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1. IlepeueHb NJIAHMPYEMBIX Pe3yJbTATOB 00yUYeHHs MO AUCHHUIIJIMHE, COOTHECEHHBIX
¢ IJIAHMpPYeMbIMH pe3yabTatamu ocBoeHust OINIOII
B pesynbraTe OCBOCHMS AMCUUIUIMHBI Y OO0YYaroIIUXCs JOJDKHBI OBITH C(hOpMHUPOBAHBI

CICAYIOUC KOMIICTCHIIUUA,

OCBOCHMS IIPOrPaMMBbl OPAMHATYPBI:

o0ecreynBaIe JTOCTHKCHUE IUIAHUPYEMBIX Ppe3yJIbTaToOB

Koa n HaumeHoBaHHe HaumeHnoBanue [Inanupyemble pe3yJibTaThl 00yYeHH.
KOMIIeTeH Ui ITana OpauHaTOp  JOJKEH  NPOAEMOHCTPHPOBATH
Q)OpMHpOBaHI/Iﬂ ciaeayrwimme pe3yabTarbl:
KOMIIETEeHIIUH
MK-5 Torosmocts k | HK-5.2 HA YPOBHE 3HAHW:
o0ecreueHuIo Obecrieunsarp - HOpPMAaTHUBHBIC IPaBOBbIE  AKTHI,
yCIOBUI XpaHeHus u | YCJIOBWA  XPAHCHUA | perjgamMeHTHPYIOIME XPaHEHHE JICKApCTBEHHBIX
HEPEBO3KU JCKapCTBCHHBIX CPECTB B alITEYHBIX OPraHU3ALUAX
JIeKapCTBEHHBIX CPE/ICTB B aNTEUHbIX | YPOBHE yMenHii:
CpElCTB OpraHHu3anusIX
- o0ecrieynBaTh npaBuia XpaHCHHS
JIEKapCTBEHHBIX Cpe/CTB B anTeuyHbIX
OpraHu3aIusIX
IK-7 Torosuocts k | HK-7.1 HA YPOBHE 3HAHMIi:
MIPOBEICHUIO OpranusoBbIBaTh - MOJIO’KEHUSI JEHCTBYIONIMX HOPMAaTHUBHBIX
poLeayp BBO3a | IPOLCAYPY IIPaBOBBIX aKTOB, peraaMeHTUPYIOIUX
JICKapPCTBEHHBIX BBO3a/BBIBO3A npoIenypy  BBO3a/BbIBO3a  JIEKAPCTBEHHBIX
CpENCTB B | JICKapCTBCHHBIX cpencts B/u3z PO
Poccntickyro cpeacTs B/us PO Ha YPOBHe YMEHHIi:

Oenepannn (PD) u
BEIBO3a

- OpPTraHHU30BbIBATL IMPOLCAYPY BB03a/BLIBO3a
JICKAPCTBCHHBIX CPCACTB, BKJIIOYasd IMPOHECC

JICKAPCTBCHIbIX HOJTOTOBKH HEOOXOIMMBIX TOKYMEHTOB

cpencts u3 PO

K-9 Totosrocts | TTK-9.1 HA YPOBHE 3HAHMIi:

HCTIONB30BaTh OCHOBBI | VICTIONB30BATH - OCHOBHBIE IIOJIOKEHHS 3aKOHOJATEIbHBIX H

HKOHOMUYECKUX u | OCHOBBI HOPMaTUBHBIX JIOKYMEHTOB,

NPaBOBBIX 3HaHWI B | PKOHOMHUHUECKHX M | nerjaMEeHTHPYHOIIUX chepy oOparieHus

npodeccuoHanbHOM MPABOBBIX 3HAHUH B | jexapCTBEHHBIX CPEICTB, OCHOBHbIE

JeSITebHOCTH MPODECCHOHATBHOM | sgopoMUdecKiHe M (DHHAHCOBBIE MOKA3aTEIH
ACATCIBHOCTH JEeSITETFHOCTH (DapMaleBTHYECKUX OpraHU3alnuit

HA YPOBHE YMEHMIA:

- HCIHOJBb30BaThb OCHOBbBI JKOHOMHYCCKUX U

MPaBOBBIX 3HAHUW B  MpodeccruoHaNbHOI
JIeATEILHOCTH
MK-10 Torosuocts x | IHK-10.1 YmpaBnaTts | Ha ypoBHe 3HAHWIA:
MIPUMEHEHHUIO paboToii nepcoHaina - OCHOBHBIC 3aKOHBI, METOJbI, MPHUHIIUIIHI,
OCHOBHBIX TPHUHIIUIIOB KaTeropuu MEHE[KMEHTA, byHKITIN
yIIpaBICHUS B (hapMaIeBTHIECKOTO MEHEDKMEHTA
npocgeccuoHaTbHOI Ha yPOBHE YMEHHIA:
chepe

- YIpaBJATh MEPCOHAIOM B (apMaleBTUYECKUX
OpraHu3anusx




2. O0beM U MecTO JMCHMILIMHBI B cTpyKType OIl BO
Jucnuniaunna otHocuTcs K 0a3oBoi wactu OITOI, sBisieTcs 00s3aTeIbHOM UCHUILIMHOM,

nuzydaercs Ha 1 xkypce Bo 2 cemectpe. Dopma MpOMEKYTOUHOM arrectamuu — 3a4eT. OObeM
nucuuITuHbl coctasisier 108 vaca (3 3.e.).

3. Coaep:xkaHue M CTPYKTYpPa IMCUHHIIJIHHBI

3.1. CTpykKTypa QU CHUIINHbBI

O0beM TUCHHUILIMHBI, YaC.

dopma
KonTakTHast TeKyIIero
padora y
KOHTPOJIA
o0yuaruuxcs ¢
Ne i/ HaumenoBanue Beero | mpemoxaBarenem ycrneBaeMocCT
) pa3iesion peron CP | IA u/
4acoB 0 BHJIaM
MPOMEKYTOY
Y4eOHbIX N
. HOW
i aTTecTaluu
J | I3 | Cem
Cemectp 2
Opranu3zanus oxpaHbl
3JI0POBbS U
Pazmen 1 | mekapcTBEeHHOTO 38 2 20 16 Tecr
o0ecrieueHNsT HACEIICHUS B
P®
OcCHOBHbBIE IPUHIIUTIIBI
Paznen 2 | ynpaBnenus B 64 4 40 20 Tect
npodeccuoHanbHOM chepe
IIpomexyTouHas aTTeCTANMUSA 6 6 3auer
Bcero: | 108 6 60 36 6

3.2. Coagepxanme TUCUUIIMHBI
Pasmen 1.

HaceneHus B PO
I'ocynapctBenHoe perynupoBanue B chepe oopamierus JIC.
['ocynapcTBeHHas peructpanisi, BBO3 JeKapcTBEHHbIX cpeAcTs B PO u BriBo3 JIC u3 PO,
noareepkieHue coorsercTus JIC.
['ocymapcTBeHHass persiaMeHTanus (papMaleBTUUYECKON JeATENIbHOCTH U OCYIIECTBIICHUS

(dapmareBTUUECKIX padoT.

Opranuszanusi OXpaHsl

Pa3nen 2. OcHOBHbIE IPUHIUIIBI YIIPaBJIEHUS B TpodeccroHalIbHOM cdepe
VYnpaBiaeHue KadecTBOM B (apMaleBTUYECKMX oOpraHuzanmusx. PopMHpOBaHUE CHCTEMBI
KayecTBa U BHEJIPEHHUE CTAaHAAPTOB JIEATEIBHOCTH B (papMalleBTUUECKUX OpraHU3alusiX.
TpeboBaHMs K BEICHHIO YYETHOM M OTYETHOW JOKYMEHTaluu B (hapMaleBTHUYECKUX
OpraHu3alusIX.

anaBneHHe IEpCOHAJIOM.

4. DoHJ OLIEHOYHBIX CpE€ACTB MO AMCHHUIIJIHHE

4.1. ®opmMbI U MaTEepHAJIbI TEKYLIEr0 KOHTPOJISI

4.1.1. B xone peanu3aluy JUCHMIUIMHBI B KadecTBE (DOPMBI TEKYIIETrO KOHTPOJIS
ycreBaeMoCTH (BKJIIOYasi 3HaHUS) O0y4aroUMXcs UCIONb3YIOTCs: TecT. KOHTpOsIb BBINMOIHEHUS
CaMOCTOSITENIbHON PabOThI IPOBOJIUTCS B PAMKAX TEKYILEr0 KOHTPOJIS YCIIEBAEMOCTH.

4.1.2. Marepualibl TEKYIIETO KOHTPOJIS YCIEBAEMOCTH.
Tecmoegvie 3a0anus

370pOBbsl U JIEKAPCTBEHHOr0 OOeCHeueHus




Paznen 1. Opranuzanuss oxpaHbl 370pOBbS M JIEKAPCTBEHHOro o0OecreyeHus

HaceneHus B PO

1.

3.

SRS

Bapuanrt 1
I'ocynapcrBenHoe perynupoBanue oopamienus JIC ocymecTBisercs:
®denepanbHBIMU OpraHaMU UCIIOIHUTENIBHON BIIACTH
OpraHaMu MCIIOJIHUTENBHON BIACTH CYyOBEKTOB (enepanun
Opranuzanusamu ontoBoil Toprosiu JIC
ANTEeYHBIMU OPraHU3ALMAMU
Opranuzanusamu npoussogutensamu JIC
I'ocynapcTBEHHOM pErucTpaluy MOJIeKaT:

A.Bce JITI, BiepBbie moiexaniue BBoAy B oOpamienue B Poccuiickoit denepanuu

b. JII1, 3apeructpupoBanusie paHee, HO IPOU3BEICHHBIE B JIPYTUX JIEKAPCTBEHHBIX (OpMax
B COOTBETCTBHH C IEPEYHEM HAMMEHOBAHMI JIEKAPCTBEHHBIX (DOPM, B HOBOHM JTO3UPOBKE
IIPU J0KA3aTENbCTBE €€ KIMHUYECKON 3HAUNMMOCTH U 3P PEKTUBHOCTH

B.HoBEIE KOM6I/IHaI_[I/II/I 3apCTUCTPUPOBAHHBIX paHEE JICKAPCTBECHHBIX IIPEIIapaToOB

I'. JI1, usroroBieHHbIE B aniTeKax
l'ocynpapcTBeHHass peructpauus JIEKAapCTBEHHBIX IPENapaToB I MEIULUHCKOTO
MPUMEHEHUS OCYLIECTBIISIETCS:
A. Ilo pesynbraram skcneptusbl JIC
b. Ilo pe3ynpraram »HKCHEPTU3bI JOKYMEHTOB, MNPEACTABICHHBIX [JISI OINPEICICHUS
BO3MOKHOCTM  pacCMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar il MEIULHUHCKOro
MPUMEHEHUSI TPU OCYIIECTBICHUH TOCYJAPCTBEHHOM PErucTpalMd B KadyeCTBE
optdannoro JIII u mo pesynapTaram OHKCIEPTHU3Bl JIEKAPCTBEHHBIX CpPEACTB (A
opdannbix JIIT)
B cootBercTBuu ¢ @3 «OO6 oOpaiieHNH IEKapCTBEHHBIX CPEACTBY 3alperiaeTcs mpoiaxa:
A. @anscupunuponannbix JIC
b. Henob6poxkauectBennsix JIC
B. Konrpadakraeix JIC
I JIC anTeyHOro M3roTOBJIEHUS, HE 3apErUCTPUPOBaHHBIX B PD
Ilepen BBOJOM B TpakJaHCKM 000poT Kaxaoi cepunm win kaxjaod maptuum JIIT s
MEIUIIMHCKOTO TpUMEHEHHus, mpousBeneHHoro B P® mocme 29.11.2019 roma, 3a
UCKIIIoueHneM  uMmMmyHoOuonoruyeckux  JIII, mpouwsBoaurens  mpeacTaBisieT B
(benepanbHbI OpraH UCHOIHUTEIBLHOM BIACTH, OCYIIECTBISIOMUN (PYHKIIMU 110 KOHTPOIIO
1 Ha/130py B cdepe 3apaBooxpanenus, Poc3apaBHanzop):
A. [Hoxyment npousBoautens JIC, moareepsxknatommii kauecto JIIT
b. TloarBepxnenue ymnonHomouyeHHoro auna mnpousBogutens JIC coorBerctBusa JIII
TpeOOBaHUSIM, YCTAHOBIIEHHBIM TIPH €0 TOCYIaPCTBEHHON PETUCTPAIIUH.
B. Jlexnapauuro o COOTBETCTBUU
I Ceptudukar cooTBETCTBUSA
[IpaBo monydeHus TUIEH3WU Ha aedrerdbHocTh Mo obopory HC u IIB, BHeceHHBIX B
Crucoxk II u Criucok 111 B coorBerctBum ¢ @3 «O HC u [1B» umetor:
A. Tonbko ropuaudeckue auia
b. Opununueckue nuia 1 MHAUBUIYAIbHBIE TIPEATPUHUMATEIN
Homnyck nury k pa6ote ¢ HC u 1B cormacno moctanoBnenuto IlpaBurenscrBa P® or
06.08.1998 Ne 892 «O6 yrBepxknennn I[lpaBun momycka nui k padore ¢ HC u IIB, a
Takke K JesITeIbHOCTH, CBA3aHHOM ¢ 00opoToM npexypcopoB HC u I1B» ocymiecTBisiercs:
PykoBoauTensiMu opraHu3anyii Wid JJUIAMU UX 3aMEIIAr0IAMHI
Opranom ynpapneHus: GapMaleBTHUECKOMN cIyK00ii
Opranamu no koHTpoO 32 o6oporom HC u 1B
JIuueH3upyomuMu oOpranaMmu

oW >



8. K JIMICH3UPYCMBIM BUAAM ACATCIBHOCTH OTHOCAT BHUAbI ACATCIIBHOCTH, PCryJIUpPOBAHUC
KOTOPBIX HE MOXKET OCYIIECTBISIThCS HHBIMH METOJIaMH, KPOME KaK JIMIICH3UPOBAHUEM U
OCYIIECTBIICHHE KOTOPBIX MOXKET ITOBJICYb 32 COOOI:

A. Hanecenue ymep6a mpaBam 1 3aKOHHBIM UHTEpECaM rpakiaH

b. Hanecenue yuiep6a »U3HH WIH 3I0POBBIO TPaX1aH

B. Hanecenue ymep0a okpyskaroIieit cpese

I Hanecenue ymepba oOBEKTaM KyJIbTYpHOTO Hacleawss HapoaoB Poccuiickoit
®denepaunn

JI. Hanecenwne ymep6a 000poHe 1 6€301macHOCTH TOCYAapCTBa

E. TloBblmieHue 1eH Ha TPOAYKIUIO

9. IlmaHoBBIE TMPOBEPKH TOPSAKA OCYIIECTBICHUS (HapMalleBTHUECKON MACSITETbHOCTH B
opranuzanusax ontosoii roprosnu JIC npoBoasTes:
A. Heyame 1 pa3za B 2 roga
b. He yame 1 pasza B roa
B. C nepuoanyHOCTBIO, YCTAaHABIMBAEMOW COOTBETCTBYIOIIUM  JTUIEH3UPYIOIUM
OpraHoM
I'.  JIBa u Gonee pa3a B 3 rona
10. Cornacuo @3 «O nuiIeH3UPOBAHUH OTIEIBHBIX BUJOB AEATEILHOCTHY EHCTBUE JTUIICH3UH
MIPEKPAIIACTCS B CIydasx:
A. TlpencraBieHus TUIEH3MATOM B JIMIICH3UPYIOIIMIA OpraH 3asBICHUS O MPEKpalleHun
JTUICH3UPYEMOTO BHJIA ICSITCITLHOCTH;
b. Ilpekpamienust ¢GuU3MYECKUM JHIIOM JESTEIbHOCTH B KadecTBE WHJIMBUIYaIbHOTO

IpeIIpUHUMATENS

B. Ilpekpamienuss  JOesATE€IbHOCTH  IOPUAMYECKOrO  JMIA WM HMHIAMBHUIYaJbHbBIX
IIpeANpUHAMATENIECH

I'.  TIpuHSATHSA COOTBETCTBYIOUIETO PEIICHUS OPraHOM HCIOJIHMUTENBHOM BIACTH CyObEKTa
PO

J. Hanuuus pemienus cyaa o0 aHHYJIMPOBAaHUM JIMLIEH3UU.

Bapuant 2

1.I'ockoHTpoJib B chepe oOpalieHus JIeKapCTBEHHbBIX CPEJCTB BKIIOYAET B CEOs:

A. JluuensuonHslli KOHTPOJIb B chepe mpousBoacTBa JIC u B chepe papmaiieBTHuecKOi

JESATEIBHOCTH

b. ®enepanbHblii TOCyAapCcTBEHHBIN Ha130p B chepe obpamieHus JIC

B. Br16opounslii koHTposb kauecTsa JIC
2.0¢unmanpHeiM - UCTOYHUKOM wuHpopMmammu o JIII, mpomemmux rocyaapCTBEHHYIO
PETUCTPALINIO, ABIIAETCS:

A. Peructp JIC Poccun

b. Ouuuxnonenus JIC

B. Tocynapcrsennsiii peectp JIC

I'. CrpaBounuk MamkoBCKOro

. CrnpaBounuk Bunans
3.'ocynapctBennsiii peectp JIC conepxut:

A. Ilepeuens JIII, npomenmmx rocy1apcTBEHHYIO PETUCTPALINIO

b. Tlepeuens dapmaneBTUUECKUX CyOCTaHIIMM, BXOASAIUX B cocTaB JIIT

B. HWudopmanuro o JIIT

I'. HMuadopmaruio o papManeBTUIECKUX CyOCTaHIMIX, BXOAAIMX B cocTaB JIII
4.1lo pesynbraram (hapmMakoHa/a30pa YHOJIHOMOYEHHBIN (hefepaibHbId OpraH UCIOJHUTEIBHON
BJIACTH pa3MellaeT Ha cBoeM Oo(HIMaIbHOM caiiTe B ceTH "MHTepHeT" nHpopmMauio:

A. O IpUHATBHIX pEHIEHUSAX O BHECEHNH U3MEHEHHUs B MHCTPYKLHIO 10 MpuMeHeHuno JII1

b. O npuocranoBnenuu npumenenus JII1

B. OO0 u3bsaruu u3 obpamenus JIII unu o Bo3oOHoBAeHUN TpruMeHenus JII1

I'. O6 aHanorax ¥ CHHOHUMAaX MPHUOCTAHOBJIEHHOTO IpenapaTa



S.lepex BBOJOM B Tpa)kIAaHCKUH 00OpOT KakAOM cepun WM Kaxnaod maptum JIIT s
MEJIUIIMHCKOTO MpUMEHEHUs, BBO3UMoOro B P® mocne 29.11.2019 roma, 3a HCKIIOYEHUEM
ummyHoOunonornueckux JIII, opranuzamus, ocymectsisomas BBo3 JIII, mpencraBnser B
denepanbHbI OpraH MCHOJHUTENBHOM BIIACTH, OCYIIECTBISIOUIMN (QYHKIUU MO KOHTPOIIO U
Ha/30py B chepe 31paBOOXpaHEHHUS:

A. Cepruduxar npousBoautens JIC, ymocToBepstomuii cooTBeTcTBUE BBO3UMOTro JIIT
TpeOoBaHUAM (hapMaKONEHHOM CTaThH, a B CIIy4ae OTCYTCTBHS (papMaKONEeHHON CTaTbu
TpeOOBaHUSM HOPMATHUBHOM JOKYMEHTAI[UU

b. lloarBepxaenue npeacraButTenss opranuzanuu (ocymectsistonieii BBo3 JIII B PO u
YIIOJITHOMOYEHHOM MHOCTpaHHBIM npousBoauTtenieM JIC), coorBeTcTBUs BBO3uMoro JIIT
TpeOOBaHUSAM, YCTAHOBJICHHBIM IIPH €TI0 TOCYAaPCTBEHHOM PETUCTpaIun

B. Jlekiapanuto 0 COOTBETCTBUU

I'. Ceprudukar cooTBETCTBUS

6.Jlunien3um Ha ocymiecTBieHue aesreabHocTH 1o obopory HC u I1B, mpenocraBistorcst Ha
CPOK:

A.3 ronma

b. 5 ner

B. beccpouno

7. Jlonyck nuI K AesTenbHOCTH 1Mo 0bopoTy npekypcopoB HC u 1B, BHecennbix B Tabmuiy I
Cnucka IV cormacHo mnocranoBnenuto IIpaButenbctBa P ot 06.08.1998  Ne892 «O6
yrBepxaeHun IlpaBun gomycka nun k padote ¢ HC u [1B, a Taxke K AeSITENbHOCTH, CBI3aHHON
¢ o6opotom npekypcopo HC u I1B» ocymiectBnsercs:

A. PykoBoAuTeNnsIMU OpraHU3alMil UM JIMLAMHU UX 3aMelatoluMU

b. WnauBuayanbHBIMU NPEATPUHUMATEISIMU

B. Opranowm ympasieHus papmManeBTHIECKO# c1yx 00ii

I'. Opranamu no kontpodto 3a oboporom HC u [1B

J. JIutieH3MOHHON KOMHUCCHEHN

8.K nuuensupyromum opranam (opraHam, OCyIIECTBISIONINM JIMIIEH3UPOBAHHE B COOTBETCTBHUHU
C 3aKOHO/1aTeNIbCTBOM P®) oTHOCAT:

A. ®enepasbHble OpraHbl UCIIOJHUTEIBLHON BIACTH

b. Opransl ucnogHUTENbHOH BiacTu cyobekToB PD

B. Opransl MECTHOTO CaMOYIIPABICHUS

I'. IIpodeccuonanbHbIC accoruauu

. OOpazoBarenbHbIE YIPEIKICHUS

9.Cormmacio @3 «O JUICH3UPOBAHWU OTACIBHBIX BHUIOB JCSATCILHOCTH» B OTHOIICHHUH
COMCKAaTensl JIMIEH3WW, TNPEJICTaBUBLIETO 3adBJICHHE O MPEJOCTaBICHUU JIMIICH3UU,
JUIEH3UPYIOLIIM OPraHOM MPOBOSATCS MPOBEPKU:

A. IlnaHoBble

b. BaemnanoBble

B. JloxymeHTapHbIE

I'. Breie3nnbie

10. IInmaHoBble TPOBEPKH TOPSIAKA OCYIIECTBICHHS (hapMalleBTHUECKON J1eATEeIbHOCTH B
anTEeYHBIX OPTaHU3AIMIX TPOBOAATCS:

A. Heyame 1 pa3za B 2 roga

b. He yvame 1 pa3za B roa

B. C nepuoau4HOCThIO, YCTaHAaBIMBAEMOW COOTBETCTBYIOIIMM  JIMIIEH3UPYIOIINM

OpraHoM

I'.  JIBa u Gonee pa3a B 3 rona

Paznen 2. OCHOBHBIE IPUHIIMITBI YIIPaBIEHUS B IpodeccHoHalIbHON chepe
Bapnanr 1
1.Yupasnenue - 310:



A. Tlpouecc, B KOTOpBI BXOAAT ACUCTBUS U ONEPAIMH IO OINpPENENICHHUIO LeJel, BBIOOPY
Croco00B, CPEJICTB U BO3ACHCTBUMN TSl TOCTHIKEHUS TIeTIeH
[Ipouecc miaHUpOBaHUS, OpraHMU3alMM, MOTHBALlMM, KOHTPOJS M KOOpPJAUHAILMM,
HE00XO0AUMBIN 17151 GOPMYIUPOBAHMS U JOCTHKEHMS Liesiel OpraHu3aluu
Peanuzanus ¢pyHKIMi, KOTOPBIE TOJIKEH BBIMOIHATH KK PYKOBOJAUTEINb
Pacnpenenenne paboTsl MeX1y WieHaMH OpraHU3alun
KoHTpomb 3a BbIMOIHEHHEM pabOThl YICHAMU OpPTaHU3AINH
Oco0Oblli  BHJ ~ JEATENBHOCTH, NpPEBpalllAlOIIMii  HEOPraHW30BaHHYIO TOJIYy B
3 PEKTUBHYIO IIETICHANPABICHHYIO U POU3BOAUTEIBHYIO TPYIIILY
2.JIOKyMEHTaIMIO CUCTEMBI KauecTBa CyObeKkTa po3Hn4HOM Toprosiu JIII Bexer:
A. Tonpko pyKOBOIUTENb CyOBEKTa pO3HUYHOU Toprosiu JIIT
b. YmomHOMOYEHHBIH PyKOBOAUTEIEM PAOOTHUK
B. AynuTop cTOpOHHElN OpraHu3ali Ha OCHOBAaHUU JI0T0OBOpa
I'. JIroGoit papmarieBTUYECKHUIA CIICIIMAIACT allTeYHOM OpTraHu3aIluu
3.B cootBerctBuu ¢ IlpaBunamu HAII crangapTHas onepaiioHHas poreaypa - 3To
A. OGOs3arenbHOE yCIOBUE JUIS TPEIOCTaBIECHUS (hapMalleBTUYECKON YCIyTH
b. CrangapTHas omepanus Ajisi 00ecIieYeHusI KauecTBa BCeX (papMareBTUYECKUX YCIIyT
B. JlokyMeHT, OIIMCBIBAIOLIMI MOPSAA0K NPEAOCTaBICHUsS (hapMalleBTUUECKON yCIyru
4.YdeTHble JOKYMEHTBHI, (QHUKCHpyoUme (akT CBEpIICHUS XO3SHCTBEHHOW OmepaluH,
Ha3bIBAIOTC:
A. HaxonutenbHbIMH
b. CeogusiMu
B. BayrpeHHnMmu
I'. IlepBuuHbIMU
5. 1514 BeieHUs y4eTa peKOMEH1yeTCsl UCII0JIb30BaTh NEPBUYHBIE YUETHBIE JOKYMEHTHI:
A. Copepxamuecs B anpboMax yHUGUIMPOBAHHBIX (OPM  IMEPBUYHONW  y4eTHOU
JIOKYMEHTaluu
b. VYTBepkIeHHBIE  COOTBETCTBYIOUIMMM  MHHHMCTEPCTBAMM M  HMHBIMH  OpraHaMu
(benepanbHON HCTIOIHUTEIHHON BIACTH (OTpacieBble POPMBI)
B. VYTBepxkaeHHbIE OpraHu3aluusImMu
6.YpoBeHb TOPTOBBIX HATOXKEHUI MOXHO 3aIlJIAHHPOBATh:
A. Tlo ypOBHIO TOPrOBBIX HAJIOKEHUH, CIIOKUBILIEMYCSI 3 PsI IPEAIIECTBYIOIIUX EPHOJOB C
Y4ETOM OTKJIOHEHHI
b. Yepe3 koapbuueHT 3aKpernieHus CpeacTs
B. Yepes koaduiiueHT cebecTonMOoCTH
7.ITpuem Ha paboOTy Ha TOMKHOCTb OPOPMIISETCS:
A. TpynoBbIM 10roBOpoM
b. Jlorosopom nonpsizia
B. [IoroBopoM BO3ME3IHOTO OKa3aHUs yCIyT
8.B pamkax nporpammsl ajiantaniyu pabOTHUKOB HEOOXOAMMO MPEIYyCMOTPETh aKTyalu3alltio:
A. 3nanuii 3akoHoxaarensctBa P® B cdepe oOpamienus JIC, oxpaHbl 340pOBbs I'paxaaH,
3alMTe NpaB NoTpeduTenen
[TpaBui TMYHON TUTUEHBI
[Topsiaka opranu3anuu GpapMaleBTHIECKOro KOHCYIbTUPOBAHUS
KoMMyHHKaTHBHBIX HABBIKOB
Komnerennuii 1mo opranuzanuy NpeaIpUHUMATENbCKON JEATENBHOCTH
HaBbIikoB 1o npeoTBpalieHnio KOHPIMKTHBIX CUTYyalui
9.lucuuruimHapHOE B3bICKaHNWE MPUMEHSIETCS HE TI03/IHEe:
JIByx Henenb co JHsS oOHapyXeHHs MPOCTYIKa, HE CYUTasi BpeMEeHH 00Je3HN pabOTHUKA
WIK TpeObIBaHUS €0 B OTITYCKE
b. OpnHoro wmecsima co AHS OOHapy)KEHHUs MPOCTYNKa, HE CYHUTas BpeMEHU OO0Je3HU
paOOTHHKA WU NPEObIBAHUS €0 B OTITYCKE
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10.ITox MoTHBaNMEl B YIIPaBICHUN TOHUMAIOT:
A. Tlpormecc moOyxIeHHs IIOAEH K ACSITSIBHOCTH TSI TIOCTHKEHUS 11EJIeH OpraHu3aiiu
b. VYmnpasneHuyeckue NeHCTBHS, HAIIPABJICHHBIC HA JOCTHXKCHME LICJIEH OPraHU3alUU IIyTEM
YAOBJICTBOPEHUS MOTPEOHOCTEH JTFOACH
B. IlpuMeHeHHe cHCTEMBI 05KMIAEMBIX JIFOAbMU BO3HAIPAKICHUN 34 TOCTHKECHUE LIEJIeH
I'. IIpuMeHeHue CUCTEMBI CIIPAaBEIJINBOM OLIEHKH PE3YJIbTAaTOB TPyIa
Bapuant 2
1.B coorBerctBum ¢ mpaBuinamu HAII cucrema kadyecTBa - 3TO KOMIUIEKC MEpPONPHUSATHH,
BKJIFOYArOLIUH:
A. Ormpenenenue NpoLeccoB, BIUSIOLIMX Ha KAYECTBO YCIYT, KOTOPbIE OKAa3bIBAET CYyOBEKT
po3anyHoit Toprosiu JIIT (papmarieBTHUECKUX yCIyT)
b. Coznanue 3pekTHBHON CHCTEMBl YHUUTOXEHUS HeqoO0pokauecTBeHHBIX JIIT Ha ypoBHE
anTeYyHOW OpraHu3aluu
B. VcraHoBneHue nocienoBaTeabHOCTH U B3aUMOJICHCTBUS IPOLIECCOB, HEOOXOAUMBIX JUIS
o0ecrne4yeHns CUCTEMBI KauecTBa
I'. Onpenenenne KpUTEpUEB U METOAOB, OTPAKAIOIINX TOCTHIKEHUE PE3YNIbTATOB
IPOIIECCOB, HEOOXOAUMBIX JUIsI 00ECTICUSHHS CUCTEMBI Ka4eCcTBa M YIIPABJICHUS UMH
J1. Omnpenenenue KOJIMYECTBEHHBIX M KAUECTBEHHBIX NapaMeTpOB, HEOOXOAMMBIX IS
MO/ ICpKAHUS U MOHUTOPUHTA IIPOLIECCOB CUCTEMBI KAYECTBA
E. OG6ecneuyenue HaceneHUs: Ka4UeCTBEHHBIMU, 0€30aCHBIMU U 3(PPEKTUBHBIMU alTEYHBIMU
TOBapaMH U MPUHATHE MEP, HEOOXOIUMBIX ISl yIYUIICHHs KauecTBa 0OCITy)KUBaHUS
MOKYIIaTeJIen
K. Ilpunsitue Mep [yist IOBBILLIEHUS IEPCOHAIBHON OTBETCTBEHHOCTH pabOTHUKOB CyOBEKTa
po3uuuHoM Toprosiu JII1
2.CtaHapTHBIEC OTIEPAIMOHHBIE MTPOIETYPHI YTBEPIKIAIOTCS:
A. PykoBoauTeneM opraHa OCYILIECTBISIOIIErO, JIMLEH3UPOBaHHE (hapMaleBTHUECKOM
JIeSITENIbHOCTH B cyObekTe PO
b. PykoBoautens cyobekta po3sHUUHOI Toprosiu JII1
B. VYmnonHomoueHHBIH pyKOBOAUTEIEM PAaOOTHUK CyOBbEeKTa po3HUYHON TOoprosiu JIIT
3.0pranuzanusMu  pa3palaThbIBAlOTCS W YTBEPXKAAOTCS  (OPMBI  MEPBUYHBIX  YYETHBIX
JIOKYMEHTOB /17151 0(pOopMIIEHUS:
A. JIroOBIX X034iCTBEHHBIX OIEpaluii
b. Xo3siicTBeHHBIX omnepanuii, MO KOTOPHIM HE MPEeAYyCMOTPEHBbl YHHU(PHUIMPOBAHHBIE U
oTpacieBbie (POPMBI
4.11paBo moAnucH MEPBUYHBIX YUETHBIX TOKYMEHTOB UMEIOT:

A. Bce paOOTHHUKH anTeYHON OpraHU3aINH

b. PykoBoauTens u riaBHBIN OyxranTep

B. Tonbko paOOTHUKH, IPUHATHIE HA pabOTy IO TPYJOBOMY JAOTOBOPY

I'. JIuna, nmepedeHb KOTOPBIX YTBEPXKACH PYKOBOJMUTENIEM IO COTJIACOBAHUIO C  TJIABHBIM
Oyxrantepom

. Kaccup

5.0praHu3anyy  BbIIAIOT HAUYHBIE JCHBIU MO OTYET Ha XO3AHCTBEHHO-OIMEPAlMOHHBIC
pacxompl:

A. B pa3mepax u Ha CPOKH, OTpeieNiieMble YIPEAUTEIIMU OPTaHU3aIHiA

b. B pa3mepax u Ha CpOKH, OIIPEACIISIEMbIE PYKOBOIUTEIIMH OpTraHU3alHil

B. B pa3mepe He cBbimie 3000 py0. 1 Ha cpok He cBbIlIe 3 pabounx JHEH
6.OCHOBHBIE pECYpPCHI, UCTIOIb3yEeMbIC OPTaHU3AINEH, ITO:

A. JIronu (4esoBeuecKue pecypenbl)

b. Kanuran

B. ®opmanbHbie U HEQOPMAIILHBIE CBSI3U

I'. Marepunansl

JI. TexHonorus
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E. Undopmanus
7.J1ns1 oneHkn (PMHAHCOBO-XO3SUCTBEHHON NIEATEILHOCTH allTE€YHOW OpraHU3aIMK WCIOJIB3YIOT
CJIEYIOIINE NTOKA3aTeNHN:
A. ToBapooGopoT
b. ToBapHbIe 3anacel
B. Toprosas HagbOaBka
I'. EcrecTBeHHas yObLIb
. U3nepxku obparieHus
E. Banossiit noxoxa toproeiu (Toprosbie HanoKeHUs )
K. TIpuObu1h
3. AMOpPTHU3AILIMOHHBIC OTUUCIICHUS
8.CTopoH0ii TpyZ0BOT0 JOrOBOpa B KauecTBe paOOTHHKA MOT'YT BBICTYIATh:
A. Jluna, nocturmmme Bo3pacta 15 et ¢ yueToM MHEHHUsI BRBIOOPHOTO MPOQCOI03HOTO OpraHa
b. Jluma, nocturmme Bo3pacra 16 yer
B. Jluma, nmocturmme Bo3pacta 15 neTr B chaydasX TONy4eHHS OCHOBHOTO OOIIETro
00paszoBaHMs
I'. Yyammecs, nocturmme Bo3pacta 14 jer ¢ corjacusi OJIHOTO W3 poauTesiel (omeKyHa,
MOTICYUTEIS) U OpTraHa OMEKH U MOMEeYUTENIbCTBA
9.IlporpaMmMa aganTamnuu Jisi BHOBb HAHATHIX PAOOTHUKOB BKIIFOYACT CJICAYIOIINE HHCTPYKTAXKH
0 OXpaHe Tpyja:
A. BBOJIHBIX HHCTPYKTaX IIPH MpreMe Ha paboTy
b. IlepBuuHbIil HHCTPYKTaX Ha paboyeM MecTe
B. Perynsipblit HHCTpYKTaX 110 3KCILTyaTalluy 3JIEKTPOIPUOOPOB
I'. [loBTOpHBIN HHCTPYKTaX Ha paboueM MecTe
10.ITpu Hanmymu akta npuUuHEHHs yiiepoa paboTHUKOM paboToaaTeNb BIIpaBe:
A. IIpunsTH pelieHne o NpuBJIeUeHUU pabOTHHUKA K MaTepHalIbHON OTBETCTBEHHOCTH
b. TToJIHOCTBIO WIJIM YaCTUYHO OTKA3aThCs OT B3BICKAHUSA yiepOa ¢ paboTHHUKA

4.2. ®opMbl 1 MATEPHAJIBI IPOMEKYTOYHON aTTECTALMH.

4.2.1. IlpomexyTouHasi aTTecTalds MPOBOAUTCS B (popme 3ayera 1o Ouseram, KaxJbli
U3 KOTOPBIX BKIIFOYAET YEThIPE KeHC-3a1aHusl.

4.2.2. Onucanue noxasaresied U KpUTEPUEB OLIEHUMBAHUS KOMIIETEHLMH Ha pa3iIMYHbIX
JTanax ux (OpMHUPOBAHMUS.

MK-5.2 HA YPOBHE YMEHUI: - KOMIIETEHTHO, 0e3
O0ecrieunBaTh - obecreunBars | CYLIECTBEHHBIX HapyILIECHUH
YCIIOBHSI XPaHECHUA | rpappa XpaHEHHsI oOecrieunBaeT npaBuia Keiic-
JIEKAPCTBEHHBIX JIEKaPCTBEHHBIX XpaHEHUs]  JIEKapCTBEHHBIX 3a1aHus
CPEICTB B ANTEUHBIX | cpencTB B anTeuHbix | CPEACTB B AIITEYHBIX
OpraHu3aIMsIX OpraHMU3aLMAX OpraHu3alMsIX
IK-7.1 HA YPOBHE yMeHHi: - KOMIIETEHTHO, oe3
Opranu3oBbIBaTh CYILIECTBEHHBIX HapyUIEHUHI
- OpraHU30BBIBAThH
1110101 (910 0)% OpraHu3yeT poLEnypy
BBO3a/BBIBO3a TIpOLEAYPY BB03a/BBIBO3a
JIeKapCTBEHHBIX BBO33/BbIBO3A JIEKAPCTBEHHBIX  CPEJICTB, Keiic-
JIEKAPCTBEHHBIX
cpencts B/u3z PO p BKJIIOYas Ipouece 3a[aHHsT
CPEJCTB, BKJIfOYas | MOATOTOBKH HEOOXOINMBIX
mnpoiiecc  NOAroToBku | AOKYMEHTOB
HEOOXOIMMBIX
JIOKYMEHTOB
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HK‘g.l Ha ypOBHe yMeHI’Ii’i: = KOMIIETCHTHO, 663
Hcnonb3oBath CYILLIECTBEHHBIX HapyLICHUN
- HCTIOJIb30BaTh OCHOBBI
OCHOBBI UCIIONIb3YeT OCHOBBI .
HKOHOMHUYECKUX U Ketic-
HKOHOMHYECKUX u . HKOHOMHYECKUX u
. IPaBOBBIX 3HAaHUUA B . 3aJJaHMs
IIPaBOBBIX 3HAaHUH B . IPaBOBBIX 3HaHUH B
. npodeccuoHaIbHON .
npodeccuoHaIBLHON npogeccuoHaTbHON
JeSITeTbHOCTH
JeSITeIbHOCTH JeSITeNbHOCTH
IIK-10.1 VYmnpaBnsaTh | Ha ypOBHE YMEHHIi: - KOMIIETEHTHO, 6e3
paboroii mepcoHaa - YHOPABATE | cyriecTBEHHBIX HAPYIICHUI Keiic-
1IEpCOHAIOM B | ympaBnsieTr mepcoHajoM B sayanust
(hapMaLeBTHICCKIX (bapMareBTHYECKIX
OpraHu3anusax OpraHU3aIMIX

4.2.3. @oHJ OIIEHOYHBIX CPEJCTB MPOMEKYTOUYHOM aTTECTAIMH 110 JUCHMUIUIMHE aTTECTAINH.

Keiic-3a0anus
1. B cBoaublii miaH nposenenus nposepok FOJI u UIT opranamu rocyaapcTBeHHOro Haja3opa,
pasmelieHHbld Ha cairte ['ocymapcrBennou IIpoxyparypel P®, BkiaroueHa IpoBEpKa anTEKH
TOTOBBIX JIGKAPCTBEHHBIX MpenapaTtoB  (elepalibHOTO TOCYIapCTBEHHOTO  YUpEeXKJICHUs
3paBOOXpaHeHuss B TekymeMm roxy DenepanbHO Cciy:k0oii 1Mo Ham3opy B cdepe
3npaBooxpanenus (PocznpaBHanzop).
- CoOmoneHue kakux TpeOoBaHM OyayT mHpoBepsTh COTpyAHUKH Poc3npaBHanzopa mnpu
MIPOBE/ICHUH IJIAHOBOM MTPOBEPKH JAHHOW allTE€YHOUM OpraHu3anuu?
- Ilepeuncnure KOHKpETHbIE TpeOOBaHMS, KOTOpbIE HEOOXOIMMO COONIIOAATh alTEeYHOMN
OpraHu3anuu sl obecredeHusi COOII0ICHUS TUIICH3UOHHBIX TPeOOBaHWM MyHKTa 53 (IpaBHII
XpaHEHUsl JIEKapCTBEHHBIX CPEACTB JMJIi MEIUUUMHCKOTo npumeHeHus) «llonoxeHuit o
JUIEH3UPOBaHUU (hapMalleBTUUECKOM 1eATETHbHOCTI .

2.

2.1. CoTpyTHUKY TIPECTAaBUTEIIHCTBA HHOCTPAHHOW KOMITAHUH Ha Tepputopuu PD HeoOxomumo
MOATOTOBUTH JOKYMEHTHI JJI1 BBO3a KOHKPETHOM MAPTUU 3aPETHUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPENACTB, MPETHA3HAYCHHBIX JUIsI TPOBEICHUS KIMHUYECKUX HCCICAOBAHUIN JIEKAPCTBEHHBIX
npenapatoB. [lepeuncnure JOKyMEHTBI, KOTOpbIE HEOOXOIUMO MOATOTOBUTD.

2.2. CoTpymHUKY OpraHa HCIIOJIHUTEIIBHON BIAaCTH B cdepe 3apaBoOXpaHeHUs cyOnekra PD
HEOOXOJUMO  TMOATOTOBUTH  KOMIUIEKT  JOKYMEHTOB Ha  KOHKPETHYIO MapTHUIO
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB JJIA OKa3aHUs MEAUIIMHCKOW TMOMOIIU I10
JKU3HEHHBIM TOKA3aHMUSIM KOHKPETHOrO MalueHTa Juist oTnpaBku B Mun3apas PO. Ilepeuncnure
JIOKYMEHTBI, KOTOPbIE HEOOXOUMO MOITOTOBUTb.

3. B amrtexky moctynuio 20 ymakoBok JIII «Keroponmak s BHYTPHUBEHHOTO U
BHyTpuMBbILIeqHoro BBeaeHus 30 mr/mi, 1 mut Ne 10», npousBogutens OAO «Cunresy, Poccus.
[TpenenpsHas neHa 6e3 Hayora Ha o0aBieHHyo croumocts (HAC) — 66,15 py6., ieHa onToBHKA
coctaBuia 82,20 pyo.

ITosicHuTte:
- K kako#l rpyrre JeKkapCTBEHHBIX IIPENaparoB MOKHO OTHECTH KETOpoJIak? BXoauT im OH B
nepevyeHb )KU3HEHHO HEOOXOIUMBIX U BaXKHEHIINX JIEKaPCTBEHHBIX MpenapaToB?
- Uto HeoOXoAMMO cjenaTh, €CIM BO3HUKAIOT COMHEHHUS B KadecTBe mpemnapara? [ne
nyonukyercs HMHQOpPMalusi, HOPMATHBHbIE aKThl, KOTOpBIE OMNpENENSIOT TpeOoBaHUA K
JIEKapCTBEHHBIM CpEJICTBa Ha JTamax HX oOpamieHus (KOHTpPOJb KadecTBa Ha CTaluu
NPOM3BOJICTBA, XPAHEHUs, pealn3alu), WHPOPMALMOHHbIE TMHCbMA, TJE€ YKa3bIBAIOTCS
JIEeKapCTBEHHBIE CPECTBA, MOAJIEKAIINE UIBATHIO?
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- Kakum 06pa3zom mpoucxoauT MOHUTOPUHT aCCOPTUMEHTA U [IEH Ha KU3HEHHO HEOOXOANMBIE U
BOKHEHIINE JIEKAPCTBEHHbBIE MpEnapaThl?
4. BrI - 3aBeyronMid TPOU3BOJACTBEHHON anTekoil. B mTaTHOM pacriicaHuy BakaHTHA CTaBKa —

NPOBU30pa-aHAIUTUKA. BaM HE0OXOJMMO OIICHHUTh pe3loMe MOTEHIMAIBHOrO paboTHHKA,

UMEIOILETO CTaX pabOoThI 10 CIIEUATFHOCTH 3 TO/1a, MPUHATH PEIICHHE O IPUEME TI0 OCHOBHOMY

MecTy paboTbl, 0pOPMHUTH HEOOXOIUMBIE TOKYMEHTHI U IPOBECTH AIaNTaIHIO.

4.2 4. IlIxanel OLlEHUBAHUS.
[[Ixanp! OIIeHUBAaHUSI TEKYIIETO KOHTPOJIA.
Ikama oneHUBaHUsA TeCTa

Ouenka «OTIMIHO»

Ouenka «XopoIo»

KonngectBo npaBuibHbIX 0TBeTOB 90-100%

KonnyecTBo nmpaBuiibHBIX 0TBETOB 75-89%

Onenka «Y 10BJIETBOPUTEIBHO» KonngectBo npaBuibHbIX 0TBETOB 60 - 74%
Ouenka «HeynoBIeTBOPUTEIHHO KonuuecTBo npaBuiibHBIX OTBETOB 59% U MeHee

[[Txans! OLIEHUBAHUS IPOMEKYTOYHOTO KOHTPOJIS.

[IIxasa orieHMBaHus KEUC-3aJaHUs

Onenka «OTIMIHO»

Onenka «Xopouio»

Orenka
«Y IOBIETBOPUTETHLHOY

Onenka
«HeynnoBneTBOpUTEIBHO»

[Ipemiaraemoe pemeHne Keic-3agaHus IpaBuibHOE. [3naraer
MaTepuasa T'PaMOTHO, JIOTMYHO; CHCTEMAaTU3HUpPYyeT MaTepuan Ajs
peicHuA 3aJaHus, 3Ha4YUTCJIIbHAA qaCTb Keiica peuicHa
CaMOCTOSITEJIHO; JIEMOHCTPUPYET TEOPETHUYECKHE 3HaHWs IpU
peIICHUHN 3aI[aHHfl; OTBCThHI HA AOIOJHUTCIIBHBIC BOIIPOCHI BEPHBLIC,
YETKHE.

[Ipemyiaraemoe pemeHne Keic-3agaHus IpaBuibHOE. [3naraer
MaTepuan TpaMOTHO, HO HEAOCTAaTOYHO JIOTUYHO; CUCTEMATU3UPYET
Marepuagl jd pelICHHA 3adaHusA; 3HAYUTCIIbHAsA 4YacCTb Keiica
pellIeHa CaMOCTOSTENIBHO; HEMOJIHO JIEMOHCTPUPYET TEOPETUUECKUE
S3HaHUA TIIpU PCIICHHUHU SaIIaHHfI; OTBEThHI Ha JOIIOJIHHUTCIIbHBIC
BOIIPOCHI BEPHBIE, HO HEAOCTATOYHO YETKUE

[Ipemnaraemoe pemeHne Keic-3agaHus IpaBuibHOE. [3maraer
MaTepuan HEINOCJIEA0BATEIBHO, HEZ0CTaTOYHO JIOTUYHO;
CUCTCMATU3UPYET MaT€pual A PCHICHUA 3adaHUs; Majlasd 4acCTb
Kelica penieHa  CaMOCTOSITENIBHO;  HEMOJIIHO  JEMOHCTPHUPYET
TCOPCTUUCCKHUEC 3HAHUA TIpU PCHICHUU SaﬂaHHﬁ; OTBE€ThBI Ha
JIOTIOJTHUTENbHBIE BOMPOCHI HEOCTATOYHO YETKHE, C OMIMOKaMHU B
ACTAIAX OTBEThI

IIpennaraemoe pemieHue Kelic-3afaHus HemnpaBuiabHOe. I3maraer
MaTepual  HEMOCJIEAO0BAaTEIbHO, HEAOCTaTOYHO JIOTMYHO; HE
CUCTEMATHU3UpPYyEeT MaTepuai JUlsl pEIIeHUs 3aJaHus; Majas 4acTb
Kelica pelleHa CaMOCTOATENbHO; HEMOJHO  JIEMOHCTPUPYET
TEOPETUYECKHE 3HAaHUA TpU pEUICHUM 3aJaHuil; OTBETHl Ha
JIOTIOJTHUTEIbHBIE BOMPOCH! HEMPAaBUIIbHBIE (OTCYTCTBYIOT)

3a oTBeT Ha KaXxgoe Kelc-3aJaHue BBICTABIISIIOTCS OICHKHU <<OTJ'II/I‘-IHO», ((XOpOI_HO»,
«YJIOBJ'IGTBOPI/IT&TH)HO», «HeYJIOBJ'IeTBOPI/ITeJ'H)HO». ITo JUCHHUIIIIMHE BBICTABJIACTCA OICHKaA
«3aureHo» niM «He 3aureHO». OI_ICHKI/I «y,Z[OBJ'ICTBOpI/ITCJ'IBHO», <<X0p0H_IO» u «OTIU4HOY» 3a
BCE Kelc-3aJaHus O3HadaroT yCIIeurHOE€ OCBOCHUC JUCHUIINIMHBI W COOTBCTCTBYIOT OIICHKE

«3auTeHo.

5. Meroauyeckue peKOMEHAALMHU 10 OCBOCHHUIO M CLUTIIUHbBI
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Pexomenoayuu no noocomoske k 1eKYUOHHIM 3AHAMUIM
W3ydeHne TUCIHUIUINHBI TPEOyeT CHCTEMATHYECKOTO U TIOCTIEI0BATEIbHOTO HAKOTUICHHU S 3HAHUH,
CJIEIOBATENLHO, MPOITYCKU OTIEIBHBIX TEM HE MO3BOJISIOT TIyOOKO OCBOUTH mpeamer. MiMeHHo
MO3TOMY KOHTPOJIb HaJ CUCTEMATHUECKON paboTOi 00yJaromuXCcsl BCErJja HAXOAUTCS B IICHTPE
BHUMaHUs KaeIpsl.
OOGyuarommmcs: He00X0UMO:
- Mepea KaKIoW JICKIMeH IMpOocMaTpuBaTh padodvyr0 MPOrpaMMy JHUCHHUIUIMHBI, YTO MO3BOJUT
COKOHOMHUTBH BpPEeMs Ha 3alMChIBAHHE TEMbI JICKIIMH, €¢ OCHOBHBIX BOIPOCOB, PEKOMEHIyeMOMH
JUTEPATYPHI;
- TIepe]l OYEPeTHON JEKIUEH HEOOX0IUMO MPOCMOTPETh IO KOHCIIEKTY MaTepual Mpeabl Ay
JCKIIMU; TIPU 3aTPYJAHCHHUSX B BOCHPHSITHH MaTepHalia CJIeIyeT OOpaTUThCS K OCHOBHBIM
JTUTEPATypHBIM HMCTOYHHMKAM; €CJIM pPa300paTbcs B MaTepuaje HE yAaeTcs, TO HEoO0XOIUMO
00paTHThCS K MPENOIaBATENI0 HA CEMUHAPCKIX 3aHATHUSX.
Pexomenoayuu no noocomoske Kk npakmuueckum 3aHsamusim
OO0yyarommmcst cieayer:
- NPHHOCHTH C COOOH pPEKOMEHIOBAaHHYIO IPEMOaBaTelieM JIMTepaTypy K KOHKPETHOMY
3aHATHIO;
- JI0 OYEPEHOTO CEMHHAPA MM MPAKTUIECKOTO 3aHATHUS 110 PEKOMECHIOBAHHBIM JINTEPATYPHBIM
UCTOYHUKAM TPOopaboTaTh TEOPETHUYCCKHA MaTepHall COOTBETCTBYIONIEH TEMBI 3aHATUS U
0oTpaboTaTh 3aAaHUsI, ONPEACIEHHBIC IJIS TOJATOTOBKH K MMPAKTUICCKOMY 3aHSTHIO;
- IPU TIOJITOTOBKE K CEMUHAPAM HJIM MTPAKTHYCCKUM 3aHSATHSAM CIIEYeT UCTIOIb30BaTh HE TOJIBKO
JICKIMH, HO ¥ YUECOHYIO JIUTEPaTypy;
- B HayaJIe 3aHATHI 3a/1aTh MPEIIO/IaBaTEII0 BOMPOCHI [0 MaTepUaIly, BI3BABIIEMY 3aTPYAHCHUS
B €0 NOHUMAaHUHU.

Bonpocul 05 camocmosimenvroti noocomoexu

Pazgen 1. Opranuszamus oxpaHbl 3J0pOBbS U JICKAPCTBEHHOTO OOECreYeHUs
HacesieHus B P®

1. Kaxkue JIC noiexxat BEIOOPOUHOMY KOHTPOJIIO KauecTBa?

2. Kakue Buab! JIC nojuiexar rocyaapcTBeHHOM peructpanun’?

3. Kaxkas undopmanust conepxkutcs B rocyaapctsennom peectpe JIC o JIIT?

4. Cpoku AeWcTBUS perucTpaliMOHHBIX yocToBepeHuit Ha JIC?

S. Kakwue JIC 3anpemieno npou3BoauTts Ha Teppuropun PDO?

6. Yro takoe danscuduuuporannoe JIC?

7. Urto Takoe HemoOpokauecTBeHHbie JIII?

8. Kakue opransl oCylIeCTBIISIOT TOCYAapCTBEHHBIH KOHTPOJIb KauecTBa M 0€30IacHOCTH
JC?

9. Kakue  TpeGoBaHMs  NpeABABISAIOTCS K XPaHEHUIO  TEPMOUYYBCTBHUTEIBHBIX
JIEKapCTBEHHBIX IpenapaToB?

10.  Kakue BHJbI OTBETCTBEHHOCTH IMPEyCMOTPEHBI 3a peanu3annio GpanbCupUIMpPOBAHHBIX,

HeZ00poKayeCTBEHHbIX, KOHTpadakTHbIX JIT1?
Paznen 2. OcHOBHBIE IPUHIIMITBI YIIpaBJIEeHUs B MpodeccruoHanbHoi chepe

1. C Kakol LENBI0 CO3AAeTCs CUCTEMa KadyecTBa MpU ocylecTsieHnn xpaHenus JIII? Yro
OHa co0oii peacTaBiseT?

2. UTo Ha3BIBaIOT «CTAHIAPTHBIMH OIeparmoHHbIMH mporeaypamu» (COIllamm)? UYto
nosxHbl pernaMenTuposats COIlbl ipu ocymectinenuu xpanenus JIIT?

3. Kto B amnreyHoll opraHu3alnuu OTBEYaeT 3a BHEApPEHHE U 00ecrnedyeHHe CHCTEMBbI
KauecTBa?’

4. KakoBsI ipeaynpenuTensHbple MEPOITPHUATHS st oOecrieueHus kadectsa JIT17?
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Kax noarsepsxkaaercs kauectBo JIC B aniTeyHbIX OpraHu3anusix?

6. B uwem 3akmovaercss mpoBeneHHWE ~MPUEMOYHOTO, MHUCBMEHHOTO, OIPOCHOTO,
OpPTraHOJNENTHYECKOTO, (DU3MUECKOr0, XUMHUYECKOTO0 KOHTPOJISL, KOHTPOJb KadecTBa
CTEPHJIBHBIX PAaCTBOPOB M KOHTpoJs mpu otmycke JIII? Kak odopmisroTcss pe3ynbTaThl

KOHTpOJIsA?

7. Kakue NOKyMEHTBbI cUCTeMbl KauecTBa 0 XxpaHeHHIo U nepeBoske JIII m1oymxkHbI ObITH B
anTeYyHON opraHu3anuu?

8. Kakue TpeGoBaHus NpeabsBIAIOTCSA K IOMELIEHUAM U 000pyaoBaHuto i xpaneHus JIIT
B alTEYHOH OpraHusauun’?

9. Kakue tpeOoBaHMsA 1O COONIIOJEHUIO CAaHUTAPHOTO PEXHMMA JIOJKHBI BBINOIHATHCS
anTevyHOM opranu3anuen?

10.  Kakue MeponpusTHs HEOOXOOUMO MpEeNNpUHATH B anreke npu BeiaBaeHuun JIIT ¢

HCTEKIITUM CPOKOM T'OJTHOCTH?
Pexomenoayuu no pabome c aumepamypou

JIrobast popma camocTosiTeNIbHOM paboThl OpauHATOpa (MOArOTOBKAa K CEMHUHAPCKOMY
3aHATHIO, HAMMCAaHUE 3CCE) HAUMHAETCS C M3y4YEHUS COOTBETCTBYIOLIEH JHUTEpaTyphl, Kak B
OuOJIMOTEKE, TAK U JOMA.

PexoMenganuu opauHaTopy:

- BbIOpaHHBIH HMCTOYHMK JIUTEPATyphl 1€1ecoo0pa3HO BHUMATEIBHO MPOCMOTPETH; CIEIYET
O03HAKOMUTBCSI C OIJIABJICHUEM, IPOYUTATh AHHOTALMIO U IPEAUCIOBHE; LiernecooOpa3HO ee
IPOJIUCTAaTh, PACCMOTPETh WJUIIOCTPALMH, TaONMIbl, JAUArpaMMbl, IPUIIOKEHHUS; TaKoe
MIOBEPXHOCTHOE O3HAKOMJICHUE MTO3BOJIUT Y3HATh, KAKHUE TJIaBbl CJIEAYET YUTaTh BHUMATEIIBHO, a
KaKHue MpoYnuTaTh OBICTPO;

- B KHUT€ WM >XypHaJe, MPHHAJICKAIINE CaMOMY OpPJIMHATOPY, KIFOUEBbIE MO3UIIUUA MOXKHO
BBIICTISITh MapKepOM HIIM JieJaTh MOMETKH Ha MOJAX; Mmpu pabore ¢ MHTEpHET-MCTOYHUKOM
1eJ1€CO00Pa3HO TAK)KE BBIICISTh BAXKHYIO HH(POPMAIIHUIO;

- €CIM KHUTa WU KypHall HE SIBISIOTCA COOCTBEHHOCTHIO OpPAMHATOPA, TO IIEIeCO00pa3HO
3alMCchiBaTh HOMEpPA CTPAHUL], KOTOpbIE NPUBJIEKIM BHMMAHHUE, M03KE CJIENYET BEPHYThCA K
HUM, [€peuuTaTh WIM NEpenucaTh HYXKHYI HHPOpMaluioo; (¢(U3NYecKoe MAeWCTBUE IO
3aMMChIBAHUIO TOMOTAeT MPOYHO 3aJI0KUTh TaHHYIO HHPOPMAIHIO B «OaHK MaMSATH.

Brinensitores cneayromnye BUAbI 3aUceit Ipu padoTe ¢ TUTEPATYPOI:

KoHcnekT - kpaTkas cxemaTuyeckasl 3allChb OCHOBHOT'O COAEP)KaHUS HaAyYHOH PabOTHI.
[lenbto sBiAETCS HE MNEPENMCHIBAHUE JUTEPATYpHOTO HCTOYHUKA, A BBISIBICHHUE CHCTEMBI
JI0Ka3aTeNNbCTB, OCHOBHBIX BBIBOAOB. KOHCIIEKT MOIKEH COYETaTh IOJHOTY H3JI0KEHUS C

KpPaTKOCTBIO.
[utaTta - TOYHOE BOCIPOMU3BEACHHME TEKCTA. 3aKJIIOYAeTCsl B KaBbIUKU. TOYHO
YKa3bIBACTCA CTPaHUIa HCTOYHHKA.
Tesucer - KOHOCHTPUPOBAHHOC HM3JIOKCHUEC OCHOBHBIX MOJOKEHUH MMPOYUTAHHOTI'O
MarepHaia.

AHHOTaIM - OYeHb KPaTKOE U3JI0KEHHE COJCPKAHUS TPOUUTAHHOM paboThI.

Pe3ztome - Haubosee 001IMe BHIBOJIBI U TTOJI0XKEHUS paObOTHI, €€ KOHILIETITya IbHbIE HTOTH.

3anucu B TOW WM MHOW (OpMe HE TOJBKO CIOCOOCTBYIOT MOHMMAHMIO M YCBOEHHUIO
U3y4yaeMoro marepuaja, HO M IIOMOTalOT BbIpabaThIBaTh HAaBBIKM SCHOTO M3JIOKEHUS B
NUCbMEHHOU (hopMe TeX MM UHBIX TEOPETHUYECKHUX BOIPOCOB.

6. MaTepuajbHO-TEXHHYECKOE U Y4eOHO-MeTOHYeCcKoe odecreyeHne MporpaMmmbl
OPAMHATYPHI
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Hns  obOecneueHus  pealM3allMd  JUCHMIUIMHBI  HUCIOJNB3YIOTCS  CIEIHAIbHO
000py/I0BaHHBbIE TOMEUICHHUS JUIsl MPOBEIACHUS y4eOHBIX 3aHATUN, B TOM YHCIE: ayIUTOpUH,
000pyIOBaHHBIE MYJIBTUMEIUHHBIMU W HWHBIMH CpEACTBaMU OOydYeHHs, a TaKXkKe HHOe
o0opynoBaHue, HEOOXOAUMOE /JIsl peaTu3aluy IPOrpaMMbl OpIUHATYPBHIL.

Jis  mpoBeAcHHs JICKIUN, MPAKTUYECKUX 3aHSATUH OOYYArOMIMXCS HCIIONB3YIOTCS
MOMEILEHUS, OCHAIEHHbIE MPE3EHTAIMOHHBIM 000pyJIOBaHUEM (MYJIbTUMEANUA-IIPOEKTOD,
9KpaH, KOMIIBIOTEP JUJIsl YIIPABIICHUS).

Jlj1 caMOCTOATEIbHOM paboThl 00YUYaAOIUXCSI UCTIOIB3YIOTCS IOMEIIECHHUS, OCHAIIIEHHBIE
KOMIIBIOTEPHOI TEXHUKON ¢ BO3MOXKHOCTBIO MO/KIIOUEHUs K cetu "MHTepHeT" 1 obecrieueHreM
JOCTYTA B JEKTPOHHYIO HHPOPMAIIMOHHO-00pa30BaTEIbHYIO CPEly OpraHU3alUH.

IIpoepammmnoe obecneyenue 0bujeco Ha3HAYeHUs.
Jns obecrneueHuss peanu3alli JAUCUUIUIMHBI  UCHOJB3YETCS  CTaHAAPTHBIA  KOMILJIEKT
nporpammuoro obecnedenust (I10), BxIOYaromMii peryiaspHO OOHOBIsieMOe CBOOOJHO
pactpoctpansieMmoe u suneH3nonHoe 110, B Tom yucie Windows u MS Office.
Ocnoenas numepamypa

1. Vmnpasinenue u 3koHOMHKA (apMmaruu [DIEKTPpOHHBIN pecypc]| : ydeOHuk / moxa pen. U. A.
HapkeBnua. - M. : I'DOTAP-Menwma, 2017. - 928 c. : wun. Pexum pocryna:
http://client.studmedlib.ru/book/ISBN9785970445907.html

2. YmpamieHue W 3KOHOMHUKa (apmaruu [DnexTpoHHBIA pecypc]: yueObnuk / [Tox pen. B.JL
barupoBoit - M. : Menuimna, 2008. Pexum JIOCTYTIA:
http://client.studmedlib.ru/book/ISBN5225041205.html

3. Perucrpanuss ¥ uCHoONIb30BaHUE JIEKAPCTBEHHBIX CPEACTB [DneKTpoHHBIA pecypc| / B.IL
[Magankua, M.P. Cakaee - M. : [I'DOTAP-Memma, 2011. Pexum pocrymna:
http://client.studmedlib.ru/book/970409169V0025.html

Jlonoanumenvnas numepamypa

1. ®apmaxonanzop [Dnextponnsiii pecype] / B.K. Jlenmaxun, A.B. Acraxosa, C.K. 3pIpsiHOB -
M. : I'DOTAP-Menna, 2011. Pexum JOCTYyIa:
http://client.studmedlib.ru/book/970409169Vv0026.html

2. OOmias S1IUIEMHOJIOTHSI C  OCHOBaMHM  JIOKa3aTelbHOW  MeAWIMHBL.  PyKoBOACTBO K
MPAKTUYECKUM 3aHATUSAM [DIIEKTpOHHBIN pecypc] : ydueOHoe mocobme / Ilox pen. B.M.
[TokpoBckoro. - 2-¢ u3A., uchp. u gom. - M. : [DOTAP-Menua, 2012. Pexxum nocryna:
http://client.studmedlib.ru/book/ISBN9785970417782.html

IIpogpeccuonanvuvie 6azvl OaHHbIX, UHDOPMAYUOHHBIE CNPABOYHBLE CUCEMbL
1. TIpaBoBas 6a3a nanHbix «KOHCYNbTaHT cTyneHTa» [DIEKTPOHHBIN pecypc|: odunmambHBINR

caiit. — Pexxum noctyma: http://www.studmedlib.ru/ — 3aru. ¢ sxpana.

2. TlpaBoBas 6aza maHHbIX «KOHCYNBTAaHT MIItOC» [DNEKTPOHHBIN pecypc]: opHUIIMATBHBINA CANT.
— Pexxum noctyna: http://www.consultant.ru// — 3ari. ¢ sxpana.

3. Hayunas osnektponnas Oubnmoreka «KubepJlennnka» - [DnekTpoHHBIH  pecypc]:
ohunmanbHeIi caiit. — Pexxum nocryna: https://cyberleninka.ru/ — 3ari. ¢ skpana.

4. Hayunas onektpoHHas Oubnuoreka «eLIBRARY.RU»  [DnektponHbiii  pecypc]:
odunmanbHeIi cait. — Pexxum noctyna: https://elibrary.ru/ — 3ari. ¢ skpana.

5. TocymapcTBeHHBIN peecTp JIEKapCTBEHHBIX CPEACTB [DIEKTPOHHBIA pecypc]: opUIHMATbHBIHI
caiT. — Pexxum noctyma: https://grls.rosminzdrav.ru/ — 3arin. ¢ skpana.

6. Od¢unmansublii caiit dexepanbHOl caykObl O HAA30PY B cepe 3ApaBOOXPaHEHHS B CETH
"UnTepHer» [DaeKTpoHHBIM pecypc]: oduumanbHbii caiit. — Pexxum npoctyma: https:/
https://roszdravnadzor.gov.ru/ — 3aru. ¢ skpana.

7. TIporpamMHO-anmapaTHBI KOMIUIEKC JISi TIPOBEPKM TEKCTOBBIX JOKYMEHTOB Ha HaJMYWE
3aMMCTBOBAHUN U3 OTKPBITHIX UCTOYHHKOB B ceTH VIHTepHET U Apyrux ucTouyHUKOB Crcrema
«AHTUIIaruaT» [ONeKTpoHHBI pecypc]: odunuanbHbld caifit. — Pexum npocryna:
https://www.antiplagiat.ru/ — 3ar:. ¢ sxpana.
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