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1. BBOAHASA YACTDH

1.1. ®oHJ OLIEHOYHBIX CPEICTB PErIaMEHTHPYET (POPMBI, COAepKAHNE, BUJIBI OLIEHOYHBIX
CPEACTB JJIs TEKYIIeH aTTecTalluy, MPOMEXYTOYHOM aTTeCTallid U MTOTOBOW (TrocylapCTBEHHOM
UTOTOBOM) aTTeCTAllK, KPUTEPUH OLIeHUBaHU AU hepeHInpOBaHHO 110 KaXKIOMY BUIY OL[CHOYHBIX
CPEJICTB.

1.3. ®oH OLIEHOYHBIX CPEACTB ONpeessieT YpoBeHb (opMupoBaHus Yy 00yUaKOIIUXCS
ycranoBjeHHbIX B PI'OC CIIO u ompeaejieHHBIX B OCHOBHOW 00pa3oBaTeIbHON Iporpamme
cpenHero nmpodeccuoHansHOro oOpazoBanus mo cnenuanbHocTH 33.02.01 dapmanust B obnactu
npodeccuoHaibHON  nearenbHOCTH 02 31paBooXpaHeHHE  OO0IIMX MW MPodeccHOHATBHBIX
KOMIIeTeHIM .

https://tgmu.ru/sveden/files/rij/33.02.01 Farmaciya OZ(3).pdf

2. OCHOBHA YACTD
2.1. Buabl KOHTPOJISA U ATTECTANUM, (POPMBI OLIEHOYHBIX CPEACTB

Ne OueHo4yHbIe cpeacTBa®
n/ | Buasl arrecranuu
dopma
n
1 Texkywman arrecranus TecTsl
2 IIpome:xyTouHas TecTbl
arrecraums
Bomnipocsl 1u1st cobecenoBaHust

3. Conepma}me OLHCHOYHBIX CPEACTB TECKYIIET0 KOHTPOJISA

Texyiuit KOHTPOJIb OCYIIECTBIISETCS MPENOAABATENEM AUCHUIUIMHBI IIPU IPOBEICHUU
3aHATUH B (popMe: TeCTUPOBAHUS.

Komnerenuu:

IIK 1.1. Opranu3oBbsIBaTh OANOTOBKY MOMEIIEHUH (papMalieBTHUeCKOi opranu3anuu amis
ocyliecTBIeHUs (apMalleBTUUECKOM 1eATeIbHOCTH;

IIK 1.10. OcymiecTBiaTh MEPONPUATHS IO (HPOPMUPOBAHHIO LIEHOBOH MOJIUTHKH,

IIK 1.11. Cobmronath npaBuiia CAaHUTAPHO-TUTUEHUYECKOTO PEKUMa, OXPaHbI TPy/a,
TEXHUKU 0€30MaCHOCTH U MPOTUBOINOXKAPHOI 0€301MacHOCTH, MOPSAJIOK JeHCTBUS NPU
Ype3BbIYAITHBIX CUTYAIUsX;

IIK 1.2. OcyuiecTBasST MEPONIPUATHUS 110 O(YOPMIIEHHIO TOPTOBOTO 3a1a;

IIK 1.3. Oka3siBaTh HHOOPMAITOHHO-KOHCYIBTATUBHYIO IIOMOIIIb TOTPEOUTEIISM,
MEIUIUHCKUM pabOTHUKAM 10 BBIOOPY JIEKAPCTBEHHBIX MPENapaToB U JPYTruX TOBAPOB alTEYHOTO
ACCOPTHUMEHTA;

IIK 1.4. OcymecTBisITh pO3HUYHYIO TOPTOBIIO M OTIIYCK JIEKAPCTBEHHBIX MPENApaToB
HACEeJIEHUIO, B TOM YHCJI€ TI0 JIbTOTHBIM PELeNTaM U TPEOOBaHUSAM MEAUIIMHCKUX OpraHU3allHii;

IIK 1.5. OcymecTBisITh pO3HUYHYIO TOPTOBIK0 MEAUIIMHCKUMU U3AETUAMHA U IPYTUMH
TOBapaMy alTeYHOT0 aCCOPTHUMEHTA;

IIK 1.6. Ocy1ecTBisITh ONTOBYIO TOPIOBIIIO JIEKAPCTBEHHBIMU CPEACTBAMH U IPYTUMHU
TOBapaMH alTeYHOTO aCCOPTHUMEHTA;

IIK 1.7. OpopMisITh NEPBUYHYIO YUETHO-OTYETHYIO JTOKYMEHTAIIHIO;

IIK 1.8. OdhopmisTh 3aBKH MOCTABIIMKAM U OCYIIECTBIIATH IPHEM TOBAPOB alITEUHOTO
ACCOPTUMEHTA;

IIK 1.9. OpranuzoBbIBaTh U OCYLIECTBIIATH IPUEM, XPAHEHUE JIEKAPCTBEHHBIX CPEJICTB,
JIEKaPCTBEHHOI'O PACTUTENIBHOIO CHIPBSI M TOBAPOB AlITEYHOT'O ACCOPTUMEHTA B COOTBETCTBUHU C
TpeOOBaHUSIMU HOPMATHUBHO-TIPABOBOM 0a3bl.

OueHoYHBIE CPeCTBA A/ TEKYIIero KOHTPOJIA.


https://tgmu.ru/sveden/files/rij/33.02.01_Farmaciya_OZ(3).pdf

Tectbl

ACCOPTUMEHT pealli3yeMbIX TOBAPOB B allTEUHBIX OPraHU3AIMIX YCTaHABIUBACTCS

MUHUCTEPCTBOM 37paBooxpaHeHus PO 1o MUHUMaIbHOMY IIEPEYHIO JUIsl OKA3aHUs
MEAUIIMHCKON MTOMOIIH

OpraHoM ympaByieHus (papMarieBTHIeCKOl Ciryx00ii cyobekra PD

OpPraHOM MECTHOI'O CaMOYIPaBIICHUS

*PYKOBOZMTEIEM allTEKH CAMOCTOSTENILHO € YYETOM YCIOBHM JTUIICH3UN

Opranom rocy1apcTBEHHOTO HA30pa, OCYIIECTBISIONIUM KOHTPOIb COOTIOACHUS
3aKOHO/ATEILCTBA 00

oOpaIlleHuu JICKAPCTBEHHBIX CPEJICTB JIJISi MEIULIMHCKOTO IPUMEHEHUS, SIBISICTCS

MHHUCTEPCTBO 37paBooxpaneHus: PO

*Poc3apaBHaI30p

Pocnorpebnanzop

MuHcenbxo3

Hnua, OTBCTCTBCHHBIC 3a XPAHCHUC HAPKOTUUCCKUX CPCACTB U IICUXOTPOITHBIX BEIICCTB,
HA3HAYAIOTCS MPUKA30M PYKOBOIUTEIS

*opraHu3arum

JMIICH3UPYIOIIETO OpraHa

benepanbHON CITYKOBI 0 KOHTPOJTIO 32 000POTOM HAPKOTHKOB

dbenepanbHOU CITY)KOBI 110 HA30pY B cepe 3paBOOXPaHCHHS

C paGoTHHKOM, KOTOPBIH BeAET YUET TOBAPHO-MATEpUATbHBIX LICHHOCTEH Ha CKIaJIe,
JIOJKCH OBITH 3aKJTFOUEH JIOTOBOP

KOJIJICKTUBHBIN

KOMHCCHH

*0 MOJTHOM MaTepHUaIbHON OTBETCTBEHHOCTH

KYTUTU-TIPOJAKH

Pexum paboThl anTeyHON opraHu3aliii UHIUBUIYAIbHOTO MIPEePUHUMATENS]
YCTaHABIIMBAETCs

OpPraHOM HCIOJIHUTEIbHON BIAacTH cyObekTa PO

*CaMOCTOSITENTbHO

OpraHOM MECTHOT'O CaMOYIIPaBJICHUS

CaMOCTOATEIIBHO I10 COIIACOBAHMIO C JIMLICH3UPYIOIIUM OPraHOM

IToka3zaTenem, KOTOpBI oTpakaeT OecriepeOoitHOE y10BIETBOPEHHE HENPEABHIEHHO
MEHSIOLIETOCS CIIPOCa B MHTEPBAJIE BPEMEHH HA BBIITOJIHEHHUE 3aKa3a, SBISAETCA

TOYKa 3aKa3a

*cTpaxoBoii 3amac

TEKYIUH 3arac

MOJITOTOBUTEINILHEIN 3a1ac

Pexnama OMOIOrHYECKH aKTUBHBIX JO0ABOK JOJDKHA

*COMPOBOKAATHCS MMPEAYIPEKICHIUEM O TOM, UTO OOBEKT PEKIIAMUPOBAHUS HE SIBIISETCS
JIEKapCTBEHHBIM CPEJICTBOM

CO3/1aBaTh BIIEUATICHUE O TOM, UTO OHH SIBJISIOTCA JIEKAPCTBEHHBIMU CPEACTBAMU

coJiepKaTh CCHUIKH Ha KOHKPETHBIC CITydan W3JICUEHUS JTI0IeH

moOyX1aTh K OTKa3y OT 3J0POBOTO MUTAHUS

Pexnama npoayKToB IETCKOrO MUTaHUS JOJKHA
*collepkaTh CBEACHUSI O BO3PACTHBIX OTPAaHUUYEHUSX UX IPUMEHEHHS
IIPEACTABIIATh UX B KAYECTBE MOJIHOLEHHBIX 3aMEHUTENEH JKEHCKOI0 MOJIOKA



coJiepKaTh YTBEPKACHUE O MPEUMYIIECTBAX UCKYCCTBEHHOTO BCKapMIIMBaHUs JeTei
OTPHUIIATh HEOOXOIUMOCTh KOHCYJIbTAIUH CIICIIHAIMCTOB

Wudopmarius 0 MEIUIIMHCKUX M3CIUAX HE 00s3aHa COIEPKATh CBEJCHHUS O

HOMCPC U JaTC pa3pClICHUA Ha NPUMCHCHUC TAKUX H3[[eﬂHﬁ B MCOAULIMHCKHUX LCIIAX,
BBIJJAHHOTO *XMMHYECKOM COCTaBEe MaTepHasa

benepanbHOU CiTyk001 10 HaA30py B chepe 3ApaBOOXPAHEHHS B YCTAHOBICHHOM TTOPSIIKE

ero Ha3HAYCHUH, CIIOCO0E U YCIIOBHUSIX MPHUMEHCHUS

JICCTBUU U OKa3bIBaeMOM 3P PEKTe, OrpaHNICHUAX (IPOTUBOIIOKA3AHUSX ) AJIsl IPUMEHEHUS

TpeboBaHus-HaKIaAHbIE MEIULIMHCKUX OPraHU3alMi Ha JIEKApCTBEHHBIE IIpenapaThl, HE
OJUIEXKAIIUE [TPEIMETHO-KOJIHMYECTBEHHOMY YUETY, B allTEYHON OpraHu3aliyd XPaHsITCs

(;ter)

*1

3

5

10

l'ocynapcTBeHHas perucTpausi yCTaHOBJICHHBIX ITPOU3BOAUTENSAMHU MPEICITbHBIX
otnyckHbIX 1eH Ha JKHBJIII oTHOCHTCS K TOITHOMOYMSAM

poc3apaBHaa3opa

*MUH3/IpaBa POCCHH

pocrioTpebHa 30pa

OpraHu3aIyil - IPOU3BOIUTEIICH JIC

YcTaHoBIIEHHE MTPEENIbHBIX pa3MEpOB ONTOBBIX Ha/I0ABOK U MpeAEIbHBIX Pa3MEPOB
PO3HUYHBIX HAJ0AaBOK K 1I€HaM Ha JIIl, BKJIIOYEHHBIX B II€PEUEHb KU3HEHHO HEOOXOIUMBIX U
BaXHEHILNX JIII, OTHOCUTCS K MTOJIHOMOYUSIM

*OpraHoB MCHOJHHUTEIBHOM BIacTh CyObekToB Poccuiickoit denepanyn

MUH3/IpaBa pOCCUU

poc3apaBHaA30pa

pocnoTpebHaa30pa

OpraHbl HCTIOJTHUTEIBHOM BIIACTH CyObeKTOB PD ycTaHaBIMBAIOT MpeIeIbHBIC ONTOBBIC U
npesenbHbIe PO3HHYHBIC HaI0OABKH K IIEHAM JITI, BKIIFOYEHHBIX B

*nepeuens JKHBJIII

nepeveHb JII 1 00eCIIeYeHUs TPakKaH, HMEIOIUX PaBO Ha TOCYAapCTBEHHYIO
COILMAIbHYIO MTOMOIIIb B BUIe HA00Opa COIMAIBHBIX YCIYT

nepeveHb JII 1 00eCIIeYeHUs TPakKaH, HMEIOIMX PaBO Ha TOCYAapCTBEHHYIO
COLMAIBHYIO MTOMOIIIb ¢ PMHAHCUPOBAHHEM M3 PErHOHAILHOT'O OFO/KETA

MUHHMAaJIbHBIH aCCOPTHUMEHT JITI, HEOOXOAUMBIX JIUIsl OKA3aHUSI MEHUIIMHCKOM TOMOIIN

[IpenenbHble pa3Mepbl pO3HUYHBIX HAJ0aBOK YCTAHABIMBAIOTCA K LIEHaM
*(akTHUEeCKUM OTIYCKHBIM npou3BoauTeneit JKHBJIII
3aperucTpupoBaHHbIM IponsBoautenen JKHBJIII

(aKTHYECKUM OTIYCKHBIM Opranu3anuu ontoBoi Toprosiu JKHBJIIT
OTIpe/ieNIiEMbIM PETHOHAIBHBIM TapU(HBIM COTJIAllIEHHEM

[lena Ha SKCTEMMIOPATBHYIO PEIENTYPY, KPOME CTOMMOCTH UHTPEIUEHTOB M allTCYHON
MOCY/Ibl, BKJFOUAET

*Tapu@bl 32 U3TOTOBJICHHE

3apaboOTHYIO MJIaTy COTPYTHUKOB

oruIaTy 3a OXpaHy MOMEIICHUN

TOPrOBYIO HaJ0aBKy



K tdakropam, He BiustonM Ha GOpMHUPOBaHUE IIEH B alITEKE, OTHOCSTCS

*paBuIIa OTITyCKa JIIT U3 aTEYHBIX OpraHu3aluil

MECTOPACIIOJIOKECHHE alTeKH (CIaIbHbIN, pabouuii paiioH, 1100 JeTOBOM KBapTal B IICHTPE
ropoja)

HAJIMYME KOHKYPEHTOB BOJIHM3H (B OJJHOM M TOM XK€ 3JIaHHUH, JTUOO B 3JJAHUU PSTIOM)

rOCYJapCTBEHHOE PETyIMPOBAaHKE LIEH Ha JIIT

Paspermenne Ha ocyiiecTBieHHE PapMaIeBTUIECKON JESTSIILHOCTH allTeYHON
OpraHu3alueil NoATBEePKAACTCS HAIMUKUEM Y HeE

[acnopTa anTeKu

yCTaBa OpraHu3anuu

aKTa 00CJIeIOBaHMSI AlITEKH

* TUIEH3UHU

4. Conep:kaHue OLEHOYHBIX CPeJCTB MPOMEKYTOYHOM aTTecTAlluN

[IpomexxyTouHas aTTectalusi IPOBOJUTCS B BUJIE 3a4€Ta C OLICHKOM.

Komnierennuu:

IIK 1.1. Opranu3oBbIBaTh MOATOTOBKY MOMEIEHUH (hapMalileBTUYECKON OpraHu3aluu Js
OCYIIECTBIICHHS (PapMalleBTUIECKOH eI TEbHOCTH,

IIK 1.10. OcymiecTBasTs MEPOIPUSITUS 110 POPMUPOBAHUIO [IEHOBOW MOIUTHKHU;

IIK 1.11. Cobmronath npaBuiia CAaHUTAPHO-TUTHCHHYECKOTO PeKUMA, OXPaHBI TPYAQ,
TEXHHUKHU 0€30MaCHOCTH U MPOTHBOIIOKAPHOU O€30MaCHOCTH, MOPSJIOK ACUCTBUS PU
YpE3BBIYANHBIX CUTYAIUSX,

IIK 1.2. OcymecTBIsITh MEPONIPUSATHUS IO OPOPMIICHHIO TOPTOBOTO 3aJa,

IIK 1.3. Oka3siBaTh HHOOPMAIIOHHO-KOHCYJIBTATUBHYIO IIOMOIIb TOTPEOUTEIISM,
MEAUIIMHCKUM paOOTHUKAM IO BHIOOPY JIEKApCTBEHHBIX MPEMNapaToB U APYTUX TOBAPOB alITEYHOTO
ACCOPTHUMEHTA;

IIK 1.4. OcyiiecTBiATh pO3HUYHYIO TOPTOBIIIO M OTITYCK JIEKAPCTBEHHBIX MPEMAPATOB
HACEJIEHUIO, B TOM YHCJIE IO JIbIOTHBIM PELeNTaM U TPeOOBAHUAM MEIUIIMHCKUX OpraHU3aIuii;

IIK 1.5. OcyiiecTBIATh pO3HUYHYIO TOPTOBIKO MEAULIMHCKUMU U3JIETUSAMU U APYTUMHU
TOBapaMy alTEUHOT0 aCCOPTUMEHTA;

IIK 1.6. OcyiiecTBIATh ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEICTBAMH U IPYTUMHU
TOBapaMiy alTEYHOT0 aCCOPTUMEHTA;

IIK 1.7. OpopMasTh NEPBUYHYIO YUETHO-OTYETHYIO TIOKYMEHTAIINIO;

IIK 1.8. OdhopmisaTh 3asBKH MOCTABIIMKAM U OCYILIECTBIIATH IPUEM TOBAPOB alITEUHOTO
aCCOPTUMEHTA;

IIK 1.9. OpranuzoBbIBaTh U OCYHIECTBIIATH IPUEM, XpaHEHUE JIEKAPCTBEHHBIX CPEICTB,
JIEKaPCTBEHHOI'O PACTUTENIBHOIO CHIPBS M TOBAPOB AlITEYHOT'O ACCOPTUMEHTA B COOTBETCTBHHU C
TpeOOBaHUSMU HOPMATHUBHO-TIPABOBOM 0a3bl.

TecTnl

CooTBeTCTBHE aNTeYHOI OpraHU3aluy YCTAHOBJIEHHBIM CAHUTAPHBIM HOPMaM U IpaBHIaM

MOJITBEPKTAETCS CAHUTAPHO-3ITHIEMHAOIOTHICCKAM 3aKITFOYEHUEM, KOTOPOE BBIIAETCS

*(enepanbHO CITy>K00H 10 Haa30py B cdhepe 3alUThI IpaB NOoTpeOuTeNel u Oaarononydus
YyeJioBeKa WK €€ TepPUTOPHAIBHBIM OPraHoOM (POCIOTpeOHaI30pOM)

benepanbHOU ciTy>k00¥ 110 Haa30py B cepe 3ApaBOOXPaHEHUS WIH €€ TEPPUTOPUATBHBIM
OpraHoM (pocC3paBHAI30POM)

OpraHoM UCIOJIHUTENIbHOW BIacTH B cpepe 31paBooxpaneHus cyobekta PO

JUIIEH3UPYIOIIAM OPTaHOM

B arTeKax, MMCIOIHNX JTUIECH3UIO Ha pC€aIn3allui0 HAPKOTUUCCKUX CPECACTB, IPU
ONpCACIICHUN HOTpCGHOCTI/I B HUX HeO6XOI[I/IMO pacnojiaratb JaHHBIMH O



*qucie KUTeIel, 00CITyKHUBaeMbIX aNTeKoi 1 HopMaTHBe norpebienus Ha 1000 sxureneii B
rof

TOBAapOOOOPOTE U PELENTYPE ANTEKU

KOJINYECTBE JIII, OTIIYCKaeMBbIX 110 peLenTam 1 0e3 peLenToB

KOJINYECTBE SKCTEMIOPAIILHBIX PEIETITOB U HopMaTuBe nmotpednenus Ha 1000 penenTos

KoHKypeHTOCTIOCOOHOCTh TOBapa MPeACTaBIseT COO0H

*COBOKYNHOCTb OTPEOUTEIBCKUX CBOWCTB M CTOMMOCTHBIX XapaKTEPUCTHK TOBapa,
OIPEACIISAIOIINX €T0 CPAaBHUTEINIbHBIE T03ULIUN Ha PBIHKE

YIPaBJIEHYECKYIO AEATEIbHOCTh, 00ECIIEUNBAOLIAs TOBApaM YCIEX Ha PhIHKE

YCIICIIHYIO IS TeIbHOCTh KOMITAHUH 110 YO@XKICHUIO TOTpeduTenel B KOHKYPEHTHOM
OTJIMYMH CBOUX IPOLYKTOB OT NPOJYKTOB KOMITAHUH-KOHKYPEHTOB

c(OpMHPOBAHHBIN B COZHAHUH MOTpeOUTENEH YeTKHii 00pa3 KOMIAHUK WM TPOIYKTa,
OTJIMYHBIN OT KOHKYPEHTOB

o cTenenu yaoBIETBOPEHUS CIIPOC KIACCUPUIMPYETCS] HA BUABI
*1eliCTBUTENbHBIN, pEAIN30BAHHBIN, HEY10BIETBOPEHHBIN
pealn30BaHHBIN, HEYIOBIETBOPEHHBIN, 3JIACTUYHBIN
JEUCTBUTEIIBbHBIN, 3JIACTUYHBIN, HEY10BJIETBOPEHHBIN

peaJIbHBII, CKPBITHIN, HEANACTUYHBIN

ToBap «iekapcTBeHHBIN Mpenapar» UMeeT 0COOCHHOCTh

*perynsnus crpoca Ha JII MaToJOTHel YeI0BeKa

TeHEepaTOPOM CITPOCca SABJISETCS TONBKO MPOMEKYTOUHBIN MOTPEeOUTEND - Bpau
HaJIM4ue NOoTPeOUTENbCKON CTOUMOCTH

AACTUYHOCTH CHpOca Ha OOJIBIIMHCTBO JIIT

JIOKyMEHTOM, TIOJTBEPIKIAIOIIMM COOTBETCTBUEC MEAMIIMHCKUX U3ENIUI TpeOOBaHUIM
HOPMAaTUBHBIX JOKYMCHTOB, ABJIACTCA

cepTu(dUKaT COOTBETCTBUS

CBUJICTEILCTBO 00 YTBEPKICHUH THTIA CPEJICTB H3MEPESHUN

CBUETETHCTBO O TOCYJapPCTBEHHOM perucTpaiiu

* nexsapariusi 0 COOTBETCTBUU

Ncrounukom npopmaruu no JIC, KOTopblil coaepKUT 0pUIUaIbHO-PETIaMEHTHPOBAHHYIO
uHpopmanuto o JIC, apnsercs

*rocy1apcTBEHHbIN peecTp JIC

CIPaBOYHMK «JIEKaPCTBEHHBIE CPEACTBa» Mo pel. Mamkosckoro M.JI.

CIPAaBOYHMK «BUJIAJIb

PETUCTP JIEKAPCTBEHHBIX CPEACTB «IHLUKIIONEANS JIEKAPCTBY

TpynoBble OTHOIIEHHUS BCeX paOOTHUKOB U paboToAaTenel peryaupyroTcs
*TPyIOBBIM KOJEKCOM POCCUUCKON (eaepanuu

IpaXIaHCKHM KOJEKCOM poccuiickoi (enepannn

Ipa)/IaHCKHUM IPOIIECCyaIbHBIM KOJIEKCOM poccHiickoi (penepanyu
KozekcoM P® 00 afMUHHCTPATUBHBIX MPaBOHAPYILIEHUSIX

[Tpuém Ha paboTy Ha TOIKHOCTH OOPMIISETCS
JIOrOBOPOM HOJpsIa

JIOTOBOPOM BO3ME3/IHOTO OKa3aHUs yCIyT
*TPYAOBBIM JI0TOBOPOM

TPYZOBBIM COTIALLIEHUEM

TpynoBoii noroop 3akitoyaercs B popme



YCTHOM

*MUChbMEHHOMN

KOTOpasi yCTaHABJIMBAETCS 1O JOTOBOPEHHOCTH CTOPOH
KOTOpas yCTaHaBJIMBAaeTCsl paboTomarenemM

PaboTHHK MMeeT IPaBO PACTOPTHYTh TPYAOBOH JIOTOBOP, PEIYIPEAUB 00 3TOM
paboronarens

*MUCbMEHHO, HE TTO3HEE, YeM 3a 2 HEACIIH

IMMCEMEHHO, HE II03JHEe, YeM 3a 2 MecdIa

YCTHO, HE MO3IHEE, YeM 3a 2 MecsIa

YCTHO, HE TIO3JHEE, YeM 3a 2 HeJleH

K AUCHUIUIMHAPHBIM B3bICKAHHUAM, KOTOPBIC pa60TOIIaTeJIB HMECT IMPAaBO MPUMCHATH 34
COBCPHICHUEC NUCHUIITIMHAPHOI'O IIPOCTYIIKA, HC OTHOCUTCA

3aMCYaHucC

BBII'OBOD

YBOJIbHCHHUC 11O COOTBCTCTBYIOIIMM OCHOBAHHAM

*nepeBoz[ Ha HUXKCOIIJIAUNBACM YO pa60Ty Ha CPOK 10 TPpEX MCCALICB

[IpaBo Ha UCTIOIB30BAHUE €KETOTHOTO OIJIAYMBAEMOT0 OTIYCKA 3a TIEPBBIH I'0J] paObOThI
paboTHUK

MOJTy4YaeT 10 UCTEUYCHUU HETIPEPBIBHOM pabOThI y TaHHOTO padoToaaTess B TCUCHUE
(mecsimieB)

10

*6

12

11

Jist ”HPOPMUPOBAHUS O TPY30IIOIydaTelie H IPy300TIPABUTENE TPOIYKIIUU
npeHa3HauYeHa MapKUPOBKa

TepBUYHAS

*TpaHCIIOpTHas

noTpeduTenbekas

IIPOU3BO/ICTBEHHAS

Homenknarypa, enMHHIIa N3MEPEHUS, KOJUYECTBO, IIEHA U CTOUMOCTD ITOCTYIIUBIINX B
anTeKy TOBAapOB YKa3bIBAIOTCS B

PETUCTPALIMOHHOM YI0CTOBEPEHUN

*TOBapHON HaKJIaHOU

JEKJIapaluy COOTBETCTBUS

IIPOTOKOJIE COIIACOBAHUS LIEH

ITpoBepka BHEIIHETrO BH/Ia, [IBETA, 3aITaxa OTHOCUTCS K KOHTPOJIIO 110 TIOKa3aTeITio
*OIMMCcCaHue

yImaKoBKa

MapKHPOBKa

BTOPUYHAS yIIaKOBKa

Cepus 1€KapCTBEHHOTO CPEJICTBA MPEACTABISIET CO00H

KOJIMYECTBO UMIIOPTHOTI'O JIEKAPCTBEHHOI'O CPEICTBA, BBE3EHHOI'O HA TEpPUTOpHIO PD

KOJIMYECTBO JIEKAPCTBEHHOT'O CPEJICTBA, 3aperucTpupoBaHHoro B M3 PO

HOMEpP PErUCTPALMOHHOM 3allMCH B IOKYMEHTALIUN 3aBOJa-U3rOTOBUTENSA

*KOJIMUYECTBO JIEKAPCTBEHHOI'O CPEJICTBA, IPOU3BEACHHOE B PE3Y/IbTaTe OJTHOTO
TEXHOJIOTHYECKOT0 IIUKJIa €0 MIPOU3BOIUTENIEM



Bonpocsl k codeceoBaHnIo

1. HazoBuTe niepBUYHBIE JOKYMEHTHI 110 Y4ETY KaJpOB.

2. Ha xakue rpynnsl MOKHO pa3JIeiMUTh [IEPCOHAN allTeYHON OpraHU3ally B 3aBUCUMOCTH
OT BBITTOJTHAEMBIX (PYHKITUH?

3. Kakue canutapHO-THTHEHUYECKHE TPEOOBAaHUS MPEIBABISIOTCA K (hapMalieBTHUECKOMY
nepcoHany?

4. Yro o3HauaeT MaTepualibHas OTBETCTBEHHOCTh?

5. Ha3zoBute Bubl MaTepuaabHON OTBETCTBEHHOCTH.

6. Korza BBoAMTCS KOJUIEKTUBHASI MaTepHalibHasi OTBETCTBEHHOCTh? KTO M3 cnenuanucros
MOJKET HECTH KOJUIEKTUBHYIO MaTEPUAIbHYIO OTBETCTBEHHOCTH?

7. HazoBute ocHOBHBIE pa3aens! [IpaBuin BHyTPEHHETO TPYAOBOIO paclopsaKa.

8. IlepeunciuTe BUABI MHCTPYKTAKa 10 OXpaHe Tpya. B Kakux ciydasx OHU IpOBOASTCA?

9. Kakumu 3aK0HOJaTEIbHBIMU I HOPMaTUBHBIMU JOKYMEHTaMH pErjlaMEHTUPOBaHbI
NOPSIIOK HA3HAYEHUs, IIPABUJIA BBIIIACHIBAHUS PELENTOB U OTIIYCK 110 HUM JIEKaPCTBEHHBIX
cpenct?

10. Chopmynupyiite nonarue «papmareBTHIECKas dKcIepTu3a perenta». Kakos anropurm
ee poBeIeHUs?

11. Ilepeuncaure GopMbl peLENTYPHBIX OJAHKOB, pa3pelleHHbIE K HCIIOIb30BAHUIO B
HaCTOsIIIee BPEMsl, UX Ha3HAUYCHHUE.

12. Ykaxure 0coOOEHHOCTH 0(OPMIICHUS YTBEP)KJICHHBIX (POPM peLienTypHBIX OJIaHKOB.

13. Kakue cpoku AEHCTBHS U CPOKU XPAHEHHSI PELETITYPHBIX OJIAHKOB YCTaHOBIICHBI B
HacTosLEee BpeMs?

14. IlepeuncnuTe rpymIibl JEKapCTBEHHBIX NpenapartoB, noexamux [IKY.

15. B xakux crenyanbHbIX )KypHalax peruCTPUPYIOTCS ONIEPALIMHN, CBA3AHHBIE C
oOpailreHrneM JICKapCTBEHHBIX CpeacTB, moaiexamux [IKY? TpeboBanus K BeICHUIO KYPHAIIOB?

16. B uém 3axirouaeTcs npeanpoAakHas NOAr0TOBKA TOBAPOB allTEYHOT'O acCOPTUMEHTA?

17. Kakue obupe TpeOoBaHUS YCTAaHOBIIEHBI K OTITYCKY JIEKAPCTBEHHBIX CPEJICTB U3
anTeKu?

18. Kakue cpoku o0ciyKMBaHUs PELIETITOB BaM U3BECTHBI?

19. B uém 3axmrodaercss IpUEMOYHBIN KOHTPOJIb? B KaKOM JOKYMEHTE OTPayKaroTCsl €ro
pe3ynbTarhl?

20. Ilepeuncaure CONPOBOAUTENBHBIE JOKYMEHTHI Ha TOBAp, IOCTYNUBILNN B alITEKY.

21. Ha3oBuTe npuxoaHble U pacXoAHbIE KaccoBble oneparuu. Kakumu yd€THbIMU
JIOKYMEHTaMH OHH 0(OpMIISIOTCS?
22. B uém 3axiroydaroTcs rpaBa 1 00s13aHHOCTH Kaccupa?

23. Ha3zoBuTe BUABI U CPOKH NPOBENCHNS NHBEHTapU3aLUH.

24. IlepeuriciuTe OCHOBHBIE ATallbl MHBEHTAPU3ALUU U OXapaKTepU3YITE UX.

25. Kakue 1oKyMeHTbI 0(OpMIISIOTCS TIPU MHBEHTapU3allui TOBApHO-MaTepHaIbHBIX
LEHHOCTEN?

26. B antexy oOpatuics nokynareiab ¢ Ipoch00il oTycTuTh eMy 0e3 perenta «Omes»,
«®nemokcun Comotady, «Knanuay, ckazas, 4To 3TH NpenapaThl HA3HAYWI MY Bpay JUIsl JIEYEHUS
S3BEHHOM Oose3HM kenmyaka. [[poBu30p oTKa3anach OTHYCTUTh 3TH JIEKAPCTBEHHBIE IIPEnapaThl,
MPEJI0KUB NAIIMEHTY IIOBTOPHO OOPATUTHCS K Bpauy 3a peLEenTOM.

IloceTnrens yTOUHMII CTOMMOCTD IIPENAPATOB, a TAK)KE BOZMOXKHBIX CHHOHMMOB, IIPU 9TOM
BBICKA3aJl ONACEHMsI, YTO LIEHBI HA ATH MpenapaThl B 3TON anTeKe MOTYT ObITh OU€Hb BHICOKUMU.

[IpaB nu 6611 TPOBU30p, OTKA3aB B OTITYCKE MpenaparoB nanueHty? KakoB nopsaok
OTIIYCKa 3THX IIPENapaToB U3 allTeYHON opraHn3auun? MoKHO 1 B JaHHOW CUTYyalluu
MPEJVIOKUTH MALIUEHTY Oe3pelenTypHYIO albTepHATUBY?

VYkaxure papMakoIOrHIECcKyIo IPyIIly, OCHOBHOE (hapMaKoJIOTHYecKoe JIEHCTBHE U
MoKa3aHus K npuMeHenuto OmMernpaszosna. HazoBuTe OCHOBHBIE CHHOHUMBI U aHAJIOTH



I'ne conmepsxutcst mHGOPMAITUS O IOPSIKE OTITYCKa IperapaTa U3 anTeku (1o perenTy wuin
6e3 perenta)? Kakoit HOpMaTHBHBIN JOKYMEHT PETJIAMEHTHPYET MOPSIOK OTIYCKa PEeEeNTYPHBIX
JIEKAPCTBEHHBIX MPEMapaTOB U3 allTeKH?

VYkaxurte cpoku naerictus perenta Gopmer Nel07-1/y. Hy)kHO 711 OCYIIECTBIATH XpaHEHHE
peuenTa 3Toi (OpMBI B anTeKe?

Kaxk dopmupyercs niena Ha npenaparsl OMenpasoina, AMokcunnuinHa 1 Knapurpomununaa?
['1e MOKHO MOCMOTPETH MPE/IEIbHBIE OTIYCKHBIC IIEHBI HAa 3TH MpernapaThl?

27. B rocynapcrBernyto anteky Ne 45 r. M. oOpaTuiics moceTuTenhb ¢ Mpocb00 OTIYCTUTh
«Konemak» Ne 10 B Tabnerkax (coctaB Ha 1 TabneTKy: KojenHa — 8 Mr, HaTpusl TUpPoKapOoHaTa —
200 mr, KOpHS costoAKH mopoiok — 200 Mr, TpaBbl TEPMOIICHCA JTAHIETHOTO MOPOIIOK — 20 Mr).

dapMareBT B OTITYCKE OTKa3all, apryMEHTUPYS OTCYTCTBHEM Y OOJIBHOIO PElenTa.
[Tocetutens Hanucan xanody B KHUTY OT3BIBOB U MPEASIOKEHHIA, TIOMPOCHB aMHUHUCTPAIIIO
poruH(GOPMUPOBATH €r0 O MPUHATHIX Mepax I0 ero Kanooe.

KaxoB nopsiiok oTmycka yka3aHHOTO JIEKapCTBEHHOT'O IIperapara U3 anteku?

Kaxkue rpynisl iekapCTBEHHBIX ITPENapaToB MOJIEKAT MTPEAMETHO-KOJINYECTBEHHOMY
yuery?

KakoB mopsiiok paboThl aIMUHUCTPAIIMH ANITEKH C JKAT00aMH U MPEITIOKEHUAMHU TpaKaan?

K kakuMm apmMakonoru4eckium rpyrmnamM OTHOCSTCS BEIIECTBA, BXOSIINE B COCTAB
«Konenaka»?

HazoBute kinaccudukaniy 0TXapKUBaIOIIUX CPEACTB - MYKOJIUTHKOB U MYKOPETYISTOPOB U
MOKa3aHUs K UX TPUMEHEHUIO.

5. Kpurepuu onieHuBaHusA pe3yabTATOB 00y4eHUsI

OrneHKa «OTJIMYHOY BBICTABISIETCS 00yYaroIeMyCsl, €CIIM OH BIIaJIeeT 3HAHUAMHU IMIpeIMeTa B
IIOJIHOM 00beMe yuyeOHON IPOrpaMMBbl, JOCTATOYHO ITYOOKO OCMBICIIMBAET JUCLMILIUHY;
CaMOCTOSTEINIbHO, B JIOTUYECKOM MOCIIEIOBATEIBHOCTH U HCUEPIBIBAIOIIE OTBEYAET HA BCE BOIPOCHI,
MOJYEPKUBAET IIPU 3TOM CAMOE CYIIECTBEHHOE, YMEET aHaJIU3UPOBaTh, CPABHUBATD,
KJaccu(puIupoBaTh, 000011aTh, KOHKPETU3UPOBATh U CUCTEMATHU3UPOBATh U3yUEHHBIN MaTepual,
BBIJIETISITH B HEM IJIABHOE: YCTAHABIMBATh MPUYMHHO-CIIEICTBEHHBIE CBA3H; UETKO (OPMUPYET
OTBETHI.

OrneHka «xXopo10» BbICTABIIAETCS 00y4arOIEMyCsl, €CIIH OH BJIaJI€ET 3HAHUSIMU
JUCLUIUIMHBI TOYTH B MTOJTHOM 00beMe MpOorpaMMbl (MMEIOTCs TPOOeIIbl 3HAHUHM TOJIBKO B
HEKOTOPBIX, 0COOEHHO CJIOXHBIX pa3jieax); CaMOCTOSITEIbHO U OTYACTH MPU HABOJAIIMX BOMpOcax
JlaeT TOJHOLICHHbBIE OTBETHI HA BOIIPOCHI; HE BCET/1a BBIJEINsAET Haubosee CyIecTBEHHOE, He
JIOTTYCKaeT BMECTE C TEM CEPhE3HBIX OIINOOK B OTBETAX.

O1eHKa «y0BIETBOPUTEIILHOY BBICTABIIAETCS 00YyYaIOLIEMYCsl, €CJIM OH BJIaJIe€T OCHOBHBIM
00BEMOM 3HaHMM O TUCIUILIMHE; IPOSBISAET 3aTPYAHEHUS B CAMOCTOSITENIbHBIX OTBETAX,
oTnepHupyeT HETOUHBIMU (POPMYJIHPOBKAMH; B MIPOLIECCE OTBETOB JIOMYCKAET OIINOKH 110 CYIIECTBY
BOIIPOCOB.

O1eHKa «HEYI0BJIETBOPUTEIHHOY» BBICTABISIETCS 00yYaroIeMycsl, €CJIH OH HEe OCBOMII
00s3aTeIbHOr0 MMHUMYMa 3HaHUI NpeaAMeTa, He CIOCOOEH OTBETUTH Ha BOIIPOCHI J1aXe MPU
JIOTIOTHUTEIIBHBIX HABOAIIMX BOMPOCAX IK3aMEHATOPA.



Yek-auCT OLleHKH NPAKTHIECCKHUX HABBIKOB

Ha3Banue npaktuueckoro HaBeika DapmalrieBTUUECKast SKCIIEPTHU3a pelienTa

K IIK 1.4. OcCy1ecTBIATh PO3HUYHYIO TOPTOBIIO U OTIYCK
JICKapCTBEHHBIX IIPENapaToB HACEJICHUIO, B TOM YUCIIE
10 JTbTOTHBIM peLenTaM U TPEOOBAaHHUSIM MEIULIUHCKIX
OpraHu3aluii;

() A/03.5 Po3HnyHas Toprosiist J1€KapCTBEHHBIMU IpenapaTaMu U
OTIIYCK JICKapCTBEHHBIX IIPENapaToB U TOBApOB
anTEeYHOT0 ACCOPTHUMEHTA

T | @apmaneBTHYECKAst SKCIEPTU3a PELIENITOB HA JIEKAPCTBEHHbIE IIPENapaThl U
TpeOOBaHUI METUITMHCKUX OpraHU3aIuil K JICKAPCTBEHHBIM IIperapaTam Ha
MPEAMET COOTBETCTBHSI HOPMaM U ITpaBUjIaM

[elictBue IIposeneno | He
ITPOBCACHO
1. Oszmakommics c¢ JIII B pementax wu ompenenunt | | Gaygr -1 Oamn
npuHaaIexxHocTs JIIT k cnuckam
2. ObocHOBaI BEIOOP POPM PELENTYPHBIX OJTaHKOB 1 0am -1 6ajuta
3. Omnpepenmn npaBoMepHOCTh HazHaueHus JII1 6ecruratHO 1 6aiLt -1 Oamt
WU CO CKUIKON
4. [IpokoHTpOIHPOBaT HANUYHE 00S3aTCIHHBIX PEKBU3UTOB 1 6amt -1 Oamt
OCHOBHOTO PeIeNnTypHOro OJaHKa
5. [IpoKOHTpOAMPOBAT HATUYUE JONOTHUTENBHBIX 1 6amt -1 0amt
PEKBHU3UTOB OCHOBHOTO PEIETITYPHOTO OJIaHKa:
6. [posepmn konmmgectBo JII1, KoTOpoe MOKET OBITH 1 GaiLt -1 Oamt
BBIIIMCAHO B OJTHOM pELENTe
7. Onpenenui Cpok AeHCTBUS perenTa 1 6aiLt -1 0ama
8. Vka3as Ha JONOJHUTENbHBIE YCIOBUS: IPABO OTIIYCKA; 1 0amn -1 6at
NacnopT, TOBEPEHHOCTb, CUTHATYpa
0. Ipu oTcyTCTBUM OMIHOOK B 0()OPMIICHHH PEIIENTa BhIIa 1 Oamt -1 Oamn
JIIT u cienain OTMETKY B peLenrtax
WJIN Tpn Hanmu9uu oIMOOK PEUENTh 3apETUCTPUPOBAI B
JKypHaJle pErucTpalyuy HENPaBUIBHO BHITUCAHHBIX
peuenTos, oTMeTra wramnoM "Penent HeaeicTBuTeNeH" U
BEpHYJI JIULY, IPEICTaBUBLIEMY PELIENT
10. Onpenenuit Cpok XpaHEHUs PELENTOB B CIy4yae OTIIycKa 1 6amt -1 6amn
JIIT
Uroro

OO01as oreHKa:

«3aureHo» He MeHee 75% BBIITOIHEHUS
«He 3aureno» 74 v menee% BBINOJIHEHUS



