUKH OCHOBHOTO

TEXHOJOTHYECKOTO
obopymoBaHus u
BCIIOMOTATEIBHBIX ~ CHUCTEM,
HCTIOJB3YIOIIHXCSI B
BEITIOJTHAEMOM
TEXHOJIOTHYECKOM

mporiecce;

[IpaBuna JKCILTyaTalul

3amaHus s TEKYIIero,
MIPOMEXKYTOYHOTO KOHTPOJIS U 110
HATOTaM OCBOCHHMSI TUCIIMILIMHBI (C.
17):

TecToBhIe 3amanus (1, 2, 3, 4, ).
KoHTposbHBIE BOITPOCHI AJIs
MIPOBEPKH OCBOCHHMS TEM
CaMOCTOSITETbHON Pa0OThI
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TEXHOJIOTHYECKOTO
o0opynoBaHUs u
BCIIOMOTaTEIIbHBIX CUCTEM. ;
Knaccudpukarms u
XapaKTepUCTHKA
TEXHOJIOTHYECKHX
MPOLIECCOB U alIIapaToB;
[MpuHDMI paboTHl MAIIUH U
anmapaToB B IPOU3BOJICTBE
TJIC;
HopmaTtiBHO-1IpaBOBbBIC
aKTBI 110 U3TOTOBJICHUIO
JIEKapCTBEHHBIX (OPM -
[IpUHIMITBEI BaTKAAINH
TEXHOJIOTHYECKHX
MPOLIECCOB U
AQHATUTUYECKUX METOHK,
KB (HKALH TOMEIICHHH
1 000pyIOBaHMUS,
WHXCHCPHBIX CUCTEM

opnunatopa (9, ).

IT1K-6 - roTOBHOCTB K
OpraHMU3aInuu
TEXHOJIOTHYECKUX MPOLIECCOB
MIPY U3TOTOBJICHUH
JICKApCTBEHHBIX CPEJICTB.

ITonoxeHus HOpMaTUBHBIX
IIPABOBBIX AKTOB,
perynmpyomux ooparmieHue
JIEKapCTBEHHBIX CPEACTB U
TOBAPOB ANTEYHOTO
acCOPTHMEHTa

Meronp! aHanmu3a,
HCHOJb3yeMBble TIPU
KOHTpOJIE Ka4eCTBa
JIEKapCTBEHHBIX CPEJCTB U
OTHCaHHBIE B

3agaHus AJs TEKYILIETo,
IMPOMEIKYTOYHOI'O KOHTPOJIA U 110
UTOoraM OCBOCHUA JUCHUIIIIMHBI (C.
17):

TeCTOBHIE 3amanus (6, 14, ).
KoHTponbHbIe BOPOCH! A
NPOBEPKU OCBOCHHSI TEM
CaMOCTOSITETFHOU PabOTHI
opaunatopa (1, 2,).

Tl'ocynapcrBennoit

(dapmakornee
[IK-7 - cmocoGHOCTB K Hopmartusubie 1okymMeHThl, | 3agaHust U1 TEKYILETO,
Y4acCTHIO B IKCIIEPTU3aX, PETIIaMEHTHPYIOIIHC MIPOMEKYTOYHOI'O KOHTPOJIA U IO
TIPEeTyCMOTPEHHBIX TIPH Hponenypy . UTOraM OCBOEHHMS JIMCLUILIMHEI (C.
roCy1apCTBEHHOM ;Zgiig;iiﬁmﬂ 17):
perucrparmu 1IeKAPCTBEHHBIX TecToBbIe 3amanus (2, 3, 4, 5, 13,
JIEKapCTBEHHBIX IIPENIAPATOB | HPenapaToB; )

ITopsinok npoBenieHus
SKCIEPTH3,
MPEAYCMOTPEHHBIX NPU
roCyJ1apCTBEHHOM
perucTpaiyu
JIEKapCTBEHHBIX
npenapaTos;

CTpyKTypa 1 OCHOBHBIE
TpeOOBaHUS K MaTepHaIaM
PETHCTPAILIMOHHOTO J10Che Ha
JIEKapCTBEHHOE CPEJICTBO;
OTansl ¥ BUIBI
JOKJIMHUYECKUX U
KJIIMHUYECKUX HCCe0BaHUN
JIEKapCTBEHHBIX CPEJICTB U
TpeOOBaHUS K HX

KoHTpoibHBIC BOIPOCHI JJIs
MIPOBEPKH OCBOEHHSI TEM
CaMOCTOSITEIIbHOM PadOThI
opmunatopa (10, 11, 12, 13, 14,
19).

HPOBEICHHIO

[TK-8 - roTOBHOCTS K Hopmarusnas 3amaHus AJ1s TEKYILETo,

YYaCTHIO BO BHEAPECHUHU AOKyMEHTalN, MPOMEKYTOYHOTO KOHTPOJISL U 110
periaMeHTUpYIoas HTOTaM OCBOEHHS TUCIMITINHEI (C.

HOBBIX ME€TOJ0B U METOIUK B
cdepe pa3paboTkH,
MIPOU3BOJICTBA U O0palleHus
JIEKapCTBEHHBIX CPE/CTB

IIPOU3BOJICTBO U KAYECTBO
JIEKapCTBEHHBIX IIPENapaToB
Ha (hapManeBTHYECKNX
MIPEIIPUATHIX;

17):
TecToBble 3amanus (6, 7, 10, 11,).
KoHTposibHBIE BONPOCHI IS
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OcHoOBHBIE TPeOOBaHHUS K
JIEKapCTBEHHBIM (hOopMam 1
MIOKa3aTeN UX KauecTBa;
Hampasnenust HayuHBIX
HUCCIIENOBAaHUI B 001aCTH
COBEPIICHCTBOBAHHS
TpagUIHOHHBIX
JIEKapCTBEHHBIX (GOPM U
CO3/IaHUS HOBBIX
JIEKapCTBEHHBIX (HOPM.

MIPOBEPKU OCBOCHHS TEM
CaMOCTOSITEITEHOM pabOTHI
opauuaropa (4, 5, ).

INacnopT ¢poHAa OLEeHOYHBIX CPEACTB 0 JUCHMIIIMHE «BMOTEeXHO/JIOTHMM B

dapmanun»
Kon u conepxanne
No KOHTPOJINPYEMOU Koutponupyembie TemMbl HaumenoBanue
/1 KOMIIETCHIINN JOUACIMIIIINHBI OLIEHOYHOI'O CpelICcTBa
(nnm ee wacTh)
IIK-1 - ToTOBHOCTB K Texuonorus 3amaHus A TEKYIIETo,

OCYIIECTBICHUIO
TEXHOJIOTMYECKHX MTPOLIECCOB
TIPH U3TOTOBJICHUN
JIEKapCTBEHHBIX CPECTB B
YCJIOBHSIX aIlTeK;

JIEKapCTBEHHBIX IIPENapaToB
U OCHOBBI OHO(apmau
IIpasuna GMP, GPP, GLP.
IIpaBuna acenTuky, Kiaacchl
YUCTOTHI IOMEIIICHUH,
TpeOOBaHUs CAaHUTAPHO-
THTHEHUYECKOTO peXrUMa
anTeK ¥ MPOU3BOJACTBEHHBIX
MOMEILEHU.

HPOMEKYTOYHOTO KOHTPOJISL M TIO
UToraM OCBOCHUA JUCHUIIIIMHBI (C.
11):

TecToBEIE 3amanus (2, 3, 4, 5, ).
KoHTponbHbIe BOPOCH! A
MPOBEPKH OCBOCHUS TEM
CaMOCTOSITETFHOU PabOTHI
opaunaropa (1, 3, 5, 13, 15).

I1K-2 - TOTOBHOCTB K
o0ecrneyeHnio KauyecTna
JIEKApCTBEHHBIX CPEJICTB MPU
HX U3TOTOBJICHUH;

TpebGoBaHus K Ka4eCTBY
JIEKapCTBEHHBIX CPEACTB, K
MapKHUPOBKE JICKAPCTBEHHBIX
CPEZCTB U K JOKyMEHTaM,
TIOJTBEPKTAFOIIIIM
Ka4eCTBO JICKAPCTBEHHBIX
CPEJ/ICTB U IPYTUX TOBapOB
aNTEeYHOTO0 ACCOPTUMEHTA.
IIpaBuna xpaneHus
JIEKapCTBEHHBIX CPEACTB,
MpaBUIIa YHUYTOXKEHHS
(banbCupUIMPOBAHHBIX U
KOHTpa(aKTHBIX
JICKapPCTBEHHBIX CPEJICTB,

3amanust 7S TEKYIIETO,
MPOMEKYTOYHOT'O KOHTPOJISI U TIO
HTOTaM OCBOCHUS TUCIMILIHHBI (C.
17):

tectoBble 3amaanms (1, 10 ).
KoHTpoibHBIC BOIPOCHI JJIs
MIPOBEPKU OCBOCHHS TEM
CaMOCTOSITEIIbHOM PadOThI
opmunatopa ( 1, 2, 3, 4,).

ITK-3 - ToTOBHOCTB K
NPUMEHEHUIO
CHENMAIN3APOBAHHOTO
obopynoBaHus,
NPEAYCMOTPEHHOTO ISt
WCTIOJIb30BaHUS B
npodeccuoHansHOU chepe;

TEXHOJIOTHYECKHE MPOIIECCHI
[IPU U3FOTOBJICHUH U
IMPOMBIIIIJICHHOM
HPOU3BOJICTBE JIEKAPCTBA,
amnmapaTtHoe oOecreyeHue
Pa3IU4HBIX OIepaLui,
HCCIIEeIOBATEIbCKUX PaboT,
IpuOOPOB, UCIOIB3YEMBIX
TIPY OCYILECTBICHUH
KOHTpOJISI KayecTBa
nekapctB. TpeboBaHus
TEXHHKH 0€30MacHOCTH U
OXpaHbl Tpy/a npH padoTe
Ha 000py/I0OBaHHH.

3amaHuis 17151 TEKYILETo,
IMPOMEKYTOYHOI'O KOHTPOJIA U 110
UTOraM OCBOCHUA JUCHUIIIINHBI (C.
17):

TecTOBBIC 3aanus ( 6, 7, ).
KoHTponbHbIe BOMIPOCH! AJs
MIPOBEPKU OCBOCHHS TEM
CaMOCTOSTEITLHOU PabOThI
opaunaropa (7, 8, 9, ).

TIK-6 - roToBHOCTB K
OpraHu3aIuu
TEXHOJIOTHYECKUX MPOLIECCOB
MIPH U3TOTOBJICHUN
JICKAPCTBEHHBIX CPEJICTB.

TpeboBanust oxpaHsl TpyAa,
MOXKapHOU 0€30TacHOCTH,
NOPAJIOK AEUCTBUN IIPU
Ype3BBIYAHHBIX CUTYALUSIX.

3amaHus s TEKYIIero,
MIPOMEKYTOUYHOI'0O KOHTPOJIA U 110
WTOTaM OCBOCHHSI TUCIIUILIMHEI (C.
17):

TecToBbIC 3aManms ( 8, 9, ).
KOHTpOHBHLIe BOIIPOCHI AJId
[IPOBEPKH OCBOCHHMSI TEM
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CaMOCTOSITEIBHOM PabOoThI
opaunaropa (5, 6, 10, 11, ).

INacnopT ¢poHAA OLLeHOYHBIX CPEACTB IO AUCHUILIUHE «TexHoorusa

roMeoInaTu4eCKHuX JICKAPpCTBCHHBIX (l)OpM»

Kon u COACpIKaHUEe

Ne . Kountponupyemslie HaumeHnoBanue
KOHTPOJIHPYEMON KOMIIETCHITHN

n/m TEMBI JUCIUITIHEI OIIEHOYHOTO CPE/ICTBA

(1 ee yacTn)
IIK-1 - roTOBHOCTB K Texuonorus 3amaHus A7 TEKYIIETo,
OCYIIECCTBJIICHUIO JICKapCTBECHHBIX MNPOMEKYTOYHOT'O KOHTPOJISI U 110
TEXHOJIOTHYECKUX MPOLIECCOB UpEIaparos U OCHOBBL | pyrroraM 0CBOEHUS TUCIUILIAHEI (C.
6uodapmanmu

IIPU U3rOTOBJICHUHA
JICKApCTBCHHBIX CPEACTB B
YCIIOBUX allTCK;

IIpaBuna GMP, GPP,
GLP.

[IpaBuna acentukw,
KJIACCHI YUCTOTHI
TMOMEIICHHH,
TpeboBaHUs
CaHUTApHO-
TUTUEHUYECKOTO
peXxuma anTex u
TIPOU3BOJICTBEHHBIX
TIOMEIIEHUHN.
Homenknarypy
COBPEMEHHBIX
JIEKapCTBEHHBIX
CyOCTaHIMiA U
BCIIOMOTATENbHBIX
BEIIECTB, UX CBOMCTRA,
Ha3Ha4YeHHE.

17):

TecToBbIe 3amanus (2, 3, 6,7, 11, 12,
13, 14,17, 18, 20, 21, 22, 23, 33).
KoHTponbHBIE BOMPOCH! 7SI TPOBEPKH
OCBOEHHSI TEM CaMOCTOSITEILHOM
pabotsl opaunaropa (1, 2,5, 6, 7, ).

I1K-2 - TOTOBHOCTB K
o0ecrneyeHnio KauyecTna
JICKAPCTBEHHBIX CPEACTB IIPH
HX U3TOTOBJICHUH;

KauectBo
JIEKapCTBEHHBIX
CpPEeICTB, MApKUPOBKa
JIEKapCTBEHHBIX
CPEICTB U JOKYMCHTHL,
TTOITBEPIKTAFOIITHE
Ka4yecTBO
JIEKapCTBEHHBIX
CPEJICTB U IPYTUX
TOBapOB alTE€YHOTO
ACCOpPTHUMEHTA.
IIpaBuna xpaneHus
JIEKapCTBEHHBIX
CPEICTB,

puHmns
CTaHIAPTH3AIHA
JIeKapCTBEHHBIX
CpEeJICTB

3agaHus A TEKYIIETO,
MPOMEKYTOYHOT'O KOHTPOJISI U TIO
UTOraM OCBOCHHS AMCIHUIUIMHEI (C.
17):

TecToBble 3aaanus ( 3, 4, 10, 16, 19,
25, 26,).

KoHTponbHBIE BOMPOCHI JIJIsI TPOBEPKH
OCBOEHMS TEM CAMOCTOSITEIILHOI
pabots opaunaropa (1, 3, 6,7, ).

ITK-3 - roTOBHOCTB K
TIPUMEHEHUTIO
CHENUAIN3UPOBAHHOTO
obopynoBaHus,
NPEAYCMOTPEHHOTO ISt
UCTIOJIb30BaHUS B
npodeccuoHansHOU chepe;

OCHOBEI
TEXHOJIOTHUECKHX
MPOIIECCOB MPHU
HN3TOTOBJICHUU U
l'lpOMI)IH_IJ'leHHOM
MIPOU3BOJICTBE
JICKapCTRa, armnapaTHoe
obecrieueHue
PAa3IUYHBIX Oleparu,
HCCIIEJ0BATEIBLCKUX
pabor, npudopos,
UCIIOJIb3YEMBIX TIPH
OCYIIECTBIICHHH
KOHTPOJIS KAYeCTBA

3agaHust 11 TeKYIIETo,
MPOMEKYTOYHOTO KOHTPOJIS U 110
WUTOTaM OCBOCHUSI JUCIUILTHHBI (C.
17):

TecToBbIe 3amanus (8, 9, 27, 30, ).
KoHTpoJbHBIE BOIPOCHI [Isl IPOBEPKU
OCBOCHHS TEM CaMOCTOSITEIILHOI
pabotsl opauHatopa ( 13).
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JIEKapCTB.

TIK-6 - roTOBHOCTB K
OpraHM3alMH TEXHOJIOTHYECKUX
IIPOLICCCOB IIPH U3FOTOBJICHUH
JICKaPCTBEHHBIX CPEJICTB.

TpeboBanus 0XpaHb
TpyAa, MoKapHOi
0€e30MIacHOCTH,
MOPSIOK JEHCTBUH ITPU
Yype3BbIYAHBIX
CHUTYaIHAX.

3anmaHus s TEKYIIETo,
MPOMEKYTOYHOTO KOHTPOJISI U TIO
HATOraM OCBOCHHSI TUCIMILIMHEI (C.
17):

TecToBbIe 3amanus (15, 28, 29, 31,
32).

KoHTpoJibHEIE BOIPOCHI JIJIs TPOBEPKU
OCBOEHHSI TEM CaMOCTOSITEILHOM
pabotsl opauHaropa (12,).

IlacnopT PpoHAa OLLEeHOYHBIX CPEACTB N0 AUucuMIIMHe «TexHosiorusa

BeTepUHaPHBIX JIEKAPCTBEHHBIX GopmM»

Kon u conepxanue

Ne . KonTponupyemsie Haunmenosanue
KOHTPOJIHMPYEMON KOMIIETCHIINN

n/m TEMBbI JUCLHUTITAHBI OILIGHOYHOT'O CPEeACTBA

(nm ee gacTH)
I1K-1 - roTOBHOCTB K Texnomnorus 3agaHus A TEKYIIETO,
OCYILIECTBICHUIO JICKapCTBCHHBIX MIPOMEKYTOYHOTO KOHTPOJISL U T10
TEXHOJIOTHYECKHUX MPOIIECCOB Hpenaparos n OCHOBBL | pyroram 0CBOCHHMS TUCIMITIMHBI (C.
IIPU U3TOTOBIEHUH Guodapmaiun 17):
[IpaBuna GMP, GPP,

JICKaPCTBEHHBIX CPEJICTB B GLP TecToBble 3aaanus (3, 7, 8, 9, 10, 13,
YCIIOBUAX aNTeK; ' 14,).

[IpaBuna acentuku,
KJIACCHI YUCTOTHI
TIOMEIIECHUH,
TpeboBaHus
CaHUTapHO-
TUTHUEHUYECKOTO
pexumMa anTex u
TIPOU3BOJICTBEHHBIX
MOMEILEHUI.
Homenxknarypy
COBPEMEHHBIX
JIEKapCTBEHHBIX
cyOcTaHIMiA U
BCIIOMOTATENbHBIX
BEIIIECTB, UX CBOMCTRA,
Ha3HAYCHUE.

KonTponbHbIe BOPOCH! A1 TPOBEPKU
OCBOEHUS TEM CaMOCTOATEIBHOMN
pa6otsl opaunaropa (1, 2, 3, 6, 7, ).

TIK-2 - roTOBHOCTB K
00eCIeYeHNIO KauecTBa
JICKAPCTBEHHBIX CPEACTB IIPH
HX U3TOTOBJICHUH;

KagectBo
JIEKapCTBEHHBIX
CPEJICTB, MApKUPOBKA
JIEKapCTBEHHBIX
CPEIICTB U JIOKYMEHTHI,
TIOATBEPKAA0ITUE
Ka4ecTBO
JIEKapCTBEHHBIX
CPEIICTB U IPYTUX
TOBapOB alTEYHOTO
aCCOpPTUMEHTA.
[IpaBuna xpaneHust
JIEKapCTBEHHBIX
CpEACTB,

IIpuHLUIBI
CTaHAapTU3AIUH
JIEKapCTBEHHBIX
CpEeACTB

3aaHus ISl TEKYLIETo,
IPOMEXKYTOYHOTO KOHTPOJIS U 110
UTOr'aM OCBOCHHUS UCIUTUIHHBI (C.
17):

TecToBbIE 3amanus (4, 6, 12, 17).
KoHTpOIIbHBIE BOTIPOCHI IS TPOBEPKH
OCBOEHHS TEM CaAMOCTOSITEIbHOM
pa6otsl opauHaropa (1, 5, ).

TIK-3 - roTOBHOCTB K
MIPUMEHEHUIO
CIEIATU3UPOBAHHOTO
obopymoBaHus,
MIPEIyCMOTPEHHOTO JJIst

OCHOBBI
TEXHOJOTMYECKHUX
MIPOIIECCOB MPHU
HM3rOTOBJIEHUH U
HpOMI)IHIJ'IeHHOM

3amgaHus 7S TEKYIIETo,
MPOMEKYTOYHOT'O KOHTPOJISI U TI0
HATOraM OCBOCHHMSI JUCIMILIMHEI (C.
17):

tectoBsle 3amanus ( 5, 16, ).
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HCTIONIb30BaHUs B
npodeccuoHabHOU chepe;

IIPOMU3BOJICTBE
JIeKapcTBa, annapaTHoe
obecrieueHne
Ppa3IU4HBIX OIEpaLui,
HCCIIEI0BATEIbCKUX
pabot, mpudopoB,
HCTIONb3YEMBIX TPH
OCYIIECTBICHUN
KOHTpOJISI Ka4eCcTBa
JIEKapCTB.

KoHTpoibHEIE BOIIPOCHI /ISt IPOBEPKH
OCBOCHUS TEM CAMOCTOSITEIIEHON
pabotsl opauHaropa (13, 14).

TIK-6 - roTOBHOCTE K
OpraHu3aIMy TEXHOIOTHUECKUX
MPOIIECCOB MPU U3TOTOBICHUN
JIEKApCTBEHHBIX CPEICTB.

TpeboBanust OXpaHbl
TpyJia, MOXKapHOM
0€e30MIacHOCTH,
MOPSIOK JEHCTBUH ITPH
Ype3BbIUANHBIX
CUTYyallHsIX.

3amaHus A7 TEKYIIETo,
MPOMEKYTOYHOTO KOHTPOJIS U T10
UTOTaM OCBOCHUSI JUCIUILTUHEI (C.
17):

TecToBble 3amanus ( 11, ).
KoHTposbHBIE BOIPOCHI ISl IPOBEPKU
OCBOGHHS TEM CaMOCTOSITEIILHOM
pabotsl opauHaropa (12, 13, 14).

INacnopT PpoHAa OLLEeHOYHBIX CPEACTB N0 AUcCHMIIMHEe « HAHOTEeXHO/I0TrUH B

dapmanun»
Ne Kon u conepxanue
. /;1 KOHTPOJIMPYEMOM KOMIIETEHIIUU

(nnm ee gacTH)

KonTponupyemsie
TEMBI TUCITUTTUHBI

HanmenoBanue
OLIEHOYHOTO CPEeJICTBa

I1K-1 - roTOBHOCTB K
OCYIIECTBICHUIO
TEXHOJIOTHYECKHUX MPOIIECCOB
MIPH U3TOTOBJICHUN
JICKApCTBEHHBIX CPEJICTB B
YCIIOBUSX aNTeK;

TexHonorus
JIEKapCTBEHHBIX
MIpenapaToB ¥ OCHOBEI
o6uodapmarmu
[IpaBuna GMP, GPP,
GLP.

[IpaBuia acenTkw,
KJIACCHI YUCTOTBI
TIOMEIIICHUH,
TpeboBaHus
CaHUTapHO-
TUTHUEHUYECKOTO
pexuma anrek u
TIPOU3BOJICTBEHHBIX
MOMEILIEHUH.
Homenxknarypy
COBPEMEHHBIX
JIEKapCTBEHHBIX
cyOcTaHImiA U
BCIIOMOTaTeNbHBIX
BEIIECTB, NX CBOMCTBA,

3agaHus A TEKYIIETo,
MIPOMEXYTOYHOTO KOHTPOJIS U TI0
HATOTaM OCBOCHHS AUCIMILIAHEI (C.
17):

TecToBBIE 3amanud (1,2, 5, 6,).
KoHTposbHEIE BOTIPOCH! /ISt IPOBEPKH
OCBOCHHS TEM CaMOCTOSTCIIFHOM
pabots opaunaropa (1, 2, 3, 4, 10,
11,12)).

CpPEICTB U APYTHX
TOBAPOB aTEYHOTO
aCCOPTUMEHTA.
IIpaBuna xpaneHust
JIEKapCTBEHHBIX

Ha3HA4YCHHUC.
TIK-2 - roTOBHOCTB K KauectBo 3agaHus A TEKYIIero,
o0ecrneveHunIo KayecTBa JICKapCTBCHHBIX MPOMEKYTOYHOTO KOHTPOJISL U 110
JIEKapCTBEHHBIX CPEICTB MPH CpEACTB, MAPKUPOBKA | pyroraM OCBOCHHS TUCIMILIMHBI (C.
MX M3TOTOBJICHHHY; JICKApCTBCHHBIX 17):
:[%Zi?ei;ﬂi?;iﬁzmm’ TectoBble 3ananus (3, 7, 15).
(AUECTEO KoHTpobHBIE BOTIPOCHI JUIS MpOBEPKH
JIEKAPCTBEHHBIX OCBOCHUS TEM CAMOCTOSITEIIbHON

pabotsl opauHatopa (5, ).
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CpEencTB,

Ipununs

CTaHIapTU3alunu

JICKApCTBEHHBIX

CPEJICTB
TTK-3 - rOTOBHOCTH K OcHoBbI 3agaHus A TEKYIIETO,
IPUMEHEHHUIO TEXHOJIOTHYECKIX IIPOMEKYTOYHOTO KOHTPOJIA U TI0
CIEHaTU3UPOBAHHOTO TpOLeccos MpH UTOTaM OCBOEHUS JUCIMILTAHEI (C.
o60pyI[0BaHI/I$I, HU3T0OTOBJICHHUU U 17)

TIPOMBIIIIJIIEHHOM
MPETyCMOTPEHHOTO JIS HPOM3BOJICTEC TecToBBIE 3amanus (4, 11, 14,).
MCIIOJIb30BaHMS B NEKApCTRA, ATMAATHOE KoHTposbHbIE BOIIPOCHI JIs1 IPOBEPKH
npoeccHoHaNBHOH cdepe; oBecreueHye OCBOCHUS TEM CaMOCTOSITCIBHOMN

pasmuuHbIX onepanuii, | PAOOTHI OpHHATOpA (10, 15).

HUCCIICA0BATCIIBCKUX

pabor, mpudopos,
HCTIONB3YEMBIX MPU

OCYIIECTBICHHH
KOHTPOJIAA Ka4€CTBa
JICKAapCTB.
[1IK-6 - FOTOBHOCTB K TpeGoBaHus OXpaHBI 3anaHus A7 TeKYyIIEero,
OpraHu3aliy TEXHOJIOTHYECKHX | TPYAa, IOXKapHOH MPOMEKYTOYHOI'O KOHTPOJIS U I10
MPOIIECCOB MPU U3TOTOBICHUN GesomacHocTH, HATOraM OCBOCHHMSI JUCIMILIHHEI (C.

TOPSAIO0K JEUCTBUI IpU 17).
Yype3BbIUAlHBIX
CUTyaIusX.

JIEKapCTBEHHBIX CPEJICTB.
TecToBbIe 3amanus (8, 9, 12, ).
KoHTpoJIbHBIE BOIPOCHI ISl IIPOBEPKU
OCBOEHUS TEM CaMOCTOATEIBHOM
pabotsl opauHaropa (7, 9, ).

INIEPEYEHDb BOITPOCOB, BBIHOCHUMbIX HA
rOCYJAPCTBEHHBIM3K3AMEH

WnnuBunyanbHOe W3rOTOBICHHME JICKApCTB, KaK 4YacTh IE€PCOHAIM3UPOBAHHOM MEIUIMHBL.
I'ocynapcTBeHHOE HOPMUPOBAHUE U3TOTOBICHUS JICKAPCTBEHHBIX IIPENAPATOB B YCIOBUAX
antek. ['ocynapctBennas ®apmaxomnest PO.
Hamnexamas anreunas npaktuka (GPP). TpeboBanust [Tpukaza M3 PD Ne 6471 k opraHu3aiuu
paboThI anTek
JlexapcTBeHHbIE (OPMBI C KUAKOH JUCIIEPCUOHHOM cpenoi. HopmaTuBHBIE TOKYMEHTHI,
perIaMEeHTUPYIOIIHNE U3TOTOBICHUE XKUIKUX JIEKApCTB B YCIOBHUAX AIITEK.
OcoOEeHHOCTH M3rOTOBJICHHUS MATKHX JIGKAPCTBEHHBIX (OpM (Mas3H, CYNIO3UTOPHH) B YCIOBUIXANTEK
TexHonorus aekapcTBEHHBIX HOpM, TPEOYIOMINX aCENTUYECKHUX YCIOBUH H3rOTOBICHHS.
AcenTuka U CTepUIM3aLUA. IonsiTe «uucThle noMereHus». HopmaTusHble TpeOoBaHUS K
OpTaHU3aliy U3TOTOBJICHHS CTEPUIIBHBIX M aCENTUYECKUX JIEKaPCTBEHHBIX (POPM
TpeOoBaHMs K pacTBOPUTENSAM, UCIONIB3YyEMbIM IPH M3TOTOBIEHUU PACTBOPOB Ul MHBEKIMIA.
Bopna ouunmenHas 1 Boja Jyisi uHbeKIMiA. HeBoIHbIE pacTBOPUTENH.
JlekapcTBeHHbIE ()OPMBI Ul HOBOPOKAEHHBIX U JeTell 1-ro roza »u3Hu.
Odranpmonornueckre JeKapCTBEHHbIE perapaThl HHANBUIYATbHOTO H3TOTOBIICHHUSI.
DKCTeMIOpallbHbIE JIEKAPCTBEHHBIE (POPMBI ¢ AHTHOHMOTUKAMU
[Ipobnembl B3anMOIEHCTBUS JIEKAPCTBEHHBIX CPEICTB B MHAWBUAYAIBHBIX MPOMHUCAX M
MTyTH UX yCTPAHEHUSI.
BuodapmarieBTryeckre acieKThl TEXHOJIOTUH SKCTEMITOPATbHBIX JIEKAPCTBEHHBIX (HOpM.
Peanuzanus coBpeMeHHBIX TpeOOBAHUH K YIIAKOBKE, MAPKUPOBKE, XPAHEHHUIO U OTIYCKY
WHIUBUAYAJIbHO U3TOTOBJIEHHBIX JiekapcTB. PazpaboTka v peannzanus CTaHAApTHBIX

19




onepauroHHbix nponeayp (COII).

['ocynapcTBeHHOE HOPMUPOBAHUE IMPOU3BOJCTBA  TOTOBBIX JIEKAPCTBEHHBIX IMPENapaToOB B
YCIIOBUSIX KPYITHOTO IMPOMBILIUIEHHOTO Npou3BojacTBa. ['ocynapcrBennas ®dapmakornes
P®, HopmaTtuBHas JOKyMEHTaLUs.

Hamexarue npasuia npousBojactBa (GMP). TpeboBaHus, NpeabsBiIsIeMble K OpraHH3alldH
PpabOThI TPOMBIIIIJICHHBIX POU3BOJICTB.

Oco0eHHOCTH M3TOTOBJICHUS MSTKHX JIEKApCTBEHHBIX (opM (Mas3u, CYNIO3UTOPHH) BYCIOBUSIX
(bapmaleBTUUECKUX POU3BOICTB

TexHOMOTHS TEKAPCTBEHHBIX (POPM, TPEOYIOIINX aCENTUYSCKUX YCIOBUN U3TOTOBICHUS
AcenTyka W CTEepWIM3aALHUA. [lonsitue «umcteie moOMenieHUs». HopmaTuBHBIE
TpeOOBaHUS K OPTaHU3AIMH U3TOTOBIICHHS CTEPHIILHBIX U aCENITUYECKUX JICKAPCTBEHHBIX
bopm

Kak mpoBoautcs crepriin3anusi HUHbEKIIMOHHBIX PAacTBOPOB, IPUTOTABIMBAEMBIX Ha
(dbapmaleBTUUECKUX MPOU3BOACTBAX. YKAXKUTE CIOCOOBI 1 PEKUMBI CTEPUITH3AIIH.
Kakum o6pa3oM mpoBoAWTCS ompeAeNieHue repMEeTUYHOCTH ammyid U (pIakoHOB Mociie
CTepUIIH3AIUU

B uewm 3akirouaercs oneHka KauecTBa MHbEKIIMOHHBIX PaCTBOPOB.

TpeboBaHus K pacTBOPUTENSM, MCIOJB3yeMbIM TPU M3TOTOBJICHWH PAcTBOPOB ISl MHBbEKIUH.Boaga
OUMILIEHHAs U BOJa Uil UHbEKIUI. HeBogHbIe pacTBOpUTENN

OdranpMonornuecKue JeKapCTBEHHBIC TIPEMapaThl.

OO0ocHyiiTe TpeOOBaHMSI K IIa3HBIM JICKAPCTBEHHBIM ()OpMaM ¥ K YCIOBUSM MX IPOU3BOICTBA.
YKaKUTE BCIOMOTATEIbHBIC BEIIESCTBA, BXOISIINE B COCTAB TJIa3HBIX Karellb, 00BICHUTE
WX Ha3HAYEHUE, TPUBEIUTE IPUMEPHI.

HazoBuTe OCHOBHBIE TEXHOJIOTMYECKHE CTaAuM TMOJY4YeHHs THa3HbIX Kamenb. Kak
o0OecrieunBaeTcs OJHO U3 OCHOBHBIX TpeOOBaHUW - CTEPUIBHOCTh  (METOJbI
CTepWIHM3alMd W TNPUHIUN  paboThl  CTEPHIM3YIONIEr0  000pYyAOBaHHSA), Kak
KOHTPOJHMPYETCS JTOT TOKazaTeldb B COOTBETCTBMM TpeOoBaHusiM ['d u npyrux
HOPMAaTUBHBIX JOKYMEHTOB.

Kak mnpoBoautcs TexHomoruueckas omnepamnus «PactBopeHue». Kakoe TexHOIOrnyeckoe
000pyI0BaHUE TIPH ITOM HCIIOJIB3YETCS.

HazoBute OCHOBHBIE TPyNIbl U aCCOPTUMEHT BCIIOMOTATENbHBIX BEIIECTB B IPOU3BOJICTBE
tabnerok. [IpeacraBpTe COBpeMEHHYIO KIACCU(UKAIINIO BCTIOMOTATENbHBIX BEIIECTB.

Bnusanue BCIIOMOTaTeJIbHbIE BEIIECTBA  HA  TEPaleBTUYECKYIO 3¢ (HeKTUBHOCTH
Ta0JIETUPOBAHHBIX  JICKAPCTBEHHBIX  mpemaparoB. Kak  BIMseT  KOMIIO3HIIMS
BCIIOMOTaTeNbHBIX BelIeCTB Ha () (HEKTUBHOCTH PECCOBAHMUSI.

OO0ocHyliTe 11e7M HaHECEHHUsT 000JI0UeK, BUIBI 000JI0YEK U CITOCOOBI UX HAHECEHUS.

Kak B yCIOBHSIX TPOMBIIIUIEHHOTO TTPOU3BOCTBA MMPOBOIAT KOHTPOJIb Ka4eCTBA TaOJIETOK.

Kakune ocobeHHOCTH onpeieNieHrs paciaaeMOCTH Ta0JIETOK MOKPBITHIX 000JI0YKaMU

OO0BsicHUTE, KaK OCYIIECTBIISIETCS HAMOJTHEHUE aMITyJI IIPUIIEBBIM CIIOCOOOM.

JlaiiTe XxapakTepUCTHKy MEAMIIMHCKHM KarcyllaM — OmNpeeleHue, Kiaccudukarms,
TpeOoBaHUS K Karcyiam.

O6ocHyliTe TEXHOJOTHMYECKYIO CXEMY TOJIYYeHHS MSITKHX U TBEPABIX JKEJIATUHOBBIX KaIlCyJl
pa3HbIMU crocodamu.

OreHuTe BO3MOKHOCTH COBEPIIIEHCTBOBAHUS KATICYJ KaK JIEKAPCTBEHHON (JOPMBL.

JaiiTe onpesienieHre U XapaKTEePUCTUKY COOpaM.
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OxapakTepu3yiiTe Ipouecc U3MeNIbUCeHUs KaK 3HAYMMBbIN TEXHOJIOTUYECKUI 3Tl IPU
MIPOU3BO/ICTBE JICKAPCTBEHHOM (POPMBI «COOPBI» B 3aBOACKHX YCIOBUSX.

B yeMm 3akirouaroTcss 0cOOEHHOCTH M3MEIbUEHHS MaTEpUAIOB € KJIETOYHOH cTpykTypoil. Kak
IPOBOJUTCS SKCTPATUPOBAHUE CHIPbSI METOIOM JIPOOHOM Marepalyy 10 TEXHOJIOTUU
BHUN®

Hcnonb3yst cXeMbl TEXHOJIOTHYECKOTO OO0OPYIOBaHUS, MOSCHUTE, KaK PEAN3yeTCANPOLECC
OYUCTKU U3BJICUYECHUN

OO0bsicHUTE BBIOOP METOJAa IKCTPAKLUU U3 JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPbS,
HCIIOJIB3YEMBIN B TEXHOJIOTMY IIPOU3BOICTBA HOBOTAJICHOBBIX IIPENAPATOB.

buodapmanieBTrueckre acIieKThl TEXHOJIOTHH JIEKAPCTBEHHBIX (hOPM.

Buodapmarus, kak TeopeTudeckas OCHOBa COBPEMEHHOM TEXHOJIOTHH JIEKapCTB

CoBpeMEHHAss KOHLENUUSA 3aBUCHMOCTH JIEHMCTBUS JIEKAPCTBEHHOIO IIpernapara OT BUAA
JIEKapCTBEHHBIX (DOPM, METOJOB M CIOCOOOB MX M3rOTOBJIEHHS M IIyTH BBEACHUS B

OpraHM3M.

QdapmaneBTuiyeckne (PpakTopbl: XUMUYECKass MOAU(DUKALNS JICKAPCTBEHHBIX BEUIECTB; (PH3UKO-
XUMHUYECKOE COCTOSHME JIEKAPCTBEHHBIX BEIIECTB; BCIIOMOIATENIbHBIC BEIECTBA,
TEXHOJIOTUYECKHE TPOILECCHl, BHJ JIEKAPCTBEHHOW (OPMBI, IyTH BBEACHHUS M CIOCOO
npuMeHeHHs. Poiab OMoI0ruyeckux U U3H0oI0rudeckux (GpakTopos.

[TonsATHS OMOJOCTYNMHOCTH, TEPANEBTUYECKON SKBHBAJIEHTHOCTH, CIIOCOOBI MX OIpE/eeHus.
OpuruHaibHble, J)KEHEPUKOBBIE, peepeHTHbIE MTPerapaThl.

buodapmaneruyeckue moaxo/ sl NpH CO31aHUM HOBBIX JieKapcTBEHHbIX (popm. Hopmuposanue
YCJIIOBUM M3IOTOBJICHUS M TEXHOJIOTMYECKUX MPOLECCOB MPOU3BOACTBA JIEKAPCTBEHHBIX

npenaparos. lIpaBuia mpon3BOACTBA M KOHTPOJIA KayeCTBA JIEKAPCTBEHHBIX CPEACTB
(GMP), HopMaTrBHas JOKYMEHTALIUS .

buodapmaneBTuueckue acnekTbl palUMOHANBHBIX YCIOBMM mnpuema jekapctB. [loHsTue
nojunparMazuu. IlpoOGieMbl  B3aMMOAEWCTBUS  JIGKAPCTB MPU  OJHOBPEMEHHOM
HA3HAYEHUH U B COUYETAHUU C MULIEH

Konuennus Haexanmx npaktuk B papmarmu (GXP)

["apmonu3anmst TpeboBaHU U CTaHAApTOB B (papMarieBTHUECKO chepe

OCHOBHBIE peryJIITOpHbIE MPOLEAYPHI B chepe 00palleHus JIEKApCTBEHHBIX CPEJICTB

MesxayHapo/iHasi cucTeMa COTpyIHUYeCcTBa (papMaleBTUUECKUX WHCTIEKIIUN

Mexnynapoansie TpeOboBaHus K hapMaleBTUUECKON pa3padoTke

Crpykrypa nokymentos ICH (International Conference on Harmonization)

OneMeHTH! papMalneBTH4YecKoi pa3paboTku. CTpaTeruu pa3BUTHsI U UHHOBALIUH B
(bapMareBTHUECKON OTpaciu

Konuennus u npunimnel Haiexarieit naboparopHoit mpaktuku (GLP)

Bubl 1 3Tansl JOKIMHUYECKUX UCCIEN0BAaHUN. DTUUECKUE ACTIEKTHI

HopmatuBHbIE JOKYMEHTHI IPOBEAEHUS TOKIMHUYECKUX HCCIEA0BaHUN

OcHOBHBIE 0JIOK - TPOrpaMMBbI TOKIMHUYECKUX UCCIIEI0BaHUI

Konmuemnus u npuanunsl Hapnexaiei kiunaudeckoit npaktuku (GCP)

Bunel u ¢a3pl kinHuYeckux uccienoBanuil. [IpaBoBbie v ATHUECKHE aCTIEKTHI

[TnanupoBaHue KIMHUYECKUX UCCIEAOBAHUM, OTYETHOCTD MO 0€30MMaCHOCTH

[TpoBeneHne KIMHUYECKUX UCCIIEIOBAHUN IO OLIEHKE OMOIKBUBAJIEHTHOCTU

OcHOBHBIE MTOJIOKEHUS CUCTEMBI TOCYJaPCTBEHHOMN pEruCcTpaliiy JeKapCTBEHHbIX
CPEICTB

[Topsiiox popMHUPOBaHUS PETUCTPALIIOHHOTO 1I0ChE Ha JIEKAPCTBEHHOE CPEICTBO
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AHanuTHueckoe o0ecrieyeHre KauecTBa JeKapCTBEHHBIX CPEICTB B COOTBETCTBHH C
TpeOOBaHUSAMH MEXTYHAPOIHBIX U HALIMOHAIBHBIX CTaHIApPTOB.

OcHOBHBIE aCIIEKTHI U HANPABJICHHUS KOHTPOJIbHO-PA3PEIIUTEIbHON CUCTEMBI
KOHTPOJIbHO-pa3peINTENIbHOM cucteMbl B Poccuiickoit dexneparium.

[Tpuka3 Munszapasa Poccun ot 12.07.2017 N 4091 «O0 yTBepKIeHUN TOPSIIKA
(bopMHpOBaHUS PETHCTPALIMOHHOTO JOChE Ha JIEKApCTBEHHBIH Mpenapar U TpeOOBaHUH K
JOKYMEHTaM B €r0 COCTaBe, TpeOOBaHUH K 00beMy HH(OpPMALINUH, TPEIOCTABISIEMOI B
COCTaBE€ PETUCTPALIMOHHOIO JOChE, AJIsl OTJAENIbHBIX BUJIOB JIEKAPCTBEHHBIX PENapaToB
JUIS. MEUIIMHCKOTO IIPUMEHEHHUSI U TTOPSAJIKA IPEACTABICHUS JOKYMEHTOB, U3 KOTOPBIX
(bopMHpyeTCsl perCTPALMOHHOE JOChE Ha JIGKAPCTBEHHBIN Ipenapat i MEULUHCKOTO
IIPUMEHEHHUS B LIEJSIX €r0 TOCYJapCTBEHHOM pEerucTpanum».

MerTpomnoruueckasi XxapakTepucTiuka usmMepenuit. OrnpeaeneHne ook n3MEpeHusl.

PacdeT 0OCHOBHBIX XapaKTEpUCTHUK ¢ MOMoLIbI0 mporpammbl Microsoft Excel.

Tunsl aHATUTUYECKUX METOJMK, TpeOyroliye MpOoBeACHUs Mpoleaypsl Baiugauud. OCHOBHBIE
BaJIMIALIMOHHBIE XaPAKTEPUCTUKU METOIUKH.

OnpeneneHue M KpUTEpPUM JAMana3oHa INpUMEHEHMs MeTonuku. llpounenypa pepanupanun
AQHAIIMTUYECKOM METOAMKHU. VCronb30BaHME KOMIIBIOTEPHOW TEXHMKM M IIPOrpaMM B
nabopaToOpHOH MPAKTHKE

OcHOBBI TOCYIApCTBEHHOH IOJIMTHKH B 3IpaBOOXpaHEHHMH W ¢apMmanud. 3aKOH O
JIEKapCTBEHHBIX CPEACTBAX. 3aKOH O HApPKOTUYECKUX CPEACTBAX M ICHUXOTPOIMHBIX
BEIIECTBaX. 3aKOH O pekjiame. 3aKkOH O 3aluTe MpaB HoTpeduTene u apyrue
3aKOHOJATEIbHbIE aKThl, PETYIUPYIOLIHE MPABOBbIE OTHOLIEHUs B (papMalleBTUYECKOMH
IIPAKTHKE.

XapakTepUCTUKA NPSIMBIX U KOCBEHHBIX KAaHAJIOB TOBapOABM)KECHHS, YPOBHM JIOTHCTHUECKHUX
KaHaJIOB Ha (hapMalleBTUYECKOM pPhIHKE.

[TpoMmbinieHHOE  (hapMalleBTUUECKOE MPOU3BOACTBO KAaK OCHOBHOE 3BEHO  CHCTEMBI
obecnieuenue notpedurens JIII.

OcHoBHas 337aya ¥ (QYHKIUU HPOMBILIUIEHHOTO (apMaleBTUYECKOro Mpou3BoACTBa. POpMbI
COOCTBEHHOCTH U OPraHU3allMOHHO-TIPAaBOBBIE (POPMBI.

JIIT kak ToBap: XapaKTepHbIE YEPThl U OCOOEHHOCTH. ACCOPTUMEHT (hapMalleBTHUECKUX TOBAPOB
u QaxTopsl ero GopmupoBaHus. OmnpeseneHre palMoOHAIBHOTO Habopa OJHOBPEMEHHO
obpamraeMbix Ha pbiHKe JIIT ¢ yueTom craanu MX )KM3HEHHOTO ITUKIIA.

VYcranonenue mnepeuHeit JIII (HeoOxoauMbelx U sku3HeHHo-BaxkHedmux JIII, u 1p.).
OnTumu3anus acCOpTUMEHTa IPOU3BOICTBA.

Oco0OeHHOCTH TPOMBIIUIEHHOTO TPOU3BOJACTBA JIEKapcTB. PalyoHanbHas opraHu3anus |
artecranus pabounx mecT. OCHOBHbIE MPHUHIMIBI HOPMHUPOBAHUS TpyJda M OXpaHbI
npodeccnoHaNTbHOTO 30POBbSL.

[Topsinox ynnuroxenus JIC, npumie1mmx B HETOJIHOCTb.

Opranuzanys BHyTPUIIPOU3BOCTBEHHOT0 KOHTpous kaduecTBa JIC. IIpenynpennurenbabie
MEPOIPUATHSL, MOBBIIIAIOIINE KAUECTBO JIEKAPCTBEHHBIX IPENapaToB.

Ob6opynoBaHue M OCHalIeHWE pabouyruX MECT MO KOHTPOJIO KayecTBa JIEKAPCTB B3aBOACKHX
naboparopusix; AOKyMeHTalus. Buibl BHyTpHanTe4HOro KOHTPOJIS KayecTBa.

Opranuzanus CHaOXXeHHUs, XpaHEHUs, y4yeTa B TOBapoOB U MOPSAAOK UX OTIPY3KH
MOCTABIIMKY. 3anachl, HOPSAAOK XpaHEHHUS, y4eT U KOHTPOJIb.

OCco0EHHOCTH DKOHOMUKH IIPOMBIIIIJICHHOT'O MTPEATIPUATHUA. OCHOBHBIE DKOHOMHUYECKHE
IIOKa3aTeJIk ACATCIIbPHOCTH O6HIa$I XapaKTEpUCTHUKa, METOABI IINIAHUPOBAHUS.

22



HenooOpazoBanue na JIII, Buael 1 ¢yHKuMU LeH, Bausiomue (akropsl. Paspaborka 1eHOBOM
CTpaTEeTHu.

TosapHOe obecreueHre 00beMa peaan3alyi. 3amacskl TOBApOB: KIacCH(PUKAIINI, HOPMHPOBAHUE.
@DakTopsl, BIUAIOIINE HA pa3Mep 3amaca.

M3aepxkn: 001mIas XxapakTepruCTHKa, COCTaB (IIOCTOSTHHBIE M IEPEMEHHBIE).

Bbyxranrepckuii yuer: npeamet U Metoz. Opranu3zamust OyXraarepckoro ydera.
Byxrantepckuit 6ananc. Buapl OanaHCOB: BCTYMHUTENBHBIN, TeKyIIMA. TUIBI U3MEHEHUH B
Oamance

®dapmMakoTepanus MpH 3a00JICBaHUSIX OPTraHOB JbIXaHUSA. 3a00JIEBaHUS OPTraHOB JIBIXAHUS.
JlexkapcTBeHHbIE Mpemnaparbl, MPUMEHSEMbIE MpPHU JIEYCHUH 3a00JeBaHUIl OpraHoB

JAbIXaHWs.
(DapMaKOTCpaHI/IH IIpu 3a00JIEBAHUSIX CHCTEMBI OpraHOB IIUIICBAPCHUA.

3a0oJieBaHUs CUCTEMBI OPraHOB NMULIEBapeHus. JIeKapCTBEHHBIE CPEJICTBA, IPUMEHSEMBIE IIPU

JIeYeHUH 3a00JI€BaHMI OPTaHOB MHUIICBAPEHHSL.
OO01mast XapakTepUCTHKA TOMEONIATUYECKHX JIEKAPCTBEHHBIX (HhOpM.

OCco0EHHOCTH TEXHOJIOTMU N3TrOTOBJIEHHUS TOMEOaTHYECKHUX JICKApCTBCHHBIX

dopm.  MeToasl  NPUTOTOBJIECHUS. OcCHOBHBIE =~ MEXaHU3MbBl  JIEHCTBUSA
TOMEOIIaTHYECKUX JIEKapCTBEHHBIX (hopM. ['oMeomnaTuueckue IeKapCTBEHHBIE (POPMBI
U C1I0cOObI BBE/ICHHUS JIEKAPCTB B OpraHu3M.

6.1.88. O6mas xapakTepuCcTUKa BETEPUHAPHBIX JIEKAPCTBEHHBIX (hOpM
Jlo3upoBaHue JIEKapCTBEHHBIX CPEJICTB B BETEPUHAPUHU
6.1.84. Vicropus pa3BUTHSI HAHOTEXHOJIOTHH B Mupe U B Poccum.
OcHOBHBIE HANPABIICHUS UCTIOIH30BAHMS HAHOTEXHOJIOTUIA
[Tonsitue 6norexnonoruu. Tepmunonorus. MeToap OMOTEXHOIOTHH.
XapakTepucTuKa COBPEMEHHBIX OMOTEXHOIOTUYECKUX ITPOU3BO/ICTB.
JlocTrxkeHns: 0Te4eCTBEHHOW HayKu B 00J1aCTH OMOTEXHOJIOTHH.
Hayunsre [o/Ipa3JiesieHus, padoTarolMe HaJl CO3/JaHuEM OMOTEXHOJOTMYECKUX
Mperaparos.
[lepcrieKTHBBI OTEYECTBEHHON METUIIMHCKON OMOTEXHOIOTHH.
CoBpemeHHble TexHoJsioruu nosydyeHuss TATC. buodpapmaneBruueckas onenkaT/ITC,
peasin3yeMbIx Ha papMaleBTUYeCKOM pbIHKe PO.

HepCHGKTI/IBBI Pa3BUTHA TCXHOJIOTMHU COBPEMCHHBIX JICKAPCTBCHHBIX (1)0pM.
TepaHeBTI/I‘{eCKHe CUCTCMEI C HaHpaBHeHHOP’I ,[[OCTaBKOI\/'I JICKApCTBCHHBIX BCUICCTB K
oprany, TKaHHU UJIA KJICTKEC.

INPUMEPDBI CUTYALLMOHHBbIX 3AJAY

CutyanuonHas 3agaua Ne 1
Onuiure TEXHOJIOTHIO U C/IeIaiiTe HEOOXOIUMBIC PACUYEThI, IPUTOTOBBTE MPOIHUCH:

Bosbmu: PactBOpa Kanbuus
xyopuza 5 % - 200 mn
I'mrox0361 60,0
Harpus 6pomua 3,0

Curyanuonnas 3aqa4a Ne 2
CHCHaﬁTe HCO6XOJII/IMI)IC Pacye€Thbl 1 OITMIINTE BO3MOXKHBIC BapHUAHTBI U3T'OTOBJICHUSA ITPOITUCH:

BospMmu: Kucnotsi
XJIOPUCTOBOJOPOTHOM 4 mn
pa3BeJleHHOU
Ilencuna 4.0
Boxasl ouniieHHON 150 M

Curyanuonnas 3aga4a Ne 3
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Vxaxure MNpUYINHY HECOBMCCTHUMOCTH MU MPCAJIOKHUTC BO3MOKHBIC CIIOCOOBI ee YCTpaHCHUA B
npornucu 3B$IFI/IHLICB32

Bospmu:  dumenposia - 0,05
Odenpuna -0,02
OydummmHa - 0,05
I'1r0K0361 -0,2

Curyanuonnasi 3anada Ne 4
Ykaxute (opMy penentypHoro OyiaHka. Paccuuraiite, yKJIaabIBaeTCs JIM MPOMKUCAHHOE B PEICNTE
KOJIMUYECTBO CIIMPTA B YCTAHOBJICHHBIC HOPMEBI OTITycKa. OnpeaenuTte 00beM JIGKAPCTBEHHOH (OPMBI,
[IPUTOTOBLTE PACTBOP:

Bosemu: Menroma -15
Hosokanna
Amnecre3nna -10 2,0
Crupra strinoBoro 70 % - 70

CuryauuonHas 3aga4a Ne 5
Kak wm3MenpuaroTcsi JeKapCTBEHHBIC BEIECTBA, BXOMAAIINE B CYCIIEH3WOHHBIE Ma3W B KOJHUYECTBE
meHee 5 % ?
a) ¢ TIOJIOBUHHBIM KOJIMYECTBOM JKUKOCTH, POJICTBEHHOW OCHOBE;
0) C MOOBUHHBIM KOJIHYECTBOM BOJIBI;
B) C MOJIOBUHHBIM KOJIMYECTBOM PACILIABICHHON OCHOBBI;
T') C IOJIOBUHHBIM KOJIMYECTBOM CITHPTA;
1) C paBHBIM KOJIMYECTBOM KUIKOCTH, POJICTBEHHON OCHOBE.

Curyauuonnas 3aga4a Ne 6
Omnpenenure 00beM MUKCTYPBI, CeNaiiTe HEOOXOIUMBIE PACUYEThI, IPUTOTOBETE MUKCTYPY:

Bosbemu: I'mroxo03s1 10,0
Kanus itonuna 4,0
AnoHusuaa
HacTtolikyu MATEI mo 5 mn
Cuporia caxapHoro
Hacroliku Banepuanst mo 10 mn
Bonasr MaTHOI 200 M

CuryaumnonHas 3agaya Ne 7
Caenaiite HeOOXOAUMBIE PaCUETHI [0 CIIUPTY, IPUTOTOBLTE PACTBOP IO MPOTIHCH:

Bosbemu: AHecre3nHa 2,0
Kucnoter 6opHOI 15
Jerts 6epe3oBoro 50
Macna KacTopoBoro 2,5

Criupra 3TrioBoro 96 % - 10 50 M
Curyaumnonnas 3aaaya Ne 8
Crenaiite He0OXOANMBIE pacUeThl U OMUILUTE BO3MOXKHBIE BAPHAHTHI TEXHOJIOTMH BOJAHOTO U3BJICUECHUSI.
IIpuroToBHETE MUKCTYPY:

Boszbmu: KopHhs anres 10,0
Kopnesuii ¢ kopHIMU
BaJIEpHUaHBI 8,0
TpaBsl mycThIpHUKA
JIncTheB MaTh-H-Madyexu o 20,0
Kops! kanusel 25,0
Boas! ounitieHHOM 10 1000

Curyanuonnas 3aqa4a Ne 9
Jng nponucu:
Rp.: Sol.Novocaini 5% - 30,0
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Sterilisetur!

D.S.BHyTpUMBIIIIETHO
MIPUTOTOBJICHHOM B alTeKe, FEPMETUYHO YKYIOPSHHOMN pe3nHOBON MPOOKOH T0J] 00KATKY, BEIOSpPHUTE
TOJTXOIANIMN PEXKUM U YCIIOBUS CTEPUITH3AIMH. YKAKUTE COCTaB MPOIHICH, cleNaiiTe He0OX0aUMbIe
pacueTsl

Curyaunonnas 3agaya Ne 10
®apMalleBT cTapupoBai mojactaBky, orBecus B Hee 200,0 Boabl ouuilieHHON U pactBopuia 4,0
HaTpus OpOMUIA; IEPEHEC B CKIISTHKY JUIs OTIycKa. [IpaBmiibHO i mocTynui apmaneBT?

Curyanuonnas 3aqa4a Ne 11

[Tpu m3rotosnenun 200 mu 19% pactBopa MarHusi cynbgara dapmaneBt pactBopuia B 200 mi
Bobl ouniieHHo 20,0 mMarHust cynbdarta U mpoQHIBTpOBaT B CKISHKY JUIs OTIycka. JlaWTte
OIICHKY JIeUCTBUSAM (hapmarieBTa.

Curtyanunonnas 3aaava Ne 12

Bpau Beimucan peuent cienyromiero coctana: ioga 0,5 r u ol ounmienHoit 100 mu. MoskHo
J¥ TIPUTOTOBUTH JICKAPCTBEHHYIO (OPMY MO JAaHHOH MponucH 0e3 COTIacOBaHUSI C BpavuoM?
Ecin MOXHO, TO KakK 3TO caenaTh?

Curyanuonnas 3agaqa Ne 13

[Tpu u3rorosnenuun 200 mu 10% pacTBopa Kanblus riIrOKOHaTa GapmaieBT pacTBopui B 200 mi
Bojbl ounnieHHon 20,0 mpemapata. [lonydeHHBIH pacTBOp MPOUEAMS BO (PIIaKOH JUIS OTITyCKa.
[TpaBUIIbHO JIM IPUTOTOBJIEHA JIeKapCcTBeHHas opma?

CuryanuonHasi 3aga4ya Ne 14
[Tocne W3rOTOBICHUS JXUAKOW JIEKAPCTBEHHOH (DOPMBI MPOBH30P-TEXHOJOT YCTAaHOBHJ, 4YTO
00beM MHUKCTYpBbI 155 M BMecTo 150 M. MOXHO 1M OTHYCTHTH JIEKapCTBEHHYIO (popmy?

CuryanuonHag 3agaqa Ne 15
[TpoBU30p-TEXHOIOT TPUHSUT M TPOTAKCUPOBAIT PEIENT Ha KUAKYI JICKAPCTBEHHYIO (hopmy,
conepxkantyro 0,3 T stmmopdura rugapoxiopuaa. [IpaBuiIbsHO M OH TIOCTYIIHIT?

CuryanuonHas 3axaya Nel6

[Tpu mamenbuennn 100 Kr KUCIOTH OOPHOI Ha MAPOBOM MeNbHUIIE MoJTyyeHo 98,0 kr
N3menbuennoro npoaykra. [locie nmpocenBanus moay4dusu IpoceB B konuecTse 78,0 KT u
otceB 16,6 kr. CocTaBuTh MaTepUaIbHBINA OAJIAHC IO CTAUSAM (M3MENIbUeHHE, TPOCEUBAHNUE) C
yderom orxoznos. Haiitu BeIxon (n), Tpaty (€) u pacxonHbli koapdummeHT (Kpacx).

CuryanuonHas 3axaya Ne 17

Ha onHoM mpeanpusiTuu I€TCKYIO MPHUCHIIKY TOTOBST C PACXOAHBIM KO3 duiueHTom 1,
030, Ha apyrom — 1,060. Ha kakoMm mpeAnpusTHN TEXHOJIOTHICCKHUHTIPOIIECCOPTaHN30BaH OoJiee
MIPaBUIIBHO

CuryanuonHasi 3agaya 18.
[Tpu npeccoBanuu TaOJIETOK MyaHCOHBI MAIIMHBI IPUJIMIIAIOT K Ta0JETKE B THE3/E

MaTpuIlel. B ueM coctout TexHosnorndeckas omuodka. Kak ee ycTpaHuTb.

CuryauuonHas 3agaya 19

B Ttabnerounom NPOU3BOACTBC IMIMPOKO IMPHUMCHAIOT Kpaxmall. C xakoH OCJIbIO OH
HCIIOJIB3YCTCA. K kakum rpymmnaM BCIIOMOT'aTCIbHBIX BEIIECTB €TI0 MOXXHO OTHECTH.

CuryauuonHas 3agava 20.
Kakue QaxTopsl 0Ka3bIBalOT BIMSHHE HAa OMOJIOIMYECKYIO JOCTYIHOCTH JIEHCTBYIOIIHUX

BEIIECTB B TaOJIETKAX.
Curyauuonnasi 3agava 21.

25



Onpenenuthy KOHIEHTPAILIMIO dTAaHOJA M0 MOKA3aHMUIM CTEKJISTHHOTO cripromepa 95 u 70
npu 20 °C.

CuryanuonHas 3ajgava 22
CocraButh pabouyro mpomnuck ais nonydaenus 250 1 20% pactBopa kodenna-6eH3oara
HATpHSL.

CuryauuonHas 3ajgava 23.
CocraButh pabouyro npomnuck st noaydenus 500 mi 40% pacTBopa TIrOKO3bI

CuryauuonHas 3agava 24.

B kakux cinyyasx u B KaKuX KOJIMUECTBAX UCIOJIb3YIOT aKTUBUPOBAHHBIN yTOJib B
MIPOIIECCE N3TOTOBJICHUS HHBEKIIMOHHBIX PacTBOPOB. Kak ero Heo0X0IMMO mpeIBapuTeIbHO
00paboTarsp.

CuryauuonHas 3agaya 25
PaccuunTaiiTe KOMMUYECTBO CHIpbS M dKcTpareHTta Juist noinydenus 100 m HacTolkm
BaJICpUAHBL.

Cutyanuonnas 3agaya 26
Xumuko-papmanesruueckuii  3aBox  momyumn 200 gumrpoB  96,2%  sTanona.
N3pacxomoBano 150 i1 70% sranona u 70 1 50% stanona. Onpenenure ocTaTOK ATaHOJIA.

CuryauuonHasi 3agaya 27/

ITpu mpouzBoacTBE Ma3u HUHKOBOM BMecTo150 Kr noaydeHo 147 Kr roToBOro MpoJyKTa.
Hanucath ypaBHeHHE MarTepUaibHOro OanaHca, ONpPEIEeNUTb BBIXOA, TpPaTy, PacXOAHBIHI
ko3 dunment. CocTaBUTh pacxoaHbIe HOPMBI Ha morydeHre 150 Kr roToBoro mpoaykra.

Curtyanunonnas 3aaava Ne 28
Ckonpko Kr criupta ¢ koHueHntpamuein 70% (% mo o0beMy) MOXKHO MOTYYUTh, €CITH CMeIaTh 15

1 criupta KoHneHtpanuu 96,2% (% mo macce) u 24,3% (% mo macce) cnimpt? Yemy paBHa
KOHTpaKIUs?

Curtyanunonnas 3aaava Ne 29

Paccuntarh KOJIMYECTBO CHIPbS W IKCTpAreHTa I MPUTOTOBICHHS 125 J1 HacTOHKH
apauku ¢ yueroM K p pasnoro 1,08.
[Ipu pacuere sKcTpareHTa y4ecTh, UTO MPHU MOJTYYECHUH PaAcTBOpPA CIUPTA STUIIOBOTO HY>KHOU
KOHIIEHTpAIlMu OBLI UCTONb30BaH dTaHon  96,4%

Curyanuonnas 3agaqa Ne 30

[Tonygeno 140 5 xuaKoro sKcTpakTa KaluHbl ¢ cojepxkanueM 10% 5sKCTpakTHBHBIX
BemiecTB U 180 11 KUAKOTO 3KCTpaKTa KaJIMHBI ¢ copepxkaHueM 16% HKCTPaKTHUBHBIX BEIIECTB.
Paccuntarh KOJIMYECTBO DKCTPAKTA C 3aBBIIIEHHBIM COAEPKAHUEM DKCTPAKTUBHBIX BEIECTB IS
noBeaeHus 10 Hopmel (13%) HecTaHgapTHOTO.

CuryanuonHas 3agava Ne 31

OneHnTe KayecTBO pacTBOpa NmpokanHamuja (HoBokanmHamuna) 10% mis mabeKIuid, ecian 1M
mpernapara J0BeId 10 METKH BOJIOW B MepHOH koja0e BMectumocThio 100 My, 1 M moJydeHHOro
pacTBOpa JOBEJIH BOJOW J0 METKM B MepHO# koii0e BMectuMocThio 100 mui. Ontudeckas IUIOTHOCTb
3TOTO pacTBOpa NpH JuinHE BOJHBI 280 HM B KIOBETE C TOJIIIMHOM nornomaromero ciost 10 MM cocraBuia
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0,630. YaenpHBIN MOKa3aTeNb MOTJIONICHUS TpokanHaMuaa paBeH 658. Conmepkanue mpokanHamuaa B 1
M1 nipeniapata corinacao @C momxuo ObiTh o1 0,097 mo 0,103T.

Curtyanunonnas 3aaada Ne 32

OnenuTe kKauecTBO pacTBopa nuanokoOamamuna 0,02% ans WHBEKUWH, ecnu SMI mpenapaTa
JTIOBEIT 10 METKH BOAOH B MEpPHOW Ko0e BMecTHMOCThIO 50 Mi1. OnTHdeckas IIOTHOCTh TOJTYYeHHOTO
pactBopa mpH JuiMHe BOJNHBI 361 HM B KroBeTe C TONIIMHOW Toriomniatomero ciost 10 MM cocraBuiia
0,445. Nnsa npurortosnenus pacteopa ['CO 0,0494 r I'CO muanoko6anaMuHa JIOBEIH 10 METKH BOJIOH B
MepHOH konbe BMectuMoOcThi0 100 M. 2 M MONyY4EHHOTO pacTBOpa JOBEIH 10 METKH TEM IKe
pacTBOpHTENIEM B MEPHOH K0j10€ BMecTUMOCThIO 50 Mi1. OnTideckas IoTHOCTh pacTBopa I'CO B Tex ke
ycnoBusix coctaBuna 0,409. Comepkanune nmanokoOanamuna B 1 mi mpenapata coriacHo OC 1omKHO
ObITH OT 180 10 220 MKT

Curyannonnas 3agaya Ne 33

Onennte KadecTBO pruOO(dIaBHHA MO KOJIMYECTBEHHOMY COJCPKAHUIO (JIOMHKHO OBITH HE MEHEe
98,0% u ne 6omee 102,0% B mepecuere Ha cyxoe BemecTBo), ecnu 0,0698 r ananmmznpyemoro obpasma
pacTBOPHIIM M JIOBENW OO0 METKH B MepHOU koibe BMectumocThio 500 mi. 20,0 mm momy4eHHOTO
pacTBOpa IOBEIM JIO METKM B MepHOW koyioe BMmectuMocThio 200 mur. OnTuueckas IUIOTHOCTb
MOJy4YEHHOT'O pacTBopa Nnpu 444 HM B KIOBETE C TOJIIMHON moruomatomnero cios 10 mm pasna 0,454.
Benmuunna yaenmpHOrO mokasarenst moriomeHus puboduaBuHa cocraBiser 328. [loteps B macce mpm
BBICYILIMBAHNUHU aHANU3UpyeMoro obpasua pubodiaasuna 1,0%

Curyanuonnas 3agaua Ne 34
Heo0Oxonumo ocyliecTBUTh KOHTPOJIb KauecTBa Mouek Oepe3oBbIX. PacckaxkuTe o mporuenype
0TOOpa 00bEeJMHEHHOH U aHANMUTHYECKUX NPpo0. s yero OepyTcst aHaTUTUIECKHE POOHI?

Curyanuonnas 3agaqa Ne 35
B anTexe u3roToBUIIN JEKapCTBEHHYIO (DOPMY IO PEIIeNTY:
Kogenna 0,1 r
Kamus 6pomuna 4,0 T
Hacroliku Banepuassl
Hacrotiku manaeima mo 10 mi
Boxap! ounmennoun 200 Mt

Cutyanmnonnas 3agaya Ne 36

B anTexy or mocraBmuka noctynui npenapar «bakreprodar ctapuiIoKOKKOBBII.
IIpoBu30p, NPOBEPUB COOTBETCTBUE KOJIUYECTBA TOBAPA YKA3aHHOMY B HAKJIaJHOM, OCTaBUII
mpenapar Ha IIOJKe, T[J€ HaxOJiATCs BCE Ipenaparsl MO0 WHAWBUIAYAJIbHBIM 3aKa3aMm
notpeduteneil. Ha ciaenyromuii 1eHs OH OB OTIYIIEH MALMEHTY, 3aKa3aBIlieMy 3TOT Mpernapar.
[TarueHT, HE MPOBEPUB LEJIOCTHOCTh YIAKOBKU B alTeKe, B JOMAIIHHUX YCIOBUSAX OOHapYX I
OTCYTCTBHE /IBYX (DJIaKOHOB B yIIaKOBKE, a B JIBYX JPYI'HX — HEMOJIHOE COJEPKHUMOE, MOTEKH Ha
CTeHKax (hJJaKOHOB, PELIMJI BEpHYThH JIEKAPCTBEHHBIN Ipenapar B anteky. B anreke mposuszop
OTKa3aJICsl BO3BpALaTh IEHBIM 3a IIpenapar.
Bomnpocsr:
1. Kakomy BUly KOHTPOJISI [TOJIBEPratOTCsl TOBAPHI, IOCTYIHUBILKE B aNITEKy?
2. Tlepeuncnute JOKYMEHTBI, HA OCHOBAaHUU KOTOPBIX OCYILIECTBISETCS IPUEM TOBapa B anTeke.
3. Moryt UII, nmeroniue JuieH3UI0 Ha hapMIESTETbHOCTh PEaTH30BhIBATh JAHHBINA Ipenapar.

Curyauuonnas 3agaua Ne 37

B anTeky ot mocraBmiyka nmoctymnui npenapat «bakrepruodar cTapuIoKOKKOBBII.
[TpoBu30p, MPOBEPUB COOTBETCTBHE KOJUYECTBA TOBapa YKa3aHHOMY B HAKJIQTHOM, OCTABHII
npenapar Ha IOJKe, T[J€ HaxoAsITCs Bce IMpenaparbl MO HWHAMBUAYaJIbHBIM 3aKa3aMm
noTpeduteneit. Ha cnenyromnuii 7eHs OH ObUT OTMIYIIEH NMAIMEHTY, 3aKa3aBIIeMy 3TOT IIpemnapar.
[TarueHT, HE MPOBEPUB IEIOCTHOCTH YITAKOBKU B alTEKe, B JOMAITHUX YCIOBHSIX OOHAPYKUI
OTCYTCTBHEC JIBYX q)HaKOHOB B YIIAKOBKE, a B JIBYX JAPYIruX — HCIOJHOC COJACPIKHUMOC, ITOTCKHU HA
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CTeHKax (hJIaKOHOB, PEIIMJI BEpPHYTH JICKApPCTBEHHBIN MpemapaT B anteky. B anTeke npoBuzop
OTKa3aJiCsl BO3BpallaTh ICHbIU 3a Mpernapar.

Bomnpocnr:

1. B xakoM JOKyMEHTE YUYHMTHIBAETCS JIB)KEHUE JIEKAPCTBEHHBIX MPENapaToB ¢ OrpaHUUYECHHBIM
CPOKOM T'OJIHOCTH B allT€YHOU OopraHuzanuu?

2. Kak nomxen xpanuts ganssbiid JIIT npoBusop B anteke?

3.Kak oH gomKkeH oTiycKarh npemnapar 6oiasHOMY?

4. Kak OH JI0JKEH MOCTYNUTD B 3TOM ciiydae?

CuryanuonHas 3ajxaya Ne 38

B amnreky aBTOTpaHCHOPTOM IIOCTABIIHMKA JIOCTABJICHBI B TPAHCHOPTHOW YIIaKOBKE
JIEKapCTBEHHBIM MperapaT KopBajios. l[lenmocTHOCTh ymakoBKM He HapymieHa. Komuccusi B
pe3yibTaTe MPUEeMKH OOHAPYKUIIA PACXOXKIICHUSI B KOJMYECTBE TOBApa U COCTABHIIA TPOTOKOJ
no ¢dakry ero Hemoctaud. Kpome Toro, Obul OOHAapy>KEH HEMOJHBIH KOMIUIEKT TOBApHO-
COHpOBOI[I/ITeJIBHLIX ,HOKYMGHTOB. TOBap 6]31.]'[ IIOMCIICH Ha XpaHCHI/Ie B MaTepI/IaJILHyIO KOMHaTy
Y TIOCTaBJICH Ha MPEIMETHO-KOJIMYECTBEHHBIN yUerT.
Bomnpocsr:
1. Kakoii Bua NpreMKH JI0JKEH ObITh OCYIIECTBIIEH B MOMEHT MOCTYILIEHUS TOBapa?
2. Kakue o0s13aTenbHbIe CONPOBOAUTEIbHBIC TOKYMEHTHI JOKHBI ObITh MTPH IMOCTaBKE TOBapa?
3. B kakux nokymenTax OyneT oTpaskeHa HelocTaya v (pakT MPUEeMKHU MOCTYMUBILIEro ToBapa?

Cutyaumnonnas 3agaqa Ne 39

Y oOGonbHoii (30 ser) jkeMYHOKaAMEHHas 00Jie3Hb BHE OOOCTpeHHs 0e3 MPUCTYIIOB
KETYHOKaMEeHHOH Oone3nu. [Ipu jedeHnn HEOOXOAMMO TpPHUEM PACTUTEIBHBIX MpEnapaToB.
HazoBuTe u3 [aHHOrO cCHHCKAa TaKhe pacTeHHUs, KOTOPbIe OJHOBPEMEHHO SBISIOTCS U
XOJIEpETUKAMH, M XOJCKUHETUKAMU U XOJIECIIa3MOJIMTUKAaMU :a) Oapbapuc M KaneHmyna, 0)
MOJIbIHb TOpbKass W TIOJBbIHb OOBIKHOBEHHAs, B) OJyBaHUMK M BaxTa, T) aup U Kairas,
OECCMEPTHUK U JACBSCHUIL.
CuryauuonHas 3agaqa Ne 40

bonbuast 50 ner crpagaer ronoBHBIMU 00JIsIMHU, ToAbeMbl A/l 1ociie HepBHON Harpy3KH.
[IpuHMMaeT ycCIOKaWBawIIKWE CPEeICTBA U HEOOXOAMMO J00aBUTh TPUEM PACTUTEIHHBIX
IpenapaToB JUISE perynsauuu AL
BribepuTte, kakoi pacTUTEIbHBIN MpenapaT OKa3bIBaeT JOBOJIHHO BHIPAKEHHBIN THIIOTECH3UBHBIN
b dexT mpu nmpueme BHYTPh: aHaHAC, aOPUKOC, apOHUSI YEPHOIUIONHAs, OaHAH WJIM CBEKJA U
000CHYHTE CBOI OTBET.
CuryanuonHas 3axaua Ne 41

bonbHolt 38mer, ¢ xp. OpOHXMUTOM, B aHaMHE3€ KOTOPOrO HMEeTcs ajieprus Ha
JOMalIHIo bk, [Ipu anneproanamHese, CKJIOHHOCTH K OpOHXOCHa3MaM 4acTO BKJIHOYArOT
coop, cocrosmmii U3 1) TpaBbl 3Bep00Os, MOJAOPOKHHMKA, IBKAIHUNTA; 2) KOPHS OJyBaHUYMKA,
KOpbl KPYIIMHBI, IJIOJ0B JKOCTepa, 3) TpaBbl dYepenbl, (UAIKH TPEXIBETHOW, pPOMAIIKH
anTeuHoi; 4) TpaBbl KpOBOXJEOKH, TOplia MEepPeuHOro, KpamwBbl, 5) LIBETOB JIHUIBI, JEBACUIIA,
TOJIOKHSHKH. Bb1OepuTe U3 mpeiokKeHHbIX cO0poB, cOOp, OTBEYAIOMINNA JaHHBIM TPEOOBaHUIM
1 00OCHYITE CBOM OTBET.
CuryanuonHasi 3agaga Ne 42

BonpHas 28 ner ¢ muarHo3oM OCTphIM OPOHXUT MPUHHUMAET OTXAPKHUBAIOIINE CPEICTBA.
[Tpu neyenun 3ab0seBaHUIl OPraHOB JbIXaHUSI O0COOOW OCTOPOKHOCTU U CTPOTOro BpauyeOHOIo
KOHTpOJIsI TpeOyeT Ha3HaueHue: |)poMaiiky anTedyHol, 2)THMbsSHa Moi3ydero (udadperna),
3)nogopoxkHUKa 00JbIIOro, 4)MOJBIHKE TOPHKOH, 5) OaryiapHHKa 0070THOTO0.BbhIOEpuTe M3
MPEJIOKEHHBIX BAPUAHTOB JICKAPCTBEHHOE PACTEHHE, KOTOPOE OTBEUYAET JaHHBIM TPEOOBAHUIM
1 000CHYITE CBOM OTBET.
CuryauuonHas 3agaqa Ne 43

[Tpu muMTenbHOM MpUeMe uucToTena y 00JIbHOM MOSBUINCH *KanoObl. Kaknue BO3MOMKHBI
OCIIO’)KHEHUS ¥ TOOO0YHBIE 2P HEKTHI UTUTETLHOTO MIPHUEMa YUCTOTENA BBl MOXKETE Ha3BaTh?
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CuryanuonHas 3axa4a Ne 44

bonpHas 35 ner kamyeTcss Ha 4acTele OO B TOpJje, cladoCTh, OOMIBHBIC MECSYHBIE,
MOCIIEIHEE BpEeMsl CTalla IOMPaBIATHCA. Kakoe CpeacTBO MOXXHO PEKOMEHIOBATH JAaHHOU
0O0JIbHOM U mouemy?

CuryanuonHas 3axa4a Ne 45

Hns monydenus 240 1 KUAKOTO SKCTpakTa OOsphIIHMKA 1:1 METOIOM penepKOJISIIUN
nporecc npoBoautcs 4 nukiaamu B Oarapee u3 4 muddyszopos. Ko = 2,0 cm3/r. Paccuurars
oOl11ee KOJIMYECTBO ChIpbsl U AKcTpareHTa. ChIpbsl U IKCTpareHTa Juid BBoJa B oAuH auddysop,
CBIPbS M KCTPAreHTa Ha OJIMH LHUKIL.

CuryanuonHas 3ajxaya Ne 46
[Tomyuyeno 485 r skcTpakTa peBeHs CyXoro ¢ coaepkanueM Biaru 9%. Kak nosectu
9KCTPAKT /10 HOPMbI?

CuryauuonHas 3agaua Ne 47

PaccunTarh KOIMYECTBO PACTUTEILHOTO CHIPHsI U OKCTpareHTa s nmorydeHus 400
I TYCTOT'O KCTPAKTa BaJIE€PUAHBI, €CIH ChIPbE COAEPKUT 26% IKCTPAKTUBHBIX BEUIECTB (METO
Oucmarepalun).

Cutyaumnonnas 3agaqa Ne 48
PaccuuTarh KONMMYECTBO TPaBhl a/10HKCA, OMOJIOTHYECKasi aKTUBHOCTh KOTOpoit 66 JIE/] B
11, nig nomyuenus 10 1UTpPOB aOHU3HIA.

CuryauuonHas 3agaga Ne 49
Ckopko KoenHa MOKHO BbLAETHTH U3 400 J1 BOIHOTO M3BIICUEHUS, conepkamero 8%
CyXHUX BeLIECTB?

Cutyanmnonnas 3agaqa Ne 50
[Tonydyeno 25 kr tanuHa. IIpousBecTu pacder 3arpy3ok, eciu cojaep)kaHue Iperapara B
mucThsax ckymnuu. 11,5%, a pacxoansiit ko3pduumenrt 1,18.

MMPUMEPHI 3AIAHUH B TECTOBOU ®OPME

Bona ounmeHHast Mo:KeT ObITH NOJIy4eHa JIIO0bIM U3 NepevncJeHHbIX MeTO/10B,
KPOME
BeiGepute oauH OTBET.

' a. a) gMeTUIUISIUK

" b. 6) nonnoro oOMeHa
" c. B) oOparHOTrO OCMOCa
© d. ) punsrpanun

~

€. II) JIEKTPOIuaTN3a

Kaius iionna 100aBJISAIOT IPU NPUTOTOBJIEHUH BOJHOI0 PACTBOPA O/ C LEIbI0:
Bri6epute oauH oTBeT.

" a.a) yMeHbIIEHUE Pa3APaXKaroIIEro AeHCTBHS
b. 6) ycunenue GpapMakoIOrHIeCKOTO IEHCTBUS
C. B) yBEJIMYEHHS pACTBOPUMOCTH

d. r) yBenuueHus CTaOMIIBHOCTH

YYD

€. 1) yBEJIMYEHNE CPOKA XPAHEHUS
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IIpu M3roToB/JIEHNH JKUIKHX JIEKAPCTBEHHBIX (P)OPM 10 00beMY 103UPYIOT

®® o O o @

JKMIKOCTh. BriOepute ouH OTBET.

. &) CHPOII CaXapHbIi

. 0) xsopodopm

. B) 3(Up MEIUITUHCKUAN
. T) aupHOE MaclIo

. l[) BCC ICPCUUCIICHHBIC JKUIKOCTHU

Yo 0003HaAYAET MACCO-00bEMHAsSI KOHIEHTPAI[US PACTBOPOB?
Br16epute ouH OTBET.

. @) kommuecTBo rpaMmMoB Bemecta B 100 r pacTBopa;
b.
C.
d.
€.

0) xonmmuecTBO MoJiel BemecTBa B 100 r pacTBOpa;
B) KOoJIM4ecTBO TpamMMoB BerecTBa B 100 M pacTBopa;
I') KoJm4ecTBO Ml Bemectsa B 100 M1 pacTBopa;

1) KOHIIEHTPAIIUs, BEIpaKeHHAS B %0.

I[J'Iﬂ yqéTa HU3MCHCHUSA Oﬁ'béMa, BO3HUKAKOWICIo NNPpU pacTBOPCHUA BeIllECTBA, Bam

cjielyeT HCIO0Jb30BAaTh MPU pacyeTrax KOIPPuuueHT

Bri6epute o1H OTBET.

¢

-

a.
b.
C.
d.

a) 0OpaTHBIN 3aMECTHTEIIbHBIN
0) BOJIOTIOTJIOIICHUS
B) yBeIWYEeHHs 00bEMa

I') pacXO/HbII

Jl1s M3roToBJIeHNs IVIa3HBIX Ma3eil HCIO0JIb3yeTCsl OCHOBA COCTABA:
Bribepure oauH OTBET.

a. Bazenun — manonun 1: 1
b.

C. TIIMIOECPHUHOBAA Ma3b

d.
e.

CILJIaB JJAHOJIMHA U Ba3eJIMHA B COOTHOIICHHMH 2:1

CIUIAB Ba3€JIMHA C JIAHOJIUHOM OE€3BOIHBIM B COOTHOLIEHUH 6:4

CIUIaB Ba3ejrHa ¢ JaHoiauHoM 9 : 1

Koanapros BBoASIT B Ma3u Ha rHAPO(POOHBIX OCHOBAX CIIOCO0OM:
BeiGepute oauH OTBET.

-
-
-
-
-

a.
b.
C.
d.
e.

pacTUPAOT C Ba3eIMHOBBIM MAaCIIOM
pacTHPAOT C YaCThIO PACIUIABICHHON OCHOBBI
pacTUPAIOT C MIULIEPUHOM

pacTuparoT ¢ MUHUMAJIbHBIM 00BEMOM BOJbI

pacTUPAIOT CO CIIUPTOM

Kakue KoHCepBaHTBI MOT'YT HCIIOJIB30BATHLCS 1JIsl IPEIOTBPALECHUS MHUKPOOHOM

KOHTAMHHAIIMU Ma3en?

Bri6epute oauH OTBeT.

-

{

-
e

a.
b.
C.
d.

3(UPBI METHIIEILTIONO03BI
MOJIMBUHUJIITUPPOIUI0H
COpOMHOBAsT KUCIIOTA

OeH30atT HaTpuUsd
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€. mapaOeHbI

Kakum cnoco6o0M M0:KHO NPeI0TBPATHTH pacciauBaHue JUHUMEHTA!

Hadrananckoit Hedptu - 25,0;
Kunkoctu bypora - 50,0;
Maciia 1oCOJIHEYHOT O - 50,0;
unaka okcuga - 10,0;
Tanbka -10,0?

Bri6epuTe ouH OTBET.

-
I

TN

a. 100aBJICHUEM a’pPOCHIIA;

b. mpurorosiieHuem B ropsiueM BU/IC;

C. nobaBieHueM 3myibratopa T-2;

d. yMeHbIIIEeHHEM KOJIMYEeCTBA KUAKOCTH BypoBsa;

€. IIPUT'OTOBJICHUEM IIPH IIOMOIIY MEXaHNYECKHX CPEIACTB IICPECMECIINBAHUAA.

TocynapcTBeHHOE peryJiMpoBaHue OTHOLIEHHIT, BOSHHKAIOIIUX B cepe odpaneHus

JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBJISIETCS IMMyTeM:
a)rOCy/1apCTBEHHON pPETUCTpaIiell IEKapCTBEHHBIX CPEJICTB;
0)co31aHleM KOHTPOJIUPYIOIIMX OPraHOB B PETHOHAX;
B)co3aHueM UH(POPMAIIMOHHBIX 0a3 10 3a0paKOBaHHBIM JIEKAPCTBEHHBIM  CPEJCTBAM;
T')cepTHU(PHUKAIUY JIEKAPCTBEHHBIX CPEJICTB;
n)coznaHueM GopMyIsIpHON CHCTEMBI.

I'ocynapcrBenHoii perucrpauun B P® noauexar:

a)TOJIBKO JIEKaPCTBEHHbIE CPEACTBA, BBOZUMBbIE H3-3a PyOexa;

6)TOJ'IBKO OPHUTMHAJIBHBIC TATCHTOBAHHBIC JICKAPCTBCHHBIC CPCICTBA,
B)JIEKapCTBEHHBIE CPE/ICTBA, U3TOTOBJICHHBIE B AIITEKE;

I')TOJILKO BOCTIPOU3BE/ICHHBIE (JKEHEPUKOBBIE) JIEKAPCTBEHHBIE CPEJICTBA;
T)BCE HOBBIE JIGKAPCTBEHHBIE CPEJICTBA.

Cepml JIEKAPCTBCHHOI'0 CpeaACTBAa — I3TO:

a) OIpeesIEHHOE KOJIMYECTBO OJJHOPOJHOIO TOTOBOIO MPOIYKTa, M3TOTOBJIEHHOTO 3a
OJIHY CMEHY;

0) ompeeseHHOE KOJIMYECTBO OJJHOPOJHOIO TOTOBOIO MPOIYKTa, M3TOTOBJICHHOTO 3a
OJIMH MPOU3BOACTBEHHBII [IUKII TP MOCTOSHHBIX YCIOBUSX;

B) OIpEeeIEHHOE KOJUYECTBO OJJHOPOJHOIO TOTOBOI'O MPOIYKTa, U3TOTOBJICHHOTO 3a
OJIHU CYTKU paOOTBhI;

I') OIpeJeleHHOE KOJIMYECTBO OJTHOPOJHOIO TOTOBOTO MPOAYKTA, M3TOTOBIEHHOIO U3
OJIHOM MapTuu cyOCTaHIINH;

,Z[) BCC KOJIMYECTBO JICKAPCTBCHHOI'O CPCACTBA, U3TOTOBJICHHOC JaHHBIM IPCANIPUATUCM.
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CpOK T'OAHOCTH JJE€KAPCTBCHHOI'0 CPEACTBA — 3TO.

a)IepuoJl BpEMEHH, B TEYEHUH KOTOPOT0 FrapaHTUPYETCSI COOTBETCTBUE KaueCTBa

FOTOBOI0 JIEKAPCTBEHHOI'O CPEICTBA TPEOOBAHUSIM HOPMATUBHOM TOKYMEHTAIUH;

0) nmepuoja BpeMEeHH, B TEUEHUH KOTOPOTO coxpansieTcs 95% KoJInyecTBEeHHOTro

COJIEpXKaHUs JEHCTBYIOIINX BEIIECTB;

B) Inepruoa BPEMCHH, B TCUCHUN KOTOPOT'O HE U3MCHACTCA BHCIITHHM BHU] JICKAPCTBCHHOI'O

CpeacCTBa,

T') IEpHOJ] BPEMEHH, B TEUEHUU KOTOPOro coxpansercs 99% KoaumuecTBEeHHOTO

coziepKaHus JEHCTBYIOIIUX BELIECTB.

J)IIEpUOJl BpEMEHH, B TEUEHHE KOTOPOT0 rapaHTUPYETCsl OTCYTCTBUE MOOOYHBIX

a¢dekToB.

DU3HKO-XUMHUIECKHE CBOMCTBA TAaOJETOK BKIIIOYAIOT: Q)
orpeeNieHHe PacaJaeMOCTH TabJIeTOK
0) ompeencHUe CpeIHEI MacChl U KOJICOaHHS B Macce
B) OIpeneeHne MPOYHOCTH TabIeTOK
T') OTpeieNICHHE THIIOB U pa3MepOB TabJIETOK
1) oTIpe/iesieHre IOPUCTOCTH TabIeTOK

Paccuuraiite HGOﬁXOI[I/IMOG KOJIUYIECTBO ChHIPbA U IKCTPAreHTa AJist nNoJay4eHUuss MJI

HACTOWKU BajlepuaHbl, ecJiM K03 puumneHT norjomeHus cbipbs 1,3

a) 20 rpamm u 126 mn
0) 25 rpamm u 100 M
B) 10 rpamm u 120 mn
r) 15 rpamMm u 126 M
1) 20 rpamm 1 120 mn

I'ycThle 3KCTPaKThI CTAHAAPTH3YIOT
a) 10 IEUCTBYIOIIMM BellleCTBaM
0) cyXxoMy OCTaTKy
B) 110 BJIAKHOCTH
T') IO MUKPOCKOITHYECKHAM XapaKTePUCTUKAM
1) 110 3amaxy

JInaument Haprananckoit Hepru ¢ pH Huke 7, cornacno tpedoBanusim I'® X,
OTIYCKATh HeJIb351, HO MOKHO HCIIPABHUTH 10 CTAHJAAPTHOI HOPMBI 100aBJICHHEM

a) 10% pacTBOpa HAaTpuUs THAPOKCUIA.

0) 5% pacTBOpa HATPUs THAPOKCHU]IA

B) 10% pacTBOpa KanblLus THIPOKCHIA

r) 10% pactBOpa HaTpus XJIopuIa

1) 10% pacTBOpa KUCIOTHI XJIOPOBOIOPOIHON

AKOMY BUY CTEPUIN3AIIUHA NTOAJECKUT 0 PaCTBOpP Me3aTOHA
Kakomy Buay 1% )

NpUMeHsieMblii B BH/e IJIa3HBIX Kameb
a) HUCHOJb30BaTh MeMOpaHHbIE  (QUIBTPHI ¢

(crepunusyromias GuiIbTpanus).

0) crepunusanus noj aasjienuem npu 120° C
B) XUMHUECKasi CTePUIIH3aIN

I') CTEpHIIN3AIUS TEKyUeM I1apoM
n)100aBI€HUEM KOHCEPBAHTOB

pa3mepom

mop 0,22—0,45
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buodapmanus kak Hayka uzy4daet OM0JIOTHYECKOe JeHCTBHE JeKAPCTBEHHbIX
NMpenapaTroB B 3aBUCHUMOCTH:

a) TOJIBKO OT TEXHOJIOTUH U3TOTOBJICHUS,

0) oT GUBUKO-XUMHUYECKUX CBOMCTB JICKAPCTBEHHBIX M BCTIOMOTaTEJIbHbIX

BEIIIECTB, JICKAPCTBEHHOUN ()OPMBI, TEXHOJIOTMH U3TOTOBJICHHUS,

B) OT TEXHOJIOTUYECKOT0 000PYOBAHMUS;

T') OT BO3JICHCTBUS (PaKTOPOB OKPYKAIOIIEH CpeIbl;

1) OT (PYHKIIMOHATBHBIX TPYIIII.

Kakue TexHosornueckune npueMbl Mo3BOJISIIOT N0JY4aTh HOBbIE JIeKAPCTBEHHbIE
(opMBbI N3BECTHBIX NPENAPATOB ¢ MEHbIIIEH 103UPOBKOIi, HO C COXPAHEHHEM
TAKOI0 JKe TepaneBTH4YecKOoro 3pdexra:

Bribepure ouH OTBET.

a. TpaHyJIMpPOBaHKE

b. MukpoHnu3aius cyocTaHIU
C. IPaXKKUPOBAHUE

d. Hanecenne 000IOUKHU

€. IIpOCCUBAHUEC

®apmaneBTHYeckne GaKkTOPbI, BJMALINE HA OHOTOTHYECKYIO 10CTYIHOCTh U
TepaneBTHYeCKYI0 AKTHBHOCTH JIEKAPCTBEHHBIX MPeNapaToB:
Bri6epute oauH OTBeT.

a. Xumuueckasi Mo (UKaIus JIEKapCTBEHHOTO BEIIECTBA
b. [Ipuposa 1 KOIMYECTBO BCIIOMOTaTEIbHBIX BEIICCTB

C. ®U3UKO-XMMHUYECKHE CBOMCTBA JICKAPCTBEHHBIX BELIECTB
d. ®apmarieBTHYECKAs TEXHOIOTUS

€. Bce nepeunciaeHHbIe OTBETHI IIPABUIIbHBI

Yro usyvaer Ouodapmanus Kak HayKa.
BeiGepute oauH OTBET.

a. EI/IOJ’[OFI/ILIGCKYIO JOCTYITHOCTD JICKAPCTBCHHBIX BCUICCTB U3 J'IeKapCTBCHHOfI
bopmbI
b. MexaHH3aIHI0 TEXHOJIOTHYECKUX MPOIIECCOB

C. KOHTpOJ’IB KaueCTBA Ha BCCX CTAAUAX U3TOTOBJICHUS JICKAPCTBCHHOTO ITPLCIiapara
d. Mexanusm JEHCTBUSA JICKApPCTBCHHBIX BCHICCTB B OPraHU3MEC

€. Bce oTBeTHI ITpaBUIIBLHBL

Oobs13aTesibHOE TPeOOBaHUE K JIEKAPCTBEHHBIM GopMaM I
HOBOPOXICHHBIX JeTel
Bri6epute oauH OTBeT.

C a. HATMYHE KOHCEPBAHTORB
C b. crepunbHOCTS

C C. U30THAPUYHOCTD

. d. HaJIMYKE KOPPUTEHTOB
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JleTckue 1ekapcTBeHHbIE CPeCTBA (/I HOBOPOKIEHHBIX U AeTeii 10 1 roaa
7KH3HHM) MOTYT COJIepP:KATh HeNaTOreHHble MUKPOOPraHu3Mbl ¥ rpudbI B 1 1 mon 1
MJI He OoJ1ee:

Bribepure ouH OTBET.

a. 50
b. 100
c.1

d. HanmM4YMe He AOIMyCKaeTCsI

MaxkcumajibHas Macca (1) pacoBKH MaceJi VIl HHIMBHIYAJIBHOI0 UCII0JIb30BAHUS
npu 00padoTKe KOKH HOBOPOKIECHHBIX /IeTel:
BeiGepute oauH oTBET.

a. 5,0

b. 10,0
c. 30,0
d. 50,0

Kak cienyer npuroroBUTh MUKCTYPY AJIS1 HOBOPOXK/IEHHOr0 pedeHKa npu
OTCYTCTBHMH B JINTepPaType H MPUKA3aX JAHHBIX 0 peKHMe ee CTePHIN3anun?
Bri6epute oauH OTBeT.

a. Crepunmsyror rpu 100 rpax. 30 muH.
b. T'OTOBSIT B aceNTHYECKUX YCIOBHUAX, UCIIONB3YS CTEPHIBHBINA PACTBOPHUTEIIb
C. Crepunusyrot npu 120 rpaa. 8 muH.

d. He roroBsT

KakoBbI cpOKH XpaHeHHUs OTIYIICHHBIX U3 alITEKH CTEPUJIBHBIX JTeKAPCTBEHHbBIX
¢op™m auis1 Aereii 1-ro roga ;KM3HU, NpeJHAZHAYEHHBIX /151 BHYTPEHHEro
NpUMeHeHus ?

Bri6epute ouH OTBET.

a. 2 CyTOK
b. 3 cyrok
c. 10 mHent

d. 1 mecsn

Yro Takoe repuarpus?
Bri6epute o1H OTBET.
a. Hayka 0 moXuibIx JIIOASX

b. Paznen MeauuuHbl, H3y4aronuii 0COOEHHOCTH OOJIE3HEN U UX JICUCHHS Y TIOXKHIIBIX
Jroaen

C. Paznien MeuunHb1, U3y4aroMIvil MPOLECChl CTapEeHUs
d. Pa3paboTka JIeKapCcTBEHHBIX CPEJICTB TS MOKUIIBIX OOJBHBIX

Yro Takoe mMoIUNparMasusi B repuaTpu4ecKoi NpaKkTuke?
Bribepute oauH OTBeT.

a. HaIM4Ke y 60JIbHOTO MHOYKECTBEHHBIX XPOHHUECKUX 3a00J1€BaHUM
b. Ha3HaYeHne OOTBHOMY 2-X JIEKapPCTBEHHBIX MIPENapaToB
C. IpUMEHEHHE OOJIbHBIM HECKOJIBKHX JIEKAPCTBEHHBIX MPENapaToB OJHOBPEMEHHO
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d. 3aboseBaHue OCIIE HEMPABHILHOTO IPUMECHEHHS JIEKapPCTB

IlepopanbHblii NpUeM KAKUX MPENapaToB He cjeayeT COBMeNaTh ¢ MOJIOYHOM
aaerom?
Bri6epute o1H OTBET.

a. IIPOM3BOIHBIX MOHOAMHHOOKCAIa3bI
b. npenaparos ene3a
C. aHTHJICTIPECCAHTOB
d. npenapaToB KaabIHsl
KakoBbI pannoHajbHbIe YCJI0BHS MEPOPAJbHOro MpueMa cepaedHbIx

IJINKO3UI0B?
BriGepute oquH OTBET.

a. oqHoBpemenHo ¢ npenaparamu K, Ca, Mg, (acnapkam, maHaHTUH);
b. 3anmBas mookoM;

c. ) 3a 30 munyT 110 eabl, npernaparsl K, Ca, Mg mociie empr;

d. B u3MeNIbYEHHOM BHJIE.

CorsnacHo 3axkoH0AaTeNbCTBY PD K 00palieHNIO JIeKAPCTBEHHBIX
CPeACTB HEOTHOCUTCH
A) pacnpoctpanenue JIC
b) pa3zpaboTtka, TOKIMHUYECKHE UCCIEOBAHMUS, KIMHUYECKUE UCCIICIOBAHNUS,
JKCIEepPTU3a, FOCYJaPCTBEHHAs PErUCTPaLlMsl, CTAaHIapTU3ALNS U KOHTPOJIb KauecTBa
B) npou3BoACTBO, N3rOTOBJIEHUE, XPAHEHHE
I') mepeBo3ka, BBO3 Ha Tepputopuio PD, BeiBo3 ¢ Tepputopuun PD, pexrama
I'ocynapcrBennas perucrpanus JIII, BeneHue rocy1apcTBeHHOro0 peecrpa
JICOTHOCHTCH K NMOJHOMOYHAM
A) Munsnpasa Poccun
b) Poc3apaBHangzopa
B) Pocniorpe6Haazopa
I') opranuzauumii-npoussoaureneit JII1
I'ocynapcrBennoii perucrpanun noaiexat see JIII, KPOME
A) JIT1, M3roToBIEHHBIX B anTeKax
b) Bocipou3BeneHHBIX JIEKapCTBEHHBIX MpEnapaToB
B) HOBBIX KOMOMHaIH1, 3aperucTpupoBaHHbIX panee JIIT
I') JIT1, 3aperucTpupoBaHHBIX paHEe, HO MPOU3BEICHHBIX B IPYTUX JIEKAPCTBEHHBIX
(dbopMax, B HOBOI T03UPOBKE

OPUINHNAJIBHBIM HICTOYHUKOM NHO®OPMAIIUUA O JIC, TPOINEJAIINUX
IT'OCYJAPCTBEHHYIO PETUCTPAIIMIO, ABJIAAETCA

A) I'ocynapctsennslii peectp JIC
b) peructp JIC Poccun
B) sunuxmnonenus JIC
I') T'ocynapcTBeHHas apmakonest
HEJbIO JOKJIWHUYECKHUX UCCJETOBAHUI JEKAPCTBEHHBIX CPE/ICTB
ABJIAETCA:
A) Uzyuenue 3¢ peKTUBHOCTH, OMOAOCTYITHOCTH U OMOYCBOSIEMOCTH JIEKapCTBEHHBIX
CPENCTB.
b) ITonydyenue Hay4yHBIMU METOJIAaMH OLIEHOK U JI0Ka3aTeNbCTB 3()(hEKTUBHOCTHU U
0€30MacHOCTH JIEKapPCTBEHHBIX CPE/CTB.
B) YcTaHOBUTB TEpeHOCHMOCTH TIpeTiapaTa v HaJMdre Y HEro TePareBTHIEeCKOTO

JIEUCTBUS.



I') Ilomyuenue Hay4HBIMU METOAAMM JOKA3aTENIbCTB KAUECTBA JIEKAPCTBEHHBIX CPEACTB.
JIEUCTBUE BEIIECTBA, CHIOCOBHOE BbI3bIBATh U3BMEHEHUS TEHETUYECKOI'O
AIIMTAPATA KIIETKHA U ITPUBOJAIIEE K U3SMEHEHWIO HACJIEACTBEHHBIX
CBOWCTB, HA3BIBAETCS:
A) KaHneporeHHOCTb
b) buotpanchopmarius
B) OMOpHOTOKCHYHOCTH
I') MyrarenHocTh

TOKCUYECKOE JEVICTBUE BEIECTBA, BBEJEHHOTO B OJTHOKPATHOM
JIO3E UJIA B MHOTOKPATHBIX JO3AX B TEUEHUE HE BOJIEE 24 YACOB, KOTOPOE
MOJKET BBIPAKATBCS B PACCTPOMCTBE ®U3HOJOI MYECKUX ®YHKIAMN WU
HAPYHWIEHUHU MOP®OJIOT'UU OPTAHOB 3KCITEPUMEHTAJIBHBIX ’)KUBOTHBIX, A
TAKXE I'NBEJIX ’)KUBOTHOI'O, HA3BIBAETCSI:
A) OcTpas TOKCHYHOCTb
b) O6miast TOKCUYHOCTD
B) CucremHuasi TOKCHYHOCTH
I') XpoHunueckast TOKCHUHOCTh

BE3OITACHOCTDB JIEKAPCTBEHHOT' O CPEJICTBA - 2JTO...
A) CooTBeTCTBHE JIEKaPCTBEHHOTO CPeACTBA TpeOOBaHUAM (hapMaKOTIEHHOWCTATHH JTHOO
B Cllyyae €€ OTCYTCTBUSI HOPMAaTUBHOMN JTOKyMEHTALUU WK HOPMAaTUBHOTO JTOKYMEHTA.
b) XapakrepucTtuka BIUsSHUS JIEKAPCTBEHHOTO IIpernapaTa Ha TEYEHUE,
IIPOAOIDKUTEIBHOCTD 3a00JI€BaHUS WIIM €r0 NpeloTBpallieHle, PeaOUINTALUIO, Ha
COXpaHEHHUE, PEJOTBPAIIECHNE WIH [IpepbIBaHIE OEPEMEHHOCTH.
B) XapakTepucTrka J1eKapCTBEHHOI'0 CPEJICTBA, OCHOBAHHAS HA CPAaBHUTEIBLHOM aHAIN3e
ero 3¢ (heKTUBHOCTH M PHCKA MPUYMHEHUS Bpea 3I0POBbBIO, & TAKKE CTCIICHH
MOJIOKUTEIBHOTO BIMSHUS 3TOr0 Mperapara ¢ UMEIOIMMCS aHAJIOTOM.
I') XapakTepucTuka cTeneHu NOJ0KUTEIBHOTO BIUSHUS JIEKAPCTBEHHOTO Ipenapara Ha
Te4eHHue, MPOAOKUTENFHOCTh 3a00JIeBaHUS UIIH €r0 NMPEeI0TBpalleHue, peadInTaltIo,
Ha COXpaHEeHue, NpeA0TBpallleHue WK IPpephIBaHNE OEPEMEHHOCTH.
PABPABOTUYNKOM JIEKAPCTBEHHOI'O CPEACTBA ABJSIETCSI:

A) Opranuzanusi, o0Jaaromnias mpaBaMu Ha pe3yIbTaThl JOKITMHUYECKUX UCCIEIOBAaHUN
JIEKapCTBEHHOI'O CPEJICTBA, KIMHUYECKUX UCCIIEI0BaHUH JIEKAPCTBEHHOTO MpernapaTta, a
TaK)XKe Ha TEXHOJIOTHIO IIPOM3BOCTBA JIEKAPCTBEHHOI'O CPEJICTBA.
b) Opranu3anus, KoTopas sSBJISI€TCS CIIOHCOPOM MTPOBEACHUS TOKIMHUYECKUX U
KJIIMHUYECKUX UCCIIEIOBaHUH JIEKapCTBEHHOI'O CPEICTBA.
B) Opranusanus, KoTopasi yd4acTByeT B IPOBEJCHUM JOKIMHUYECKUX MCCIEIOBAHUM
JIEKapCTBEHHOI'O CPEJICTBA.
I') Opranu3anus, o0nagaromas npaBamMH Ha pe3ysabTaThl JOKIMHUYECKHX HCCIIEJOBAHUMN

JIEKAPCTBEHHOI'O CPEJCTBA.

IEJIb TIPEJABAPUTEJIbHON OIIEHKU UMMYHOTOKCUYHOCTHU TP OJHOKPATHOM
BBEJIEHUHN ®APMAKOJIOTHYECKOI'O CPEACTBA:

A) Ormpenenenue 10361 GapMaKoJIOTHIECKOTO CPEJICTBA, KOTOPAs ABJSAETCS TOKCUIHOMN
JUISL SKCTIEPUMEHTAIIBHBIX )KMBOTHBIX.

b) Onenka crenenu v JUIMTEILHOCTH BO3MOKHOT'O ITOBPEKIEHUSI UMMYHHOM CUCTEMBI
IIpY BBEJICHUU IIperapara o cxeMe, MaKCUMaJIbHO MPUOIMKEHHON K KITMHUYECKOMY
IIPUMEHEHHUIO.

B) Onpenenenre BO3MOKHOTO UMMYHOTPOITHOTO MOTEHIMANIa (apMaKOJIOTHYECKOTO
CPEICTBA IPU BBEICHUH KUBOTHBIM B IIMPOKOM JHMAMA30HE J03.

I') Ouenka cTeneHn BO3MOKHOTO MOBPEXKACHHUSI IMMYHHOU CUCTEMBI TIPU BBEICHUU
mpernapara 1o cxeme, MaKCUMaJlbHO MPUOIMKEHHOM K KITMHUYECKOMY IPUMEHEHHIO.
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TECTHPOBAHHUE HA KAHIIEPOI'EHHOCTbD HE OBA3ATEJIBHO J1JIS1
JEKAPCTBEHHBIX CPEJICTB:

A) [1ns neuenus 3a00J1eBaHUM, IPEACTABISIONIMX HEMOCPEACTBEHHYIO YTPO3Y JUIsS
KU3HU.

b) Jlnsa nedenust 3710Ka4eCTBEHHBIX HOBOOOPa30BaHUM.

B) [IpumeHnsiemble OJHOKPATHO MJIM HEMOBTOPSIOIMIMMHUCS KPATKOCPOUHBIMHU KYPCAMH.
I') Bocipon3BoauMbIx 3apyOeKHBIX JIEKApCTBEHHBIX CPEJCTB, €CIIU B JINTEPATYpe
HUMEIOTCS JJOCTaTOYHO 0OOCHOBAHHBIE CBE/ICHUS HKCIIEPUMEHTAIBLHOTO U
PETPOCIEKTUBHOTO XapaKTepa, MOATBEPKIAI0IIIe OTCYTCTBUE KAHIIEPOT€HHBIX CBOMCTB
COOTBETCTBYIOILIETO aHAJIOTA.

IEJIb TPEJABAPUTEJBHON OIIEHKU HMMYHOTOKCAYHOCTH ITPH OJHOKPATHOM
BBEJEHUU ®APMAKOJIOTHYECKOI'O CPENCTBA:

A) Ompenenenue 10361 GapMaKOJIOTHIECKOTO CPENICTBA, KOTOPAs SABISETCS TOKCHYHON

JUISL SKCTIEPUMEHTAIIBHBIX )KUBOTHBIX.

b) Ouenka cTeneHu u JIMTETLHOCTH BO3MOKHOTO MOBPEKICHUS UMMYHHON CUCTEMBI

IIPHU BBEJICHUU TIpernapaTa 1o cxeMe, MaKCUMallbHO MPUOIMKEHHON K KITMHUYECKOMY

MIPUMEHEHHUIO.

B) Onpenenenre BO3MOKHOTO MMMYHOTPOITHOTO MOTEHITMANA (apMaKOJIOTHIECKOTO

CpelICTBa MPHU BBEICHUH KUBOTHBIM B IITUPOKOM JIMAIIA30HE J103.

I') Ouienka cTeneHr BO3MOXKHOTO OBPEKICHUSI MMMYHHON CUCTEMBI MPU BBEACHUHT

rperapara 1o cxeMe, MaKCHMaJIbHO MTPUOJIMKCHHON K KITMHUYECKOMY IPUMEHEHUIO.

KOHTPOJIb KAYECTBA JOKJIMHAYECKHUX I/ICCJIEI[OBAHI/Iﬁ OCYUECTBJISIET:

A) Komuccus no stuke

b) Hayunslii ieHTp SKCIepTU3bl CPEICTB MEAUIIMHCKOTO TpUMEeHeHnss MuH3apaBa

Poccun

B) Opranuzanus, o6nagaromias mpaBaMu Ha pe3yabTaThl JOKIMHUYECKUX U KIMHUYECKUX

HCCIIEIOBaHUM JIEKapCTBEHHOT'O CPEJICTBA.

I') Opranuzanus-pa3paboTUuK JEKapCTBEHHOTO CPEICTBA, KOTOpask IPOBOIUT

JOKJIIMHUYECKUE HCCIIE0BaHUS.
IMPABUJIA GLP HE BKJIFOYAIOT B CEBSI:

A) CrannapTHBIE METOAUKH SKCIIEPUMEHTAIBHBIX padoT

b) TpeboBanust k clOHCOPY MPOBEICHUS UCTIBITAHUM

B) TpeGoBaHus K MOMEIICHUSIM, B KOTOPBIX IMPOBOJISTCS HCIIBITAHUS U COJIEPIKATCS

KUBOTHBIE

') TpeboBaHMsI K KA4E€CTBY JKUBOTHBIX, K YCIIOBHSIM X COJCPKAHUS  KOPMIICHUS
6.3.47.Komiuiexkc Mep 1o odecrnedeHn0 3(PpPeKTUBHOCTH B 0€30I1ACHOCTH
(hapManieBTHYECKUX MPOAYKTOB, a TAK:Ke UX COOTBETCTBHS 0PUIINATBHBIM TPEOOBAHUIM
Mo MOKAa3aTe/siM Ka4ecTBa 3TO:

A. Cucrema obecriedeHus KauecTBa

b. Cucrema KOHTpOIIS KauecTBa

B. Cucrema MeHeKMEHTA KauecTBa

I'. Cucrema dapmakonaazopa

BoiGepuTe BHIBI TOCYIaPCTBEHHOT0 KOHTPOJIS MPH 00pAIeHUH JIEKAPCTBEHHBIX
CPEICTB:
A. Obecneuenue kauectBa JIC
b. Konrtpouns kauectBa JIC
B. JIunien3upoBanue GpapmMarieBTUIECKOMN e TeIbHOCTH
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I'. Beigaua paspenieHuii Ha BBIBO3 JIEKAPCTBEHHBIX CPEACTB ¢ TeppuTOopun PO
I'ocynapcTBeHHBIH KOHTPOJIbL NpH oO0pamennu JIC BKiIOYaeT KOHTPOJIb 3a:
A. IlarenroBanuem crioco0oB HazHaueHus JIC
b. Otnyckom JIC
B. IIpumenenunem JIC
I'. IIpousBoacteom JIC
Bri0epuTe 0CHOBHBIE HATIPABJIEHUSA KOHTPOJIbHO-Pa3pelIuTeIbHON CHCTEMbI:
A. Dxkcneprusa u peructpanus JIC
b. Crannapruzanus, ceprudukanus u merponorus JIC
B. Kontpoib kadectBa, a3 pexruBHOCTH M O6e30macHocTH JIC
I'. Bce oTBeTHI BEpHBI
I'ocynapcTBeHHOM perucTpanuy noajie:kar (Bpioepure 1 orBer):
A. JIII, npuoOpeTeHHble GU3NIECKUMU JIMIIAMH 32 TIpe/ieiaMu Tepputopun Poccuiickoii
®enepanny U NpeaHaA3HAYECHHBIE 1JIs1 TUYHOTO UCIIOJIb30BAHMS;
b. JII1, u3roToBIICHHBIE ANTEYHBIMU OPraHU3aLMUAMU, KOTOPBHIE UMEIOT JIMLICH3HUIO Ha
(bapmaleBTHUECKYIO AESITeNbHOCTD
B. OpurunanbHble J1eKapCTBEHHBIE ITpenapaThl
I'. Paznuuneie JIII nox oquHaKOBBIM TOPTOBBIM HAMMEHOBAHUEM.
OCHOBHOM 11€JIbI0 KOHTPOJILHO-Pa3peluTeIbLHo cucteMbl PD siBisieTcsiiA.
KoHTtposb kauecTBa JIeKapCTBEHHBIX CPEACTB
b. JIunensupoBanue hapmMarieBTHUECKOMN 1eATEIHHOCTH U TPOU3BO/ICTBA JIEKAPCTBEHHBIX
CpEnCTB
B. 3amuTa nmorpeduTeneii OT HeraTUBHBIX MOCIEICTBHIA IPUMEHEHHUS JIEKAPCTBEHHBIX
CPEICTB, CBSI3aHHBIX C HEJOCTATOUYHOM U3yYEHHOCTBIO Ha ATAIle Pa3peleHus 1
BHEJPEHHUS B MIPAKTUKY, BHITYCKOM U BBO30M B CTpaHy HEAOOPOKaYECTBEHHON
MPOAYKLIMH, HAPYIICHUSMH YCIOBUN XpPAHEHUS U pealn3alun
I'. ITpoBeneHue mpoBepok cyobeKTaMu 00pallleHus JIEKapCTBEHHBIX CPEJICTB MPaBUIT
71a00paTOPHON U KIIMHUYECKOM MPaKTHKH
KonTtpoabHo-pa3pemmrtenbHasi cuctemMa P@ Obli1a co31aHa HA OCHOBAHMH
NpuKasa:
A. Ne 61-®3 ot 12.04.2010 T.
B. Ne 149 ot 28.06.1993 .
B.Ne 323-®3 01 21.11.2011 r.
I'. Ne 2300-1 ot 07.02.1992 r.
OCHOBHBIMH pa3/ieIaMH PeruCTPALMOHHOIO 10Che SIBJISIIOTCS:
A. KauecTtBO
b. KonmnuecTBeHHOE OnpeeneHme
B. DddextuBHOCTH
I'. bezonacHoCTh
. Banunaius
E. Pe3rome nocee
IIpaBoBoii 0OCHOBOIi TpOBeleHUSs] KJIMHMYECKMX HCIBITAHUH JIEKApPCTBEHHOIO
npenapara sBJseTcs:
A. Tlpuka3 Ne 149 ot 28.06.1993 r.
b. Ilocranosnenue [IpaBurensctea PO N 1081 ot 22.12.2011 .
B. ®enepanbhsrii 3akoH PO Ne 61-D3 ot 12.04.2010 1.
I'. ®enepanbhebiii 3akoH N 184-D3 ot 27.12.2002 r.

BepHo qm yrBep:kaenue, 4yto corjiacio ®3 Ne 61 nposenenue s3xcneptusbl JIC B
paMKax rocyaiapcTBeHHOW perucrpanuv Bo3jio:keHOo Ha PI'BY «HayuHbiii meHTp
JIKCIEPTHU3bI CPEACTB MEIULUHCKOr0 NPUMEHECHUSD)
A. BepHno
b. Heeepno

Ha3zoBure Homep u aaty npunsatus Ilocranosiaenus Ilpasurenscrea P® "O0
yrBep:kaeHun IlosioxkeHus o TuneH3MpoBaHnu papmaneBTHYECKOI 1esITeIbHOCTH .
A. N 1081 ot 22 nexabpst 2011 r.
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b. N 686 ot 06.07.2012 1.

B.Ne 684 o1 03.09.2010 .

I'. Ne 486 ot 15.06.2009 r.

Ha3zoBute Homep u nary npunstus Ilocranosienns Ilpasureancrea P® "00
yrBep:kaeHun IloJiokeHHs 0 THIIEH3NPOBAHUH NIPOM3BO/ICTBA JIEKAPCTBEHHBIX
cpencTs'':

A.Ne 684 ot 03.09.2010 .

b. N 686 ot 06.07.2012 r.

B. N 1081 ot 22 nexabps 2011 r.

I'. Ne 486 ot 15.06.2009 r.

BepHO JIX YTBCPKACHUC, UTO OI[HOI>JI H3 3a/1a4 roCyAapCTBCHHOI'O KOHTPOJIA Ka4€CTBa

JIEKapCTBEHHBIX CPEJICTB SABIISETCS MPEMATCTBUE MOCTYIJICHUIO B 0OpalieHue
HeJT0OPOKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB

A. Bepno

b. Hesepno

®enepanbhblii 3akoH 0T 21 HosOps 2011 r. N 323-®3 na3biBaeTcs:

A. O6 yTBep)KIeHHH HHCTPYKLIUH 110 CAHUTAPHOMY PEXHMY allTeUHBIX OpraHU3aui

(amrTex)
b. O6 yrBepxkacanu [IpaBmit XpaHeHUS JIEKaPCTBCHHBIX CPEJICTB

B. O06 ocHoBax oxpanbl 3/10pOBbs Tpaxkaad B Poccuiickoit denepannu
I'. O 3amure mpaB notpeduTenen

YcranoBuTe COOTBETCTBHE (0TBET npeacraBbTe B popmate 1-b; 2-B u 1.1.):

1.

2.

ITpoBepka oOmieit Mmacchl Wik 00beMa JIEKapCTBEHHON (DOPMBI, KOJTMYECTBA M MACChl
OTJICIBHBIX J103 (HE MEHEE TPeX J03), BXOIINX B IAHHYIO JIEKAPCTBECHHYIO (hopmy
OrieHKa KayecTBa U3TOTOBJICHUS JICKAPCTBEHHOTO CPEICTBA 110 MTOKA3aTENSIM
"IlogmmanocTh", "McnbITaHNs Ha YUCTOTY U IOITYCTUMBIE Mpeebl Tpumecei”
(xauecTBeHHbIN aHanu3) U "KonnuectBeHHOE onpeaeneHue" (KOJIn4eCTBEHHbIN aHAIU3)

JIEKapPCTBEHHBIX BEILLECTB, BXOASIUX B €TI0 COCTAB
[TpoBepka nekapcTBEHHOM GOPMBI (B TOM YHCIIE TOMEOIIATUYECKON) TI0 TOKA3aTENSIM:
"Onucanue" (BHEIIHUN BU]I, 1IBET, 3aMaX ), OTHOPOJIHOCTH, OTCYTCTBHE BHIUMBIX
MEXaHUYECKUX BKIIOUEHHM

A. XuMHUYECKUN KOHTPOJIb

b. Opranonentuueckuii KOHTPOJIb

B. ®usnyeckuii KOHTPOIIb

I'. MukpoOuonorndeckuii KOHTPOJIb

YceranoBute cooTBeTcTBHE (0TBeT NpeacTaBbTe B opmarte 1-6; 2-B u T.1.):

1. JlexapcTBEHHOE CpPe/ICTBO, COMPOBOKAAEMOE JI0KHOM HH(OopMaIMel 0 ero cocTaBe u
(unu) mpousBOAUTENE

2. JlekapcTBEHHOE CPEACTBO, HE COOTBETCTBYIOIIEE TPeOOBaHUAM (papMaKoneHHOH
CTaThu JINOO B Cllyyae ee OTCYTCTBHsI TPEOOBAHUSAM HOPMAaTUBHON JOKYMEHTAIMU WIIN
HOPMAaTHUBHOT'O IOKyMEHTa

3. JlekapCTBEHHOE CPECTBO, HAXOJIIIEeCs: B 000pOTE ¢ HAPYIICHHEM TPAKIAHCKOTO
3aKOHOZATEIbCTBA

A. HenoOGpokadecTBEHHOE JIEKAPCTBEHHOE CPEICTBO

b. KonTtpadakTHoe jgekapcTBEHHOE CPECTBO

B. ®anbcudunrpoBaHHoe T€KapCTBEHHOE CPEJCTBO

BoioepuTe HazBanue ®DeqepajbHOr0 3aK0HA, PErJIaMEeHTHPYIOIIET0 CepTHHUKAIHUIO,

CTAHJAPTU3ALMIO U ICKJIAPUPOBAHUE COOTBETCTBHUSA NPOAYKIUH, B T.Y.
(papmaneBTHYECKOM:

A. O6 oOpallieHnu JeKapCTBEHHBIX CPEJCTB

b. O 3amute npaB norpeduTeneit

B. O TexHuueckoM peryanpoBaHUU

I". O6 ocHOBax oxpaHbl 310pOBbs rpaxaan B Poccuiickoit denepannn

Bri0epuTe 0CHOBHBIE 331a4¥ IOCYAAPCTBEHHOr0 KOHTpOoJs JIC:

A. TlpensTcTBUE MOCTYIJICHHUIO B 0OpaleHre HeaoopokayecTBeHHbIX JIC
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b. JInnien3upoBanue Npon3BOICTBA JICKAPCTBEHHBIX CPENICTB
B. BrisiBnenue u u3bATue u3 o0pamieHus HetoOpoKayeCTBEHHBIX U
(hanbCUPUIMPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB
I'. MoHuTOpuHT 6€30MaCHOCTH JIEKAPCTBEHHBIX CPE/ICTB
KoHTpoJib kauecTBa J1eKaAPCTBEHHBIX CPE/ICTB MPU IPAKIAHCKOM 000poTe
OCYLLeCTBJISACTCS:
A. B popme BEIOOPOYHOTO KOHTPOJIS
b. IIpu BbIsIBIEHUN HECOOTBETCTBUS JTUIICH3HOHHBIM TPEOOBAHUSAM U YCIOBUSAM YCIIOBHHA
IIPOU3BOJICTBA U KOHTPOJISl KAYECTBA, OCYIIECTBIECHUS ONITOBOW U PO3HUYHOM TOProBIIU
JIEKapCTBEHHBIMU CPEICTBAMHU, IIPABUJI U3TOTOBIICHUS U XPAHEHUS JIEKapPCTBEHHBIX
IpernapaToB
I'. B dopme skcnpecc ananu3za JIC Ha 6a3ze mepeaBUKHOM IKCIIPEce - JIA0OpaTOpUu
. Her mpaBHJIBHOTO OTBETA

BepHo Jin yrBep:kaeHHe, UTO AJI5l TAPAHTHH TepaneBTHYecKoro 3¢ gexra
AOCTATOYHO COOTBETCTBHS JIEKAPCTBEHHOI0 CPEJACTBA TPeOOBAHUAM
(papmaxoneiiHoi crarbu:
A. Bepno
b. Hesepno

COopHMK rocyapcTBeHHBIX CTAH/IAPTOB Ka4yeCcTBa JIEKAPCTBEHHBIX CPEACTB,
HMeIOIINii 3aKOHOAATeIbHBIN XapaKTep - 3TO:
A. Crannaptsl cepun 1SO
b. Crarnmapter GMP
B. Crannapter GPP
I'. TocynapcrBenHas apmaxores

Ha3zoBuTe oTiimuns cnenupuKanuu NpeanpusiTus oT papMakoneinHon cTaTbu:
A. AnbTepHaTUBHBIE METOIbl AHAIU30B U UCIIBITAHUH JJIs OTIpeieNieHUs (hapMaKOIeHHBIX
[apameTpoB
b. bonee y3kue q0MycKu ¥ TUMUTBI TIPH ONpeesieHnd hapMaKoNeHHbIX oKa3aTenen
B. JlononHUTENBbHBIC UCTIBITAHUS /IS ONpeeNieHHs He(hapMaKOTIEHHBIX XapaKTePUCTUK
(pusmueckue cBoiCTBa, TOMOIHUTENIBHBIE UCTIBITAHUS HA YUCTOTY U T.I1.)
I'. UckmtoueHne nim cokpalieHue 00beMa HEKOTOPBIX UCIIBITAHUN, IPETYCMOTPEHHBIX
(bapmakonelHoii cTaTbeit

Boi0epute ocHoBHBbIe npuHIUNBI GCP:
A. IlepBocTeneHHOE 3HaYeHNE NTPaB, 0€30aCHOCTHU M 0J1aromnoiay4usi cyobeKkTa
HCCIIEIOBaHMS U IPEBAIMPOBAHKE JAHHBIX MTOKa3aTelNeil HaJl HHTepecaMu HayKHu U
oOuiecTa
b. ITocTostHHOE COBEPIIEHCTBOBAHNE CUCTEMBI Ka4eCTBa
B. [IpoBeneHue O1eHKH COOTHOILIEHUSI IPOrHO3UPYEMOTO pUCKA U HEYJJOOCTB C
0’KU/1aeMOH T0JIb30M AJ1s CyOBEKTa UCCIIeJOBaHUS M 00LIecTBa 10 Hayasjla UCCIeJOBAHUS
I'. KoHdpuaeHManbHOCTh 3aMucei, HO3BOISIOIUX HASHTUPUIMPOBATH CYObEKTOB
HCCIIeIOBaHMs, COOJII0/IEHUE MPaBa Ha YaCTHYIO KU3Hb U 3alIUTY KOHPUACHIIMATIBHOCTH
B COOTBETCTBHH C HOPMATUBHBIMU TPEOOBAHMSIMU
J1. Peakuust Ha 5xa00bl U 3 PEKTUBHBIN OT3BIB IPOIYKIIMH

YcranoBuTe cooTBeTcTBHE (0TBET NpeacraBbTe B popmare 1-b; 2-B u 1.1.):
1. TlpaBuia, peraaMeHTUPYIOIINE CTAaHAAPTHI KaueCcTBa MEHEKMEHTA
2. IlpaBuna, permaMeHTHPYIONIHE CTAHIAPTH Ka4eCTBa MPOLYKIIUH
3. IIpaBuna, pernameHTHPYIOLINE CTAHJAPTHI KAUeCTBA IPOU3BOICTBA
4. TlpaBuna, perIaMeHTHPYIOIINE COBPEMEHHYIO KOHIENINIO (papMalleBTUYECKOM

CHCTEMBI KayecTBa

A. Crarmapts ISO
b. Crangapr ICH
B. Crangapt GLP
I'. Cranpapr GCP
J. Crangaptr GMP

YcranoBuTe COOTBETCTBHE (OTBET NMpeacraBbTe B popmate 1-b; 2-B u 1.1.):
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. IIpaBuna Hajyexanien KIMHUIECKON MPAKTUKHU
. IIpaBuna HajuiexKaen TPOU3BOJICTBEHHON TPAKTUKHU
. [IpaBuna Haayexariei 1abopaTopHOM MPAKTHKH
. [IpaBuia HaaIe)Kanero XpaHeHus! JIEKapCTBEHHBIX CPEJICTB
. [IpaBuina Hajexanieil pO3HUYHON TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU
. IIpaBuna HajuieKalen ONTOBOM TOPTOBIIU JIEKAPCTBEHHBIMU CPEJICTBAMU
Crannmapt GPP
. Cranpgapt GDP
. Crangapt GLP
. Crangapt GCP
. Crangaptr GMP
E. Crannapt GSP
OcHoBHbIMU npuHnunamMu GMP siBasiotest:
A. CucTteMHbIN MOAXO0/ K MEHEPKMEHTY
b. B3auMOBBITOIHBIE OTHOLIEHHUS C IOCTABLIIMKAMU
B. [locTostHHOE COBEPIIEHCTBOBAHNUE CUCTEMBI KAUECTBA
I'. Hagnexxamue nmomenieHus, 000pyA0BaHUE U MHKEHEPHBIE MPOIIECCHI
K 0CHOBHBIM NpUHIIUIIAM MEHEIKMEHTA Ka4ecTBa, (POPMHUPYIOIIUM CHCTEMHYIO
ocaoBy ISO 9001, oTHocsiTCS:
A. OpueHTaIus Ha MOTPEOUTEIS
b. JIunepcTtBo pykoBoaUTENEH
B.Bogiedenne pabOTHHKOB
I'. Bce oTBETHI BEpHBI
CoBpeMeHHasi KOHIenuus (papManeBTHYECKON CHCTEMbI KAa4eCTBAa 0TPAKeHA B:
A. Pykosoactse ICH Q8
b. PykoBoactee ICH Q9
B. Pykosoactse ICH Q10
I'. Her npaBuibHOTO BapraHTa OTBETA
CrannapTtHblii o0pa3elr - 3T0:
A. CnenmanbHo ohopMIeHHBINH 00pa3el] BelecTBa UM MaTepuaia ¢ METPOJIOTHIECKI
aTTECTOBAaHHBIMH 3HAYEHUSIMU HEKOTOPBIX CBOMCTB
b. KoHTpoJIbHBIN MaTepHall, HOJy4EHHBIA U3 OPraHa IPOBOISIIErO BHEIIHUN KOHTPOJIb
KauecTBa U3MEPEHUI
B. IIpo6a 6uomarepuana ¢ TOYHO OIMpeIeICHHBIMU MTapaMeTpaMu
I'. Bce oTBETHI BEpHBI
Baauaanusi MeToAUKH — 3TO:
A. Jloka3zatenbCTBO MPUTOJHOCTH METOAUKH 75t aHanu3a JIC
b. TlpoBepka cooTBETCTBHUS METOAUKHU TpeOoBaHusM ['D
B. IlpoBeaenue ananuza ¢ TpedyeMoil TOUHOCTHIO
I'. Onenka BOCIPOM3BOIUMOCTH Pe3yIbTaTOB aHAIN3a
. Onpenenennie cUCTEMaTHYECKOM MOTPEIIHOCTH METOJIUKHU
Baqmaanum noasiexar cjeaylouue TUNbI AHAJUTHYECKHX METOAUK:
A. Unentudukarus kommoHeHToB JIC
b. KonnuectBeHHOE onpenenenue npumecen B JI
B. KonnuecTBeHHOE onpeierieHue OCHOBHbIX KOMITOHEHTOB JIC
I'. Onpenenenne npenenbHOro conepxkanus npumeceit B JIC
J.Onpenenenue pacrBopumoctu JIC
BainaanuoHHbIMU XapaKTePUCTUKAMH METOAUKH SIBJISIIOTCSI:
A.TlpaBunbHOCTH
b. Cnenuduunocth
B. JIuneiHoCTh
I'. BpeMs BBIIOIHEHUSI METOIMKH
J. DKOHOMHUYHOCTH
Ykaxure 3koHOMUYecKHe QyHKIMHU, BHINOJHIEMbIE TOCY1apCTBOM, B YCJIOBHAX

1
2
3
4
5
6
A.
b
B
T
il
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PHIHOYHOI IKOHOMHKH /ISl PEryJIMPOBAHHUs JAesITeILHOCTH (papMaleBTHYECKHX
OpraHu3anuii, Kak WPUANYECKUX JIHIL:
A) pa3mep npuObUIN OpTaHU3AINH;
b) opranmnzannonHo-npaBoBast popmMa COOCTBEHHOCTH;
B) mopsiiok kpeauToBaHus OpraHu3aIiig;
I') ctpykxTypa opranusanuy;
J1) aHTUMOHOTIONIbHAS IEATEIILHOCTh OPTraHU3aIHH.
YkaxkuTe (PYHKIHH, BBINOJHAEMbIE TOCY1aPCTBOM, B YCJOBHUSIX PHIHOYHOI MOIEIH
yIpaBJICHUS DKOHOMHKOW  JIJII  peryiaupoBaHus  (hapMareBTHYCCKON
NesITeIbHOCTH:
A) mopsi1oK 11eH000pa30BaHuUs;
b) kauecTBO OTIMyCKaeMBbIX HACEICHHIO JICKAPCTBEHHBIX CPE/CTB;
B) mopsiiok kpeauToBaHus OpraHu3aIuii;
') kauecTBO OTIMYCKaeMO HACEIEHUIO MapadapMaleBTUIeCKOi MPOIyKIINH;
J1) aHTUMOHOTIONIBHAS ICATEILHOCTD TPEANIPHITUH.
YKaxuTe 0CHOBHbIE HHCTPYMEHTBI COBEPIIEHHOr0 X03CTBEHHOT0 MeXaHM3Ma
PHIHOYHOH IKOHOMHUKHM:
A) KOHKYpEHIIUS;
b) onpenenenue nmpeaensHOro pasmMepa NpuObLIH OpraHU3allny;
B) uena;
I') npenocraBieHne OpraHU3aluy PECYPCOB TSl XO3SMCTBEHHBIX OIEpalni;
J1) onpeneneHue MTATHOW YUCIEHHOCTH IIEPCOHANIA OPTaHU3al|H.
Ykaxure o0s3aTe/IbHbIE YCJIOBHSI TPYAOBOr0 [0r0BOpa, 3aKJIHYaeMOro ¢
NMPOBH30POM-TEXHOJIOTOM NPH NMpHeMe Ha padoTy:
A) pazmep npemuu;
b) ¢ynxyuonanbro-oonicnocmuvle 06s3aHHOCIU,
B) 3anumaemas oonxcnocmo,
I') cpok Oeticmeus dozcosopa,
/) yemanosnenue ucnblmamenbHo20 CpoKa.
YkaxuTe NPU3HAKH, B COOTBETCTBHH, ¢ KOTOPLIMH NMpeANpHUATHE NPHU3HAETCHA
YHUTAPHBIM NPEANPUSITHEM:
A) ne obradoaem npagom cob6CcmeenHoCmu;
b) siensiemces kommepueckotl opeanusayueti;
B) umywecmeo ne moosxcem 6vimo pazoeneno Ha 6xnaovl (nau, 00au);
I) umywecmeo ne modcem 6vimv pazoeneHo Ha 8KAA0bL (Nau, 00U), 8 MOM YUCTIe MeHCOY
padbomuuKamMu npeonpusimusL;
) cobcmeennocms HAXO0UMCs y He20 HA NPage XO3AUCHEEHHO20 BeOCHUsL.
JKOHOMHUYECKHH aHATU3 — ITO:
A) cucmema 3HaHUl, C6A3AHHAS C UCCAEO0BAHUEM XO3AUCNBEHHBIX ONePayull;
b) nayka, sviasnsrowas 3akoHoMepHOCIU U MEHOEHYUU XO3AUCMEEHHOU OesamelbHOCU
opeanusayull;
B) nayka, uzyuarowas mpyoosvie pecypcobl OpeaHu3ayull;
I') nayka, uzyuarowas ycnosus 0eamenbHOCmuU OpeaHU3AYULL;
) nayka, uzyuarowas uz0epiucKu 00paujeHus opeanu3ayuil.
KpeanTom HasbiBaercs:
A) ccyoa 6 OenedicHOU Uiy MOBAPHOU opme npu YCi08UAX 8038PAMHOCMU U OObIYHO C
VIIAmMOoll npoyeHma,
b) ccyoa 6 oeneoicroii popme npu ycnosusx 6ozepamuocmiu;
B) ccyoa 6 mosaphoil ghopme npu ycio8usix 6036pAmMHOCU,
I') ccyoa 6 denedicroti popme;
/) ccyoa 6 mosaproti ghopme.
Yro BKIIOYAET NOHATHE «PapMAKOIMHAMUKA»?
A. Bcacvleanue nexapcmeennbix seujecms
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b. Pacnpedenenue nexapcmeenuvix geujecms 8 Op2anusme U ux npespauietiis
B. Jlenonuposanue nexapcmeennvix geujecms
I'. DKckpeyus nekapcmeerHbIX cpeocme
BoicTpoe npuBbIKAHUE K JIEKAPCTBEHHOMY CPEICTBY:
A. Houocunkpasus
b. Cencubunuzayus
B. Kymynayus
I'. Taxugunaxcus
. Abcmunenyus
OcHOBHbIE IPUHIUIIBI TOMEONATHH:
a) To00HOE U3JICYMBACTCS MTOA00HBIM;
0) MPOTHUBOIOJIOKHOE U3JIEYNBACTCS TPOTUBOIOIOKHBIM;
B) HCIIBITAHHE HA JIIOJISAX B OOJBIIMX 033X JIO MOSBICHUS 00JIC3HCHHBIX CHMIITOMOB;
I') 3aKOH MaJIbIX J103.

JL1s M3roTOBJIEHHS TOMEONIATHYECKUX TPUTYPALMii MCI0JIB3YIOT:
a) pacTBOPHI BOJHBIE U BOJIHO-CIIMPTOBBIE ;

0) TBepAable MOPOIIKOOOpPA3HbIC BEIIECTBA;

B) PacTBOPBI MacCIIsSHBIE;

I') HAaCTOMKHU U 3CCEHLUU.

I'omeonaTuyeckue pa3BejeHus: MPUTOTABIUBAIOT, HCIOJIb3Y:
a) anTeyHbIe OIOPETKH;

0) (pyrakoHBI-KaMEIbHHIIBL;

B) BECHI AHAJIUTHYECKHUE;

I') CTaHJApTHBIN KaruieMep.

Berepunapus o0beaunsieT:
a) SMHU300TOJIOTHIO;
0) mapa3uTOJIOTHIO;
B) BETEpUHAPHO-CAaHUTAPHYIO SKCIIEPTU3Y;
I') HOPMaJIbHYIO M ATOJIOTMYECKYIO0 aHATOMUIO U (PU3HOIOTHIO KUBOTHBIX

J1si ucnipaBJieHUs1 BKYCa U 3aMaxa JIeKapCTBEHHBIX NMPeNnapaTosB /1Jisl BHYyTPEHHET 0
NMpUMeHEeHHs HCMOJIb3YIOT BelllecTBAa:

a) MPUSATHBIE IS )KUBOTHBIX;

0) coJIeHBIE BEIECTBA;

B) TOpPBKUE;

T) CIajKue.

XpaHeHue BeTePHHAPHBIX JIEKAPCTBEHHBIX CPEACTB:
a) CoxpaHsIOT B CHEMAIBHO OTBEICHHOM MECTE;

0) psAAOM C KOpMaMHu;

B) XPaHUTh UX B CYXOM, 3aIIUIICHHOM OT CBETa MECTE;
I') B XOPOUIO YKYIIOPEHHOH Tape

6.3.94 K nexapcTBeHHbIM (popMaM, IPUMEHsIEMBIM NMPENMYIIeCTBEHHO B BeTePHHAPHOIA

NMPaKTHKE, OTHOCSTCH:
a) OOJIOCHI;
0) TNPEeMUKCHI;
B) IPaHYyJIbl U KaIlIKH;
I') 3MYJIbCHH.

HAHOTEXHOJIOTH MOJIb3YIOTCSI

1) onTHYECKUM MHKPOCKOTIOM
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2) 30HI0BBIM MHKPOCKOTIOM
C noMoub0 HAHOOMOTEXHOJIOTHH MOKHO CO31aBATh JIEKAPCTBA

1) cnenmanbHO JUTS KQXK0Tr0 YeJI0BEKa, YYUThIBas 0COOCHHOCTH €ro OpraHu3ma
2) OJIHO JIGKapCTBO OT BCEX OOJIE3HEH ISt BCeX JIIOJICH
3) B 310Xy HAHOTEXHOJIOTHH JICKAPCTBA JIIOASIM OyIyT HE HY)KHBI

Mouiekyaa ¢pyuiepena C60 nmoxoxa
1) Ha pyTOONBHBIN MsTY
2) Ha CIHpaIb
3) Ha nepeBo

IIpeumyniecTBAMH reHHO-UHKEHEPHOT0 HHCYJIMHA SIBJISIOTCSA
a) BBICOKAsi aKTHBHOCTb
0) MeHbIIIas AJIEPTEHHOCTh
B) MEHbIIIasi TOKCUYHOCTh
r) OoJIbIlIast CTA0OMILHOCTD
6. 3.99. Bo3HuKHOBeHHE TeHOMHKH KAK HAYYHOH JTUCUHUIJIMHBI CTAJI0 BO3MOKHBIM
nocJie:
a) ycranoBienus ctpykrypsl JJHK;
0) co3/1aHNsT KOHIICTIIINY I'eHa;
B) mudpepeHITMPOBKH PETYIATOPHBIX U CTPYKTYPHBIX YIaCTKOB I'€HA;
I') TIOJTHOTO CEKBEHUPOBAHUS T€HOMA Y psifia OPraHU3MOB.
6.3.100. Hesbr0 uMMOOMIU3ALMH (PePMEHTOB B OHOTEXHOJIOTHYECKOM MPOU3BO/CTBE

SIBJIsSIETCS:
a) TIOBBIIICHHUE Y/ICIbHOW aKTHBHOCTH;
0) MOBBIIIICHUE CTAOUIILHOCTH;
B) pacIIupeHue cyOCTpaTHOTO CIIEKTpa;
') MHOTOKPAaTHOE HCIIOIb30BaHHE,
1) CHUKCHHE PETPOTYKTUBHON aKTHBHOCTH.

KPUTEPUU OLIEHKW C®OPMUPOBAHHOCTHU KOMIIETEHLIU B

PE3YJIbTATE OCBOEHUA ITIPOTPAMMBI U IIIKAJIA OHEHUBAHUA

Pe3y.]'ILTaTBI TOCYHAapCTBECHHOI'O 3K3aMCHA OHNPCACIAOTCA OLCHKAMH  «OTJIUYHO»,

«XOPOIIOY», «yIOBIECTBOPUTEIHHOY, «HEYJTOBICTBOPUTEIHbHOY». OIEHKUA «OTIMYHO», «XOPOIIO»,
«YZOBJIETBOPUTEIILHO» 03HAYarT YCHEIIHOE IIPOXOXKICHHE rOCyIapCTBEHHOTO
aTTECTAIMOHHOTO ucIbITaHusA. OOydJaronuiicsi, TMOJMYYUBIIMKA Ha ITarne TOCYAapCTBEHHOTO
DK3aMEHa OLICHKY «HEYIOBIETBOPUTEIBHO», K CIEIYIOLUIEMY 3TaIly TOCYIapCTBEHHOIO dTana He

AOITYCKaCTCs.

OueHoyHbIC IIpoBepsiembie
Kpurepun onenku Onenka
cpelcTBa KOMIIETEeHI[HI
Curyarmonnas | YK-1, OOyuarornuiics CBOOOIHO BIageeT Otnuuno (5)
3ajada VK-2, MAaTepHaoM, MPABUJIBLHO U B MTOJTHOM
YK-3, o0BbEME pelInil CUTYallMOHHYIO 3a7auy
I1K-1, (BBITIOJIHUT BCE 3a/1aHUs, PABUIHHO
I1K-2, OTBETHUJI HAa BCE ITOCTABJICHHBIC
TIK-3, BOIIPOCHI
[1K-4, OOyuJaronuiics J0CTaTOYHO Xoporo (4)
I1K-5, yOeIUTENbHO C HE3HAYNCTEIHHBIMU
[1K-6, OIIMOKaMU B TEOPETUYECKOM
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[1K-7,
[1K-8

HOATOTOBKE U TOCTaTOYHO
OCBOCHHBIMH YMEHSIMH TI0 CYILECTBY
HPaBHJIBHO OTBETHJI HA BCE BOIIPOCHI
WIH JONMYCTHII HeOOobIIHe
HOTPEUIHOCTH TIPH OTBETE

OO0yuaromuiicsi HeIOCTaTOYHO
YBEPEHHO, C CYIIECTBEHHBIMU
omuOKaMu B TEOPETUUECKOU
IIOJITOTOBKE U IIJIOXO OCBOCHHBLIMHU
YMEHUSMH OTBETUJI HA BOIIPOCHI
CUTYallHOHHOMW 3a7a4u; C
3aTPYAHCHUSIMH, HO BCE )K€ CMOXKET
IIPY HEOOXOIMMOCTH PEIINTH
MOA00HYIO CUTYAIIMOHHYIO 3a7a4y Ha
MPAKTUKE

VY noBneTBOpUTENH
Ho (3)

OO0yuaromuiics UMeeT OYeHb ciadboe
MIPEJICTABJICHHUE O TIPEAMETE U
JOITYCTHII CYIIIECTBEHHbBIC ONIHMOKH B
OTBETE Ha OOJIBITMHCTBO BOMPOCOB
CUTYaIlMOHHOH 3a/1a4i, HEBEPHO
OTBETHJI HA JIOTIOJTHUTEIIHLHBIC
3aJJaHHBIC MY BOIIPOCHI, HE MOXKET
CIIPABUTHCA C PEIICHUEM MOJ00HOM
3aJ]aud Ha PAKTUKE.

HeynosnerBopure
JBHO (2)

TectoBbIE
3aaHusd

YK-1,
YK-2,
YK-3,
[1K-1,
[K-2,
[1K-3,
[1K-4,
[1K-5,
[1K-6,
[1K-7,
I1K-8

OO0yuaromuiics OTBETUII PABUIBHO
Ha 85-100% ot Bcero o0bema 3agaHuil

Otiuuso (5)

OO0yuaromuiicss OTBETUII PABUIBHO
Ha 65-84% ot Bcero o0beMa 3amaHuil

Xopormio (4)

OO0yyaromuiicss OTBETHUJI IPABUIBHO
Ha 51-64% ot Bcero ooOnemMa 3amanuii

VY 10BIETBOPUTEIND
HO (3)

OO0yyaromuiics OTBETHII PAaBUIBHO
Ha MeHee 51% ot Bcero oobreMa
3aJIaHUN

HeynosnerBopure
7BHO (2)

3HAHUHN

oTpeaessieTCs

OLEHHWBAHMUME PE3YJIbTATOB YCTHBIX OITPOCOB.
YpoBeHb

OLICHKaMH

«ydoeﬂemsopum €J/IbHO), «rwydomem 6OpUMETIBHOY.

«OmJjiu4HO»,

axopoutor,

«Ot1nnaHOo» — OpAUHATOP IMOKAa3bIBACT ITOJHBIC U FHyGOKI/Ie 3HAaHUA MOPOrpaMMHOI0O

mMarcpuaia, JOrHYHO W aprymMCeHTHPOBAHHO OTBCYACT Ha MIOCTaBJICHHBIN BOIIPOC, a TaKXKE

JOIMMOJTHUTECIIBHBIC BOITPOCHI, ITOKA3bIBACT BBICOKHI YPOBEHBb TCOPETHICCKUX 3HAHWH.

«Xopomro»

OpaAWHATOP,ITIOKA3bIBACT

IyOOKHME  3HaHUS

MIPOrpPaMMHOTO

MaTepuana,rpaMOTHO €ro M3J1araeT, JOCTaTOYHO MOJHO OTBEYAET Ha IOCTABJIEHHBIM BOIPOC U
JIOTIONIHUTEIbHBIE BONPOCH.. B TOXXe BpemMs NpU OTBETE JOMYCKAET HECYIIECTBEHHBIE
MOTPEIIHOCTH.

«Y IOBIETBOPUTENIBHO»  —  OPJIUHATOP

mporpamMmmMHoromMarepurajia, rpaMOTHO €ro us3jgaract, AOCTATOYHO IIOJHO OTBEYACT Ha

IIOKa3bIBACT JOCTAaTOYHBIC 3HaHUA

MOCTaBJIEHHBIA BOIPOC, NMPU OTBETE HE JOMYCKaeT IpyObIX OMMOOK WU mpoTuBopeunid. s
MOJIyYEeHHUs IPAaBUIBHOTO OTBETA TPEOYIOTCS YTOUHSIOIIME BOIIPOCHI.
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((HeyZ[OBJIeTBOpI/ITCJIBHO» —OpAUHATOP IIOKa3bIBACT HEAOCTAaTOYHBIC 3HaAHUA
NPOrpaMMHOT0 Marepualia, He CIOCOOCH apryMEHTHPOBAaHO €ro H3JaraTh, JOIYCKaeT rpyObie
OH_II/I6KI/I B OTBCTC, HCIIPABUJIIBHO OTBCYACT Ha OCTaBJICHHBIN BOIIPOC HJIM 3aTPYAHACTCA C
OTBETOM.

7. YYEBHO-METOJAWYECKOE U UH®OPMAILIMOHHOE OBECITEYEHUE
TOCYJZAPCTBEHHOW UTOIOBOH ATTECTALIUU

PEKOMEHJZALIMH OBYYAIOIIUMCA 110 ITIOATOTOBKE K
IFOCYZAAPCTBEHHOMY 3K3AMEHY

MEPEYEHb PEKOMEH/JOBAHHOM JIMTEPATYPHI JI/I1 TOATOTOBKHU K

IrOCYAAPCTBEHHOMY 3K3AMEHY

Anekcanapos W.JI., Cy066otun B.M. CnpaBoYHMK 10 TEXHOJOTHH IPUTOTOBJIICHHUS
JIeKapCTBEHHBIX GOopM (U1t BeTepruHapHOTo Bpada u ¢pepmepa) / Cepus "Berepunapus u
skuBotHOBOocTBO". 2000, 192 c.

bepexxnas JILA., baunosa T.U., Jlenucenko O.H. CoBpemeHHBIE JeKapCTBEHHbIE (OPMBI C
peryaupyeMbIM BbICBOOOXKICHHEM U LIeJICHAIIPaBICHHON JOCTaBKOW. YueOHoe mocodue.
— [IM®U, ITaruropck, 2016, 57 c.

bepexxnasa JILA., I'yxxa H.H., baunosa T.M. CoBpeMeHHbIE acleKThl MITKHX JIEKAPCTBEHHBIX
dbopM. YuebHoe ocodue. — [IMDU, ITaturopck, 2015,103 c.

bepexnas JI.A., np. buorexnonorus. [IpumeHeHue OGMOIOTMUECKUX MPOIECCOB U METOJOB B
MPOU3BOJICTBE MEIUIIMHCKUX TpenapartoB. YueOHoe mocobue. — [lsaturopck,:.I1I'DA,-
2014. - 72 c.

bmunosa T.U., KoOpuibuenko H.B., Jenncenko O.H., ®emopoBa E.Il. CoBpemeHHBIE
TpeOOBaHUS K M3TOTOBJIICHUIO CTEPUJIBHBIX JIEKAPCTBEHHBIX ()OPM B YCIOBHAX amlTeK. -
Yuebnoe nmocobue.-IIM®U, ITsaturopck, 2016, 135 c.

beikoB B.A. ®@apmaneBruyeckas 6uoTexHoorus. YuebHnoe nocodue. — Boponex, BI'Y.
— 2009. - 432 c.

Butsss, [1.A. ®ymiepensl B MaTpuiiax pasnuunbix Bemiects / [1.A. Butsss, 3.M.1InuneBckuit
/I UmxenepHo-pusndeckuii sxyprai. — 2012. — T. 85, Ne 4. — C. 718- 724.

BospactHble nexapcTBeHHble (Gopmbl. Metoauueckue pekomennpanuu./ Iloxg pen. mpod.
O.H./lenucenko. Yuebnoe nocodue- [IM®U, ITaturopck, 2015, 85 c.

Boszpactuble nexapctBeHHble (Qopmbl. Metoauueckue pekomennpanuu./ Iloxg pen. mpod.
O.H./lenucenko. Yuebnoe nocobue- [IM®U, ITaturopck, 2015, 85 c.
l'aBpuno A. C. ®apmaneBTuyeckass TexXHOJIOTHUS. M3rotoBieHHe JeKapCTBEHHBIX
npenaparoB: yueOnuk / A. C. T'aBpuiioB. — M. : TDOTAP-Menua, 2010. — 624 c.

['omeonarnyeckue JgeKapCTBEHHbIE CpeACTBa: PyKOBOJICTBO MO OMUCAHHUIO U M3TOTOBJICHHUIO
/PenpunTHOE M31aHKE «PyKOBO/ACTBA MO M3TOTOBJICHUIO TOMEONATUYECKUX JIEKAPCTBY»
n-pa Bunbmapa IlIBaGe (1950r.) / Ilep. ¢ Hem. nox penakuueit B.W. Pribaka, Mockaa,
1967.- M.: Atnac, 1994. — 373c.

I'OCT P 52249-2009 « IlpaBuna mnpou3BOACTBA M KOHTPOJS KadecTBa JIEKAPCTBEHHBIX
CPEICTBY.
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['ocynapcrBennas gapmaxones PO XII uzganus. — M., 2007.

I'ocynapcrennas papmakones CCCP Xl uznanus. Beimyck 1 - M., 1987. - 333 c.

['ocynapcrennas gapmakones CCCP Xl uznanus. Beimyck 2 - M., 1990. - 397 c.

['ocynapcrennas gapmaxomnes CCCP X uznanus. - M., 1968

Henncenko O.H., baunosa T.U., Koosmbuenko H.B., Jlsmenko C.C. HanoTtexHosioruu B
Menuiuae. - M.: 1JI MBOU, 2012. — 200c.

Kpyrnskoa, A.A. OcoOeHHOCTH (apMaKOKMHETHKH JIMIIOCOMAIBHBIX IMpemnapatoB / A.A.
Kpyrnsakoa // PazpaboTka u perucrparus JiekapcTBeHHbIX cpeactB. — 2012, - No 1(1). —
C. 37-40.

JlunocomainbHbIe JIEKapCTBEHHBIE MpernapaTsl B oHKonoruu / FO.M. KpacHononwckuii [u 1p.] //
Poccuiickuii Ouorepanesruueckuii xypHai. —2013. — T.12, Ne 2. — C.48.

Haymenko B.1O., Anekcees T.A., ImutpueB A.C. Hanorexnomoruu B meaunune. - M.: WUJI
MDBH, 2012. — 200c.

OpexoB C.H.. ®apmaneBtuueckas 6uorexHojaorusi. PykoBoaCcTBO K NMPAaKTUYECKUM 3aHATHSM.
M..I'50TAP-Menuna — 2013, 384 c.

[IpakTuKyM 1O TEXHOJOIMH JIEKapCTBEHHbIX GopMm: Yueb.mocobue Uil CTYIEHTOB,
oOyuatomuxcs no cretl."®apmarus” / [Tox pea. U.W. Kpacuioka, I'.B.MuxaiinoBoit. - 3-
u3a.,nepepad.u gom. - M. : Axanemus, 2007. - 426c¢.

[Tpuka3 MuHn3zapaBa 00 yTBEp)KICHMM MNpaBWJI H3TOTOBJIEHUS U OTIYCKa JIEKAPCTBEHHBIX
[pernapaToB  JUisi ~ MEIULIUHCKOTO  IPUMEHEHUS  aNTeUYHbIMM  OpraHu3alusMH,
WH/IBUyaTbHBIMA IpeIIPUHUMATEISIMH, UMEIOLIIMUI JULCH3UIO Ha
(hapMaIreBTHYECKYIO ACSITEIHLHOCTD 26 OKTs0pst 2015 1. N 7511

[Tpukaz M3 P® ot 21 okts16ps 1997 r. N 308 «O06 yrBep>kaeHHH WHCTPYKIIMH TOU3TOTOBICHUIO
B aNTEKaxX >KUIKUX JEKapCTBEHHBIX (POPM.

[Tpukaz M3 P® ot 26 okts6ps 2015 r. N 7510 «O06 yTBep>KIEHUH TMPaBUJI U3TOTOBJICHUS U
OTIIyCKa JIEKAPCTBEHHBIX IIPENapaTtoB Uil MEIUIMHCKOIO IMPUMEHEHHs aNnTeYHbIMU
OpraHu3alMsAMM, WHIUBHUYaIbHBIMH HPEANPUHUMATENISMU, UMEIOIMMH JIMIIEH3UI0 Ha
(hapMaleBTUUECKYIO AESITETbHOCTD)

[TIpukaz M3 P® or 31 asrycta 2016 r. N 6470 «O0 yTBepKJACHHH MPaBWIJI HaJJIEKAIIEH
anTeyHOM NMPaKTUKU JEKapPCTBEHHBIX MPENapaToB Il MEAUIIMHCKOTO TPUMEHEHUS

[Mpuka3 MunsnpaBa P@ OO0 yTBep)KIACHWW MpPaBUJI XPAHEHUS JEKAPCTBEHHBIX CPEICTB 23
asrycra 2010 r. N 7061 (B pen. Ilpukaza Mun3zapascoupaszsutus PO ot 28.12.2010 N
1221n)

IIpuka3s Munzgpasa P® O KkoHTpone KadecTBa JIEKapCTBEHHBIX CPEJICTB,
n3rotoBisieMblx B antekax Ne 214 ot 16.07.97r.

[Tpuka3 MunznpaBa PO OO0 yTBepkIeHUM HHCTPYKIUH IO CAHUTAPHOMY pexXUMy
anTeuHblx opranuszanuii (antex) Ne 309 ot 21.10.97 ¢

IIpuka3z MuH3apaBmennpoma P® OO0 wucnonb3oBaHMM METOJa TOMEONATHU B
npakTudeckoM 3apaBooxpanenuu Ne 335 ot 29.11.95r.

IIpuka3z Munzapasmennpoma PO O pa3BuTHH roMeonaTUYecKOro METO/JAa B MEIULIMHCKOU
NPAaKTUKE U YJIYUYIIEHUH OpraHu3alMy oOecledeHHs HaceJeHHUsS TOMeoNnaTHYeCKUMHU
nexapcTBeHHbIMH cpeacTBamu Ne 115 ot 01.07.91r.

Caspikne FHO.O. buorexHonorus : yuyebHOe mocoOue Jisi CTYyIEHTOB, 00ydalomuXCcs MO CIIell.
"®apmarmua” / HO. O. Cassikun, C. H. Opexos, U. N. Yakanesa ; mox pen. A. B.
Karmunackoro. - 3-e u3., crep. - Mocksa : Akagemus, 2008. - 256 c.
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CamnueB, A.M. CoBpeMeHHBIE IOCTHXKEHHS B pa3padOTKe M NPUMEHEHWH HHHOBAIMOHHBIX
nekapcTBeHHBIX cpeacts / A.M. Cammues [u ap.] // Hossie TexHomorum. — 2012, - Ne 2, —
C.247-254.

Coxkomnos B./I., Auapeesa H.JI., 'opmikos I'.W., np. Berepunapnas papmanms. 2000, 563 ¢

CnpaBounuk Bwupane Berepunap. JlekapcTBeHHBbIE CpeICTBAa BETEPUHAPHOTO HA3HAYEHHUS B
Poccun: Cnpaounuk. M.: Actpa®apmCepsuc 2003/2004 - c. 21

Cy66otun B.M. CoBpemenHbIe IeKapcTBEHHBIE cpeacTa B BerepuHapun. 2001 591 c.

@®apmarnieBTuyeckas pa3paboTKa: KOHILEMIHS M IpaKTHUeCKue pekomeHaauuu. HaydHo-
MPaKTUYECKOe PYKOBOJCTBO s (apmaneBTuueckoil orpaciu / Ilox pea. beikoBckoro
C.H., Bacunenko U.A., lemunoit H.b u np. — M. U3n-Bo «Ilepo», 2015 — 472 c.: wi. 2.

®dapmarnieBTuyecKkasi TeXHOJOTHs. M3roToBieHHe J€KapCTBEHHBIX IMpernaparoB. Y4eOHUK /
I'aBpunos A.C. - M. : I'DOTAP - Menua, 2016. — 760c.

dapMareBTHYCCKasi TEXHOJIOTHsI. TeXHOJIOTHS JIGKAPCTBEHHBIX (OpM: YIEOHUK ISl CTYICHTOB
yupexka. BIIO, obywarom. mo cmen. 060301.65 "®apmauus" 1o  awuci.
"®apmarnieBT.TeXHONOTUSA" (Kypc - TexHojorusi JekapctB. ¢opm) / moxy pen. W
. Kpachroka, I'. B. Muxaiinosoii. - M. : I'DOTAP-Menua, 2013. - 648 c.

®dapmMmalieBTHYeCKasi TEXHOJOTHUS: PYKOBOJICTBO K J1a0. 3aHATUSAM :y4e0.mocodue uist CTyJeHTOB
yupexa. BIIO, o6yuatomr. mo croer. 060108.65 "®apmanus" / aBT. kou. : B. A.bbikoB [u
ap.]. - M. : I90TAP-Menua, 2010. - 301 c.

®dapManieBTHYCCKasi TEXHOJOTHS: TEXHOJIOTUS JieKapcTBeHHBIX ¢opMm. / [lom pem. W.U.
Kpacuroka, I'.B. Muxaiinosoii. - M:-I'DOTAP-Menna, 2015. — 656 c.

dapmanuu: YdaebHoe mocodue. — [IMOU, [Taruropck, 2016, 87 c.

®enoposa E.IL., biunosa T.U., bepexnas JI.A. ['na3ubie nekapcTBeHHbIe (OpMBL. YdyeOHOE
nocobue. — [IM®U, ITaturopck, 2015, 128 ¢

®enoposa E.II., biunosa T.M., XKuraps b.H. BbuodapmarieBTnueckue M TEXHOJOTHUECKUE
aCTIeKThI PAIMOHATIBHOTO BHIOOpPAa W TPUMEHEHHS COBPEMEHHBIX JICKAPCTBEHHBIX
npemnaparo. YuebHoe mocooue.- [Iat @A, ITsturopcek, 2016, 66¢.

Xpecromatus hapmanieBTruaeckoro kauectsa / [lonnpyxxuukos FO.B. u np; mox o6mr. pen. A.A.
HNmmvyxamerosa. — M.: OOO «I'PYIIITIA PEMEAMYM», 2015 — 432 c.: un

UyemoB B.U. IlpombinuieHHas TexHonorusi jekapctB: YueOHuk. Tom 1. - X.: MTK-
Kuura; U3gatensctBo HOAY, 2002. - 560 c.

UyemosB B.U. IlpombiniuieHHas TexHONMOTUs JekapcTB: YueOHuk. Tom 2. - X.: MTK-
Kuwura; M3garensctBo HOAY, 2002. - 716 c.

Pecypcbl nHPpOpPMALLMOHHO-TE/IEKOMMYHUKALMOHHOU CETH
«MHTEpHET»
INocynapctBennas dapmakornes PO, 13-oe uznanue. B 3 1. M.: M3P®, 2015. - Pexum
nocryma: http://www.femb.ru/feml
I'ocynapcrBennas dapmakones PO, 14-oe nznanue. B 4 T. - Pexxum
nocryma: http://www.femb.ru/femb/pharmacopea.php
lNocynapcrsennas papmakones PO, 15-oe usnanue. - Pexxum nocrymna:
https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15

®dapmarieBTHYeCKasi TEXHOJIOTHA. TeXHOIOTHs JTeKapCTBEHHBIX (HopM [ DIEKTPOHHBIH
pecypc] : yaebnuk http://www.studmedlib.ru/book/ISBN9785970435274.html

Hosoctu GMP. [OnextponHslii pecypce]. - Pexxum nocryna:
http://gmpnews.ru/terminologiya/gmp/

dapmaneBTHUYECKass OMOTEXHOJIOTH: PYK. K IPAKT. 3aHATUAM [ DJNEeKTPOHHBIN pecypc] -
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®dapmarieBTU4YeCKasi TEXHOJIOTHS. VI3rOTOBICHHE IEKaPCTBEHHBIX MPENapaToB
[DnexTponnsiit pecype] http://www.studmedlib.ru/book/ISBN9785970436905.html
buosruka: yuebnuk / ITox pen. I1.B. Jlonatuna. - 4-e usn., nmepepad. u gom. -
M..I'DOTAPMenaua, 2011.
http://www.studmedlib.ru/book/ISBN9785970417690.html

Knunnueckas papmakonorus [DnekrporHsiit pecype] / mox pexa. B. I'. Kykeca, /1. A.
CrrueBa - M.: I'DOTAP-Menua, 2015. -
http://www.studmedlib.ru/book/ISBN9785970431351.html
Knuanueckast apmakonorus u (apmakoTepanusi [DIeKTpOHHBIA pecypc|: y4eOHHK /
ITox pen. B.I'. Kykeca, A.K. Crapony0ruesa. - 3-¢ u3a., nom. u nepepad. - M.: TDOTAP-
Menwua, 2012. - http://www.studmedlib.ru/book/ISBN9785970418390.html

CnpaBounas [IpaBoBas cucrema Koncynpsrant [lntoc

OBC «Koncynbsrant cryaenta - http://www.studmedlib.ru

MunuctepcTBo 3apaBooxpanenus Poccuiickoit denepanun http://www.rosminzdrav.ru

["ocymapcTBEeHHBII peecTp JieKapcTBEHHBIX cpencTB Poccutickoii denepariyu
http://grls.rosminzdrav.ru/grls.aspx

Hayunast snextponnas 6ubimoreka «KubepJlenunkay http://cyberleninka.ru/

Hayunast snextponnast oubimoreka «Elibrary.rux» http://elibrary.ru

DHIMKIIONE/INS JIEKAPCTB M TOBAPOB aNTeyHOro accoprumenta http://www.rlsnet.ru

. Hayuno-nipoun3sBocTBeHHbIH KypHan «Pa3paboTka u peructpanus JeKapCTBEHHBIX
cpeactsy http://pharmjournal.ru

Nudopmanmonnsiii kanain / xypHai «DapmaneBTHuecKas 0Tpaciiby (B T.4. pyOpUKH
«O6opynoBanuey, «TexHonorumny», «Dapmpazpadorkay) http://promoboz

8. MATEPHUAJIbHO-TEXHHUYECKOE OBECIIEYEHHUE
r'OCYJIAPCTBEHHON UTOT'OBOM ATTECTAILIUU

HpI/I MMPOBEACHNU FOCYﬂapCTBeHHOﬁ HUTOrOBOM aTTECTaIlUHU HCIOJIB3YIOTCA CIICAYIOIINC
KOMITIOHCHTbBI MaTepHaHLHO-TeXHquCKOﬁ 0a3bl:

— AyaurtopHsbiit GoH]
— MarepuanbHo-TeXHUYECKUH (POHT
— bubnuoteunsiit poug
AynutopHblii  QoHJ mpeanmaraer OOyCTPOEHHbBIE ayAUTOPUM IS IPOBEINCHUS
rOCyIapCTBEHHOr0 3K3aMeHa. OHM OCHAIIEHBl CTOJAMH, CTYJbSIMH, JOCKaMHM, TEXHUYECKUM
o0opyoBaHUEM.
Jig mpoBeneHMs TOCyAapCTBEHHOW HMTOIOBOM aTTECTallMM Ha JTane TeCTUPOBAaHUS
UCIIOJIb3YETCSI KOMITbIOTEPHBIH KJlacc.
bubnuoreunsiii GOHJI YKOMIUIEKTOBAH MEYAaTHBIMU W/MIU 3JIEKTPOHHBIMH H3AaHUSIMHU
OCHOBHOI U JIOTIOJTHUTENBHON yueOHOU JTUTEPaTypBhl.
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9. OCOBEHHOCTH OPTAHHM3AILIMU I'OCYIAPCTBEHHON UTOI'OBOM
ATTECTALIUU C IPUMEHEHUEM 3JIEKTPOHHOI'O OBYYEHHUA U
JUCTAHIIMOHHBIX OBPA30BATEJ/IBHBIX TEXHOJIOTUHA

B coorBerctBun ¢ IlonoxeHuem o MoOpsaKe MPUMEHEHHUS SJIEKTPOHHOTO OOy4YeHUs U
JUCTAHIIMOHHBIX 00pa30BaTEIBHBIX TeXHOJNOTHN B [IATUTOpCKOM MeauKo-(hapMaleBTHYECKOM
UHCTUTYTe — (unuane QenepalbHOTO TOCYJAPCTBEHHOTO OIOKETHOTO 00pa3oBaTeNbHOTO
YUpEXKACHUSI BBICHIETO oOpazoBaHus «Bodrorpaackuii rocynapcTBEHHBIH —METUIIMHCKUN
yHUBeEpcUTET» MuHucTepcTBa 31paBooxpaHeHust Poccuiickoit denepanuu, yTBEpKICHHOM
VYuensim coBetom 30.08.2019, a Takxe B COOTBETCTBUM C U3MEHEHUsIMU B cT.108 denepanbHOrO
3akoHa «O0 oOpaszoBanmm B Poccuiickoit ®enepanuu» Npu yrpo3e BO3ZHHUKHOBEHUS H(HIIN)
OT/IENIbHBIX YPE3BbIUAWHBIX CHUTYyallMi, BBEICHUM PEKMMA TOBBIIICHHON TOTOBHOCTH WJIU
Ype3BbIYAITHOM CUTyallud pealu3aluus TOCYyJAapCTBEHHOW MTOTOBOM aTTECTalUd, MOXKET
OCYIIECTBIISAITECS € TIPUMEHEHHWEM  JJICKTPOHHOrO  OOy4YeHHS W JUCTAHIIMOHHBIX
00pa3oBaTeNbHbIX TEXHOJOTUH W/WIIM 3JIEKTPOHHOTO OOydeHHUs B MOPSIKE, yCTAaHOBJIEHHOM
denepabHBIMA OpraHaMH MCIIOJHUTENBHOM BJIACTH, pacnopsautenbHbiMu aktamu OI'BOY
BonrI' MY Munszapasa Poccun, [IMOU — pununana ®I'BOY BO Boarl'MY Munsapasa Poccun.

PersiameHT opraHusauuu u nposegeHus 'ocygapcTBeHHOM UTOTOBOM
aTrecrauuu c npumMmeHenuemMm 30 u 10T

IIpu yrpo3e BO3HHMKHOBEHMsS M (MJM) BO3HUKHOBEHMS OTAEIbHBIX YpPE3BbIYANHBIX
CUTyallui, BBEJCHUE PEKUMA ITOBBIIIECHHOW I'OTOBHOCTH WJIM YPE3BbIYAHOM CUTYallMM HA BCEU
tepputopun Poccuiickoit ®enepanuu aub0 Ha ee 4acTd, MPOBEJIEHHE TOCyIapCTBEHHOMN
UTOTOBOW  aTTECTAallMM,  3aBEpIUAIOLIE  OCBOEGHHME  OCHOBHBIX  MPO(PECCHOHANbHBIX
00pa30oBaTeNbHBIX MPOrpaMM, OCYIIECTBISIETCS C NPUMEHEHUEM 3JIEKTPOHHOIO 00ydeHus,
TVCTaHIIMOHHBIX ~ 00pa30BATENbHBIX TEXHOJIOTHH BHE 3aBUCHMOCTH OT OTpPaHHYCHHH,
IPEIYCMOTPEHHBIX B (peiepabHbIX TOCYAaPCTBEHHBIX 00pa30BaTeIbHbIX CTaHapTaX.

OcyiiecTBieHHe  TOCYJapCTBEHHONM  WTOTOBOM  aTTecTalud €  NPUMEHEHUEM
JUCTAHIIMOHHBIX 00pa30BaTENbHBIX TEXHOJOIMHA JOMYCKAaeTCsl B CBA3M C YCTaHOBJIEHUEM
ocoboro pexuma paborsl [IMOU, npensrcTBYOMIEr0 OCYIIECTBIECHUIO HENOCPEICTBEHHOIO
B3aUMOJICHCTBUS O0YyYaromuUXcs M YICHOB IOCYIapCTBEHHOW 3K3aMEHAllMOHHOW KOMHCCHM B
OJHOU ayJIUTOPHUH.

I'ocynapcrBennass uroroas arrectauus B IIM®OUW npoBoauTcs B COOTBETCTBUH C
[Tonoxennsamu [IM®U o npoBeleHNH TOCYIapCTBEHHONW UTONOBOM aTTECTAllUU C IPUMEHEHUEM
JMCTAHIIMOHHBIX 00pa30BaTENbHBIX TEXHOJOIMH MO 00pa3oBaTeNbHBIM MPOrpaMMaM BBICIIETO
oOpazoBanusi  (OakanaBpuar, CHELMATUTET, OpAUHATYpa,  aCHUPAHTypa), CPEIAHEro
npodeccuonaabHoro oopazoBanus (CI1IO) BbITYCKHUKOB B YCJIOBUSX NMPOBEACHUS MEPOIPUATHHA
0 MPEAYNPEeXACHUIO PpPacCHpOCTPaHEHUS HOBOW KOPOHAaBUPYCHOM MH(EKIMUB CpPOKH,
IPEIYCMOTPEHHBIE YTBEP)KICHHBIMM Y4E€OHBIMM IUITAHAMH U KaJeHAAPHBIMH  y4eOHBIMHU
rpadukamu B COOTBETCTBUHU ¢ iporpammoit [ A,

I'MA ¢ npumenenneM JIOT  ocymiecTBisieTcs  MOCPEACTBOM — TEXHOJOTHH,
o0ecreunBarOMIUX HJIEHTU(PUKALMIO JUYHOCTH AaTTECTyeMOTo, OOBEKTHBHOCTh OLEHHBAHUS,
COXPaHHOCTh pE3yJAbTaTOB M BO3MOXKHOCTh KOMIIBIOTEpPHOW 00paboTKM HHPOpMaLUU
pe3yNbTaTOB aTTeCTalldd Ha OCHOBE COBMECTHOTO NPUMEHEHHS MPOTPaMMHBIX CpPEICTB
OpraHu3aluyi BUJICOKOH(EPEHIMH Zoom.us 1 JIeKTPOHHOW MH(POPMALMOHHO-00pa30oBaTeIbHOM
cpeapl [IMOU  (manee — DOUOC I[IM®U), nocrynHoit B ceru HWMHTepHeT mo aapecy
https://do.pmedpharm.ru.

KomneloTepHoe TecTupoBaHHe, MPOBOAUTCS MOCPEICTBOM JIOCTYINa Ha Y4eOHBII mopTan
no azapecy https://do.pmedpharm.ru Ha OCHOBE y4YeTHBIX MAaHHBIX HK3aMeHyemoro. Kaxmbrit
9K3aMEHYEMBbIi BBIMOJIHAET OAMH U3 MPENJIOKEHHBIX BapHUAHTOB KOMIIBIOTEPHOI'O TecTa, Habop
CJIlyyaliHBIX 33/1aHUI ¢ BBIOOPOM OJHOTO MJIM HECKOJBKUX BEPHBIX PEIICHUN U3 MPEATI0KEHHOTO
cnucka. TecT BKJIIOYaeT 33JaHUs MO AUCHUUIUIMHAM IporpamMmel ¢ yuetoM Tpedyembix ®I'OC
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BO xommnerennuii. Bpemsi pemieHusi TECTOBBIX 3amaHuMii coctaBiser 1 MuH Ha 1 TecTtoBoe
3apanue ([Ipumep, npu yncie TecToBbIX 3ananHuii 60, Bpems pemeHus cocrapisier 60 MUHYT).

KpureprieM oLeHKM 3HaHUIl SK3aMEHYeMOTro Ha II€pBOM 3Tale TroCyAapCTBEHHOIO
9K3aMEHa (KOMIIBIOTEPHOE TECTHMPOBAHHUE) SBJISETCS KOJIMYECTBO IIPABUIIBHBIX OTBETOB Ha
IpeUIOKEHHbIE TecTOoBble 3afaHus. OLEHMBAaHUE BBINOJIHACTCS AaBTOMAaTW4ecKHU. Pe3ynbraT
OLICHMBAHMSI KOHKPETHOI'O 53K3aMEHYEMOI'O MpEbsBISIETCd €My Cpa3y IO0cCie OTIPaBKU
BbIOPAHHBIX PEIIEHUH B CUCTEMY B BHJIE NPOLIEHTA IPABUIIBHO PELICHHBIX 33JaHUN U XPAHUTCS
B CUCTEME TECTUPOBAHUS B TEUEHUE OJJHOTO roJ1a.

PesynbTar komnproTepHOro TectupoBaHus 61% 1 BblIE SBISETCS JOIYCKOM K BTOPOMY
sranty ['MMA — «3aureHo». OKOHYATENbHOE pELIEHHE O JOMyCKe K cienyromemy stany [TMA
BBIIIYCKHUKA B KaXJOM OTAENbHOM ciydae mnpuHumaercs llpencemareneM rocyaapcTBeHHOM
9K3aMEHALlMOHHON KOMHUCCHH.

['ocypapcTBeHHBIH 3K3aM€H B BHJE HTOIOBOTO MEXIMCLMILUIMHAPHOIO 3K3aMeHa
(cobecenoBanus) MO CHEIHATBLHOCTH NPEAYCMAaTPUBAET OLIEHKY YPOBHS C(HOPMHUPOBAHHOCTU
KOMIIETEHIIMH, MMEIOLMX OIpeesoliee 3HaueHue JUisi IpopecCHOHAIBHON JeATEeIbHOCTH
BBIITYCKHHUKOB.

['ocynapcTBEeHHBIN 3K3aMEH MPOBOJIUTCS B PEXHMME BUICOKOH(EPEHINH, T03BOJIAIONICH
OCYIIECTBIISITh OIOCPEIOBAHHOE (HA PACCTOSHWUHW) B3aUMOJICHCTBHE OOYYAroOIIErocs: M 4YjICHOB
roCyJapCTBEHHOHN 3K3aMEHAIIMOHHOW KOMUCCHUM.

BuneokondepeHIysi NpoBOAUTCS B PEXHUME PEATbHOrO BPEMEHH C HCIOJIb30BAHUEM
UH(POPMALIMOHHO-TEIEKOMMYHHUKAIIMOHHBIX CETEH.

[Iponienypa TrocyaapCTBEHHOTO »53K3aMeHa, B TOM 4YHCIE IIOATOTOBKM U  3allUThI
BBIITYCKHON KBaJU(HUKAIIMOHHONH PabOThl ¢ NMPUMEHEHHEM IUCTAHLMOHHBIX 00pa30BaTeIbHBIX
TEXHOJIOTHil, perJaMeHTUpYyeTCsl COOTBETCTBYOIUMHU [lonoxeHusimu.
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