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PaGouas mporpamMma JUCLMILIHHEL (Momyiis) «DapMaKko3KOHOMHUKE» pa3paboraHa
IpenoaaBaresiMi Kadeapsl hapMariy B COOTBETCTBHH C TpebOoBaHMSIMH (elepalbHOro
TrOCYIaPCTBEHHOTO 06pa30BaTelbHOTO CTAHIAPTa BEICILETO 00pa3oBaHys (®I'0OC BO) mo
cmemuanbHoctd  33.08.02 YmopasneHne ¥ SKOHOMMKA (apMallid, YTBEpXKIESHHOIO
nprkazoM Munobpuayku Poccum Nell43 or 27.08.2014r., m po¢eCcCUOHAIBEHOTO
crarmapTa «CIenuanict B 00NacTH yIpaBleHus (HapMaleBTUYCeCKOH JeATelIbHOCTBION,
yTBEPXKIEHHOTO IpHKa3oM MuHTpyIa i couanbHOM 3amuTE Poccuiickoi @enepaiiu Ot
22 mas 2017 roga Ne 428H.

PaGouas mporpaMMa JUCLAIUIHHEI (MOJyJIs) COCTaBIICHA:

Ne | dammauns, iMs, 0TYECTBO Yuenas 3annMaemMas J0JKHOCTh, Kadeapa
CTeleHb, 3BAaHHE
1 ITonuackas T.A. K.§.H., moreHT | 3aB. Kadenpoi Gapmanun
2 Porog O.A. K.0.H., TOLIEHT TouenT Kabeapsl papMaluu
3 Hasumos C.b. K.(.H., joneHT | JloneHT Kadenps! papmanyy

PaGouast IporpaMMa IUCIMIITHHEL (MOTYIIL) 06CyXk/IeHa U 0f00peHa Ha 3aCelatuy
kadenps! papManuu. '
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1. Heab u3y4yeHus JUCHUILIUHBI (MOAYJIs1)

Jlath oOyuaromuMcs yriryOJIeHHbIC 3HAaHUSI B 001aCTH (hapMaKOIKOHOMUYECKOTO U
dbapMaKodITUAEMHOIOTUYECKOTO aHAJIN3a U BBIPA0OTAaTh HABBIKK OIEHKH CPABHUTEIBHOU
3¢ (HEKTUBHOCTH PA3IUYHBIX BUIOB JIEKAPCTBEHHOTO JICUEHUS U BHIOOpA ONMTUMAJIbHOTO
JICKapCTBEHHOTO CPEJICTBA C TO3MIMM KIMHUYECKOM #  (PapMakOdIKOHOMUYECKOM
3 PeKTUBHOCTH.

2. Mecto nucuunjannbl (MoayJs) B crpykrype OOIT
PaGouas nmporpamMma nucuuriivHbl (Moyiisi) «@apMakodKOHOMHUKa» OTHOCHUTCS K
broky 1 mporpamMmbl OpAMHATYPHI W SBIAETCS O00S3aTENBHON MJIE  OCBOCHHS
oOy4varorumucs. 3yueHnne MUCIUIIINHBI HAIIPABJICHO Ha (OPMHUPOBAHNE KOMIICTCHITHH,
00€eCIeuynBaONINX BHITIOJIHEHUE OCHOBHBIX BUJIOB JCSITEIIBHOCTH TTPOBHU30PA.

3. TpeOoBaHus K pe3yJibTaTaM OCBOCHHS AMCIHUIIMHBI (MOIYJIs1)
[Ipouecc u3yueHus TUCUUIIMHBI (MOAYJIsl) HAIPABJIEH HAa (POPMUPOBAHUE CIIETYIOITNX
komneTeHnuii B coorBeTcTtBur ¢ ®I'OC BO n OOII BO o ganHOM cnienuaabHOCTH:

Tabnuya 1
Kon u HammeHoBaHue IInanupyemsle pe3yjbTaThbl 00y4eHHs 10 AUCHHUILINHE (MOAYJIIO),
KOMIICTCHIIMH COOTHECCCHHbIC C HHAUKATOPAMMU NOCTUKCHUA KOMIICTCHIIUHA
IIK-6: - OCHOBHBIE YKOHOMUYECKHE U (PHAHCOBBIC
TOTOBHOCTH K OIlCHKE | 3HaTh MOKa3aTey, IpuMeHsieMble B cepe oOpaiieHus
SKOHOMUYECKHX U JIEKAPCTBEHHBIX CPEACTB
(UHAHCOBBIX - OCYILIECTBIIATh MOUCK U aHAJIN3 SKOHOMUYECKUX U
[IOKAa3aTeIIeH, Ymern (MHAHCOBBIX MMOKA3aTENEH, IPUMEHSAEMBIX B cepe
MIPUMEHSAEMBIX B oOpallleHHsl JICKAPCTBEHHBIX CPEJICTB
chepe oOpateHus - METOJIaMH OIICHKE SKOHOMUYECKHUX U (PMHAHCOBBIX
JIEKapCTBEHHBIX Baajgers | mokazartesiei, mpuMeHseMbIX B chepe oOparieHus
CpPEICTB JIEKAPCTBEHHBIX CPEJICTB

4. O0beM TMCHUNJIMHBI (MOXYJISI) N0 BUIaM y4eOHOil padoThl

Tabauya 2
Buabi yueOHoli padoTsl Bcero, O0bem 1o cemecTpam
qac. 1 2 3 4

KonTakTHas padora o0y4aruerocs ¢ 86 86 - - -
npenojaaBarTeseM N0 BUAAM YUeOHBIX 3aHATHI
(KonTakr. pa6.):

JlexknmmonHnoe 3anstue (JI) 8 8 - - -
Cemunapckoe 3ansatue (C3) - - - - -
IIpaktuyeckoe 3ausarue (113) 78 78 - - -
CamocrostenpHas paboTa 00yJaromerocs, B TOM 41CiIe 58 58 - - -
MTOATrOTOBKA K MPOMEXyTouHoM arrectanuu (CP)

Bun npomexyrounoii arrectanuu: 3ader (3), 3a4eT ¢ 3 - - -
onenkoit (30), Dx3ameH ()

OO0uruii 00b€éM | B yacax 144 144

B 3a4e€THBLIX eAMHHIIAX 4 4




5. Conep:kanue TMCHUILIAHBI (MOTYJIs1)

Tabnuya 3
Ne HaumeHoBaHue pa3ie/ioB, TeM TUCHHUILIAH (MOaYJIeil) Kox unagukaropa
pasaena
1 dapMak0o’KOHOMHMKAa — Kak Hayka. lIpenmer, uenu u 1IK-6
3a7a49u (HhapMaKOIKOHOMHKH M (hapMaKO3MHAECMHUOJIOTHH.
2 Otansl 1 MeTOIbI (hapMaKOIKOHOMUYESCKOr0 aHaIn3a. 1IK-6
6. YueOHO-TeMaTH4YeCKHUil NJIAH JUCUUIJIMHBI (MOYJIs1)
Tabnuua 4
KoanyecTBO 4yacoB
I;I:DZ;I; HaumeHoBaHue pa3/ie/ioB, Beer Kont ;I:;:{I)TM?) Hf‘:ﬁ(a
paiea, TeM aKT. J C3 n3 | Cp P A
TeMbI 0 Jist TOpa
pao.
YcerHbl
DapMaK0IKOHOMHMKA — KAK i
Hayka. [Ipegmer, neau u onDOC
Pazpen 1 3aMaum 38 20 2 - 18 18 co GI;ce, IK-6
¢bapMakoIKOHOMMKH U !
oBaHHe.
dapmakodnuaEeMuoJI0THA
[Ipenmer, uenu u 3agauu Pe(?;epa
Tema 1.1 (hapMaKOIKOHOMHKH U 38 20 2 - 18 18 TCC".H/I I1K-6
(hapMaKoITHIEMHOJIOTUH p
OBaHUE
YcerHbl
i
ITanbl ¥ METOAbI OIDOC
Paznen 2 | ¢papMakodIKOHOMHYECKOTO 106 66 6 - 60 40 poc, ITK-6
colecen
aHaJm3a.
OoBaHuUe.
Tarel 1 METOIBI Pe?epa
Tema 2.1 (hapMaKOIKOHOMUYECKOTO 37 22 2 - 20 15 ) IK-6
Tectup
aHamms3a.
OBaHME
DapMaKkoIMUICMUOIIOTHS. Pedepa
Tema 2.2 JaaH W BIEL 37 | 2 | 2 | - |20 ]| 15 - TK-6
(hapMakoITHAEMIIECKIX Tectup
HCCIICIOBaHMI. OBaHHE
Pegepa
Tena 2.3 DopMynspHAs CHCTEMa: TIeTTH 3 2 ) i 20 10 T. TK-6
U 3a7a4H. Tectup
OBaHUE
Oo6mmii 006éMm | 144 86 8 - 78 58 3auer




7. YueOHO-MeTOAMYECKOEe 00ecleYeHrne CaMOCTOATeIbHON padoThl
o0yyarommxcsi
[{ens camocToATENHHOM pabOThl 00YYAIOIIUXCSI 3aKITF0YAETCS B TITyOOKOM, TIOJTHOM

YCBOGHUW YYEOHOTO MaTepwajia W B Pa3BUTUM HABBIKOB CaMOOOpa3oBaHUS.
CamocTosiTenpHast paboTa BKITIOYaeT: paboTy ¢ TEKCTaMHU, OCHOBHOM U JOTIOTHUTEIHHOU
JUTEPATYPOH, Y4EOHO-METOAMYECCKUMHU IMOCOOMSIMHU, HOPMATHBHBIMM MaTepHaaMH, B
TOM 4YHCIIe MarepuajgamMu VHTepHeTa, a TakkKe MpopadOTKa KOHCIICKTOB JICKIUH,
HamnWCaHWe JIOKJIanoB, pedepaToB, ydacTue B paboTe CEMHUHApOB, HayYHBIX
KOH(epeHIHsIX.

OOyuaromuecs, B T€YCHUE BCETO MEPHOJa O0yUYEeHHsI, 00ECTICUNBAIOTCS JOCTYIIOM
K aBTOMaTH3upoBaHHOW cucteme «OpauHaTypa u Maructparypa (AMCTaHIIMOHHOE
o0yueHune) PoCcTOBCKOTo rocy1apCTBEHHOTO MeAUIIMHCKOTO YHHUBepcuTeTtay (AC OMIIO
PoctI'MY)  https://omdo.rostgmu.ru/. © K  DJIEKTPOHHOM  HHQPOPMAITMOHHO-

oOpazoBaTeIbLHOM cpejie.

CamocrostenpHas padora B AC OMJIO PoctI' MY mnipencraBiser co0oit 10CTyn K
AJIEKTPOHHBIM 00pa30BaTENIbHBIM pecypcaM B COOTBETCTBUU C (opMoil oOydeHus
(JIeKuuHM, METOAMYECKHE PEKOMEHJAINM, TECTOBbIC 3aJaHusl, 3a/add, BOMPOCHI s
CaMOCTOSITETILHOTO KOHTPOJISI ¥ U3YUYEHUSl, THTEPHET-CChUIKH, HOPMAaTUBHBIE TJOKYMEHTBI
Y T.A.) 0 COOTBETCTBYIONIECH nucturinHe. O0ydaronuyecss MOTyT BBIOJHUTH KOHTPOJIb
3HAHUW C TOMOIIBI pEHIeHUs TECTOB W CUTYAlMOHHBIX 3a/ad, C MOCIEIYIOIeH
MIPOBEPKOM MPENOABATEIIEM, HIIK BBITIOJIHUTh KOHTPOJIb CAMOCTOSITEIHHO.

3aganus 11 CAMOCTOATEILHOM PadoThI

Tabnuya 5
Ne .
pazieaa HaunmenoBanue pasgeia | Bonpochl JJIsi CAaMOCTOSITEIbHOW PadOThI
PapMaKO’KOHOMHUKA — Kak .
1. OCHOBHBIE MTOKA3aTENHN U UHJIEKCHI SKOHOMUYECKON
Hayka. IIpeamer, nenu wu
1 3P PEKTUBHOCTH IPUMEHEHHS JIEKapCTBEHHBIX MPENapaToB
3amaun (hapMaKOIKOHOMHUKHU
2. ®apMaKO03KOHOMHKA M KaYECTBO )KM3HU MTALIUEHTOB
1 ($hapMaKo3MUIEMUOTIOTHH.
1. AHanm3 0cOOCHHOCTEH TIIaHUPOBAHUS OFOKETa
npu 00ecrieYeHNH TapreTHOM Tepanuel maueHToB
2. ABC/VEN-, yacTOTHBIM aHAJIN3 U METO/
«MUHHMM3AIIH 3aTpaTy 0a3uCHON Tepanuu
Oranblt u METO/IBl | pacHpOCTPAHEHHBIX MATOIOTHI
2 (hapMaK03KOHOMHYECKOTO 3. OueHka BIMSHUS UEHTPANIU3aLMU 3aKyIOK Ha
AHAIN34. JIeKapCTBEHHOE O0ecrieueHne NalueHToB 0 porpaMMe
BBICOKO3aTPaTHBIX HO30JIOT Ui
4. ®apMaKoHAI30p - KaK HAyKa U IESITEIbHOCTb,
HampaBlieHHAs Ha BBISBICHUE, OIICHKY, IPEIyIPEkKACHHIE
HEeOJaronpHUsITHBIX MOOOYHBIX 3()(PEKTOB CBA3AHHBIX C
MIPUMEHEHUEM JIEKAPCTBEHHBIX CPEJICTB.



https://omdo.rostgmu.ru/
https://www.pharmacoeconomics.ru/jour/article/view/1089
https://www.pharmacoeconomics.ru/jour/article/view/1089
https://www.pharmacoeconomics.ru/jour/article/view/1089

KoHTpoib caMocTosITeNIbHON PabOThl OCYIIECTBIISETCS HA MPAKTUUECKUX 3aHATHUSX.

8. OueHo4YHbIe MAaTEPHAJIBI I IPOBEICHUS TEKYIIEro KOHTPOJIS
yCIIEBA€MOCTH M MPOMEKYTOUYHOM ATTeCTANMH 00yUAKIINXCS

OHGHO‘-IHBIG MaTCpHraJibl, BKIIFOYass OCHOYHBIC 3aJlaHHA AJIA ITPOBCACHUA TCKYIICTO

KOHTPOJIA YCIICBACMOCTHU U HpOMe)KYTOQHOﬁ aTTeCcTaluu o6yt1a}0m1/1xc;1 10 AUCHUIIIINHEC

(Momymio) mpenctaBieHbl B llpunoskenuu OTrleHOYHBIE MaTepuaiabl MO IUCIUTUIMHE
(Moyst).

9. YueOHO-MeTOAMYECKOE U MH(OPMAIIMOHHOE OOecneyeHne JUCHUILTUHbI

(MoayJis)
Tabauya 6
Ne ABTOp, HAUMEHOBAaHMUE, KoanuecTBoO
/| MecTO U3aHHsl, H31ATeJIbCTBO, 0]l U3IaHHUS IK3eMILISAPOB
OcHoBHasi JuTepaTypa
VYnpasiieHue 1 3KoOHOMHKa apMaluu: y4eOHUK Jloetyn u3 IBC «KoncyIbTanT Bpata» —
1 / mox pen. I.A. HapkeBuua. — Mockaa: . .
SOTAP-Meua, 2017. — 923c. TEKCT: 3JIEKTPOHHBII. 38, IP.
dapMak0IKOHOMHUKA U
(bapMaKo3MUAEMHOIOT U — IPAKTHKA
2 MIpUEMJIEMBIX pelIeHuil: yuebHoe mocodue / 1 3Kk3.
B.b. I'epacumos [u nap.]; pen. B.b. I'epacumos.-
Mocgka: Memunmna, 2005.- 352 c.
JlonoJIHuTeIbHAS JIUTEpPaTypa
1 OAPMAKOSKOHOMMUKA. CoBpemeHHas https://www.pharmacoeconomics.ru/jour
(hapMaKOIKOHOMHUKA U
(hapMaKodMUIEeMHOIOTHSL.
Ilepunognyueckoe n3ganue
2 «DapMaKO3KOHOMHUKA: TEOPUsI U IPAKTUKA» — https://pharmacoeconom.com/
CIEeLUAIM3UPOBAHHOE U3AAHUE JUIS
CIELMAJIMCTOB 3pAaBOOXPAHEHUSI.
Ilepeyens pecypcos cetu «AHTEpHET
Tabnuuya 7
Ne SJIEKTOPOHHBIE Hoctyn
OBPA3OBATEJIBHBIE PECYPCBI K pecypcy
1 DJIeKTPOHHAA OondaMoTeKA PoctI'MY. — URL.: Hoctyn
http://109.195.230.156:9080/0pacg/ HEOrpaHU4YeH
KoncyabTanr CTyJAEHTA [KommiekTsr: «MenuuuHa.
3npaBooxpanenue. BO»; «Menununa. 3apaBooxpanenue. CIIO»; Hoctyn
) «IIcuxonornyeckne Hayku»| : DIEKTPOHHAs] OMOIMOTEYHAsI CUCTEMA. | HEOTpaHUYCH
— MockBa : OOO «KoHCynbTaHT CTyJEHTa». - URL:
https://www.studentlibrary.ru + BO3MOXHOCTH JISI WHKJIFO3UBHOTO
00pa3oBaHMs
KoHncynbTaHT Bpaya. DJIeKTPOHHAsI MeJUIIMHCKAsA OMOJINOTEKA :
3 OnexkTpoHHas OubnmoreuHas cucrema. — MockBa : OOO «Beicmias Hoctyn
IIKOJIa  OpraHu3allid M YNpaBjieHHs]  3paBOOXpPAHEHHEM. | HEOTPAaHUYEH



http://109.195.230.156:9080/opacg/
https://www.studentlibrary.ru

KommiekcHbIf ~ MEIUIMHCKUN ~ KOHCAJITHHIY. - URL:
http://www.rosmedlib.ru + BO3MOXXHOCTH JISI HHKJIFO3UBHOTO
00pa3oBaHMs

4 Hayuynasi »3uextponnas OubOauoreka eLIBRARY. - URL:| OTtkpbIThiid
http://elibrary.ru AoCTynn

Hocrtym ¢
5 HaunuonanbHas 3jiekTpoHHasi oudauorexa. - URL: http://H36.pd/ KOMITBIOTEPOB
OuOIMOTEKH
B/l u3nareabcrBa Springer Nature. - URL: https:/link.springer.com/ Hoctyn

6 o [P-agpecam PoctTI' MY u ypan€HHO nocie perucrpanny, yaJal€HHO | HEOTpaHWYEH
yepe3 KUAC PO®DU https://kias.rfbr.ru/reg/index.php (Haynpoexm)

Wiley Online Library / John Wiley & Sons. - URL: Hoctyn

7 http://onlinelibrary.wiley.com no IP-agpecam PoctIMVY u yganéuno | orpaHuyeH
rocje perucrpanuu (Haunpoexm)

3 Poccuiickoe o0pasoBanue. EquHoe okHO aoctyna : denepanbHbiii | OTKpHITHII
noprtait. - URL: http://www.edu.ru/. — HoBast oOpa3oBarenpHas cpeaa. JIOCTYI
Cyberleninka Open Science Hub : omkpbimasi Hay4YHasi 3/1eKmMpOHHasi KonTent

9 6ubnuomeka nybnukayuli Ha UHOCMPaHHbIX si3bkKax. - URL: | OTKPBITOrO
https://cyberleninka.org/ AocTyna
ScienceDirect : odum. caiiT; paznen «Open Access» / Elsevier. - URL: KoHTteHt

10 https://www.elsevier.com/open-access/open-access-journals OTKPBITOTO

JocTyna

11 Meauuunckuii Bectnuk IOra Poccmm : snextpoH. xypHan /| OTKpBITBIIA
PoctI'MYVY. - URL: http://www.medicalherald.ru/jour JIOCTYI
IO:xHo-Poccmiickuii  sKypHaJ TepaneBTHYeCKOil mnpakTukM /| OTKpBITHIIA

12 PoctI’'MY. — URL: http://www.therapeutic-j.ru/jour/index JOCTYII

13 PyOpukarop knumHMYeckux pekoMmeHaauuii MwunzgpaBa Poccumn. - | OTKpBITHII
URL: https://cr.minzdrav.gov.ru/ JOCTYTI

14 BcemupHasi opranusanus 3apapooxpaHenus : opuil. caiit. - URL: |  OTKpbITHII
http://who.int/ru/ JIOCTYTI
CoBpemeHnHble npo0aeMbl HAYKH M 00pa3oBaHMA : JJIEKTPOH. | OTKpPBITHIN

15 xypunan. CereBoe wm3manume. - URL:  http:/www.science- TOCTYTI
education.ru/ru/issue/index

10. KagpoBoe o0ecnieueHue peaju3anuu IMCHUTIAHBI (MOIYJIs1)

Peanuzanus nporpaMMbl AUCIUIUIMHBI (MO1YJIs) oOecrieunBaeTcst mpodeccopcko-
npenojaBarenbckum coctaBoM kadeapsl PI'BOY BO PoctI'MY Munszapasa Poccun.

11. MeTounquKne YKazaHnusa OJist oﬁyqamumxca IO OCBOCHHIO JUCHHUITIJINHDBI

(MoayJin)

OO6pazoBarenbHbIi  TpoOllECC MO JUCHUIUIMHE (MOIYJsl) OCYIIECTBISIETCS B
cooTBeTCTBUM ¢ DefepaibHBIM T'OCY/IapCTBEHHBIM 00pa30BaTeIbHBIM CTaHIAPTOM
BBICIIIETO 00Opa30BaHU.

OcCHOBHBIMH (pOpMaMHU MOTYUYEHUS U 3aKPEIUICHUS 3HAHUH 10 JaHHOUW TUCIUTIIINHE
(MOmymnI0)  SABIAIOTCSA

3aHATHA JICKOHMOHHOI'O THUIIAa MW IIPAKTHYCCKOI'O 3aHATHA,


http://www.rosmedlib.ru
http://elibrary.ru
http://нэб.рф/
https://link.springer.com/
https://kias.rfbr.ru/reg/index.php
http://onlinelibrary.wiley.com
http://www.edu.ru/
https://cyberleninka.org/
https://www.elsevier.com/open-access/open-access-journals
http://www.medicalherald.ru/jour
http://www.therapeutic-j.ru/jour/index
https://cr.minzdrav.gov.ru/
http://who.int/ru/
http://www.science-education.ru/ru/issue/index
http://www.science-education.ru/ru/issue/index

camocToATeNbHasg paboTa 00y4aromerocs u MPoXokKJACHHE KOHTPOJIS MOl PyKOBOJACTBOM

npernoaaBaTes.
VY4eOHbIi MaTepHall 1o AUCUMIUIMHE (MOAYJII0) pa3AeiieH Ha 2 pa3jena:
Pazgen 1. ®dapmakoskoHOMHMKa — Kak Hayka. [Ipenmer, memm wu 3amadun

bapMak0o’KOHOMUKH U (hapMaKOIMUAEMHUOJIOTHH.

Paznen 2. Dranbl u MeTo1b1 (HapMAKOIKOHOMUYECKOTO aHaJIn3a.

N3yyenune AMCHMIUIUHBI (MOJYJI) COTJacHO y4eOHOMY IUIaHy IOJpa3yMeBaeT
CaMOCTOATENbHYI0 paboTy obyuatomuxcs. CamoctoaTenbHas paboTa BKIIOUAET B ceOs
M3ydyeHHE Yy4eOHOM, Y4YeOHO-METOJMYECKOH W OCHOBHOM M  JOTOJHHTEIBHOM
IUTEepaTypor, €€ KOHCHEKTHPOBAHWE, MOJATOTOBKY K ceMuHapaM (MpakTHYECKUM
3aHSITUSAM), TEKYIIEMY KOHTPOJIIO YCIIEBAEMOCTH M TPOMEKYTOUHOM aTTeCcTalluu (3a4eTy).

Texyuuii KOHTPOJIb YCIIEBAEMOCTH IO AUCIUILINHE (MOIYJII0) U MPOMEKYTOUHAs
aTrrecTtanus OOydYaromMXCsl OCYIIECTBIISIIOTCS B cooTBeTcTBUU ¢ [lojokeHueMm
YHUBEpPCUTETA MO yCTaHaBIMBarolel (GopmMe NMpoBeeHUsT TPOMEKYTOUHON aTTECTAIlUH,
€€ MePUOJUIHOCTH U CUCTEMBI OIIEHOK.

Hanuune B VYHHBepcUTeTe SIEKTPOHHONW HH(POPMAIIMOHHO-00pa30BaTEIbHON
Cpembl, a TakKKe OJJICKTPOHHBIX OOpPa30BATEIBHBIX PECypCOB IMO3BOJSET H3y4aTh
TUCIUIUIMHY (MOIyJIb) WHBAIUAAM M JIHIAM C OTPAaHUYCHHBIMH BO3MOXXHOCTSIMHU
310pOBbs. OCOOEHHOCTH W3YUYEHHS! JAUCHUIUIMHBI (MOIYJsl) MHBAIWJIAMU U JUIAMH C
OTPaHUYCHHBIMH BO3MOKHOCTSMH 3JI0pOBBs onpeseseHbl B [lonoxxenun 06 oOydeHuu
WHBAJUIOB U JIUI] C OTPAHUYECHHBIMU BO3MOXKHOCTSIMU 3/I0POBBSL.

12. MaTepuaibHO-TEXHHYECKOE o0ecriedeHUue TUCIMIIIMHBI (MOLYJIA)

[Tomermenus It peamu3anuy IpOrpaMMbl TUCITUATIIUHBI (MOYJISI) MPEACTABIISIIOT
co0oli y4eOHBIC ayIUTOPUM JI TPOBEICHUS 3aHITHH JIEKIIMOHHOTO THIIA, 3aHSITHHA
CEMUHAPCKOTO THIIA, TPYIITOBBIX U HHINBUIYATbHBIX KOHCYJIbTAIIUH, TEKYIIIETO KOHTPOJIS
U TIPOMEXYTOYHON aTTECTAIMH, a TaKKEe TOMEIIECHUS IS CaMOCTOSTENIbHON paboThl U
MOMEIICHUS JUIS XpaHEHUS W MPOPWIAKTHYECKOTO OOCITY)KMBAaHHUA Y4eOHOTO
obopynoBanusi. IlomemieHus YKOMIUIEKTOBAHBI CIEIUATU3UPOBAHHON MeOeNnbl0 |
TEXHUYECKUMU CPEJICTBAMH OOYyYEeHUS, CIyKaIlUMU JJIS TPEACTABICHUS y4eOHOMH
uHpopMaIuu OOIBIION ayAUTOPHUH.

Jlnst  mpoBeneHWsI 3aHATHA  JICKIIMOHHOTO THMNA  TpeaaraloTcs  HaOophbI
JIEMOHCTPAIIMOHHOTO 00OPYIOBaHMS M YUCOHO-HATIISIHBIX TTOCOOMH, 00ecTieunBaronue
TEMaTHYECKHE WILTIOCTPAIMH, COOTBETCTBYIOIIECH pabouell MporpamMMbl AUCIUILTAHBI
(Momyms).

MuHUMansHO HEOOXOAUMBIN JIJISl peaTu3alliy MPOTPAMMBbI TUCITUTUIMHBI (MOTYJIs)
MEepPEUYCHh MaTEePUATBHO-TEXHUYECKOTO OOCCTICUCHHsI BKJIIOYAeT B CE€Osl CIEUAIBHO
000pyIOBaHHBIC TOMEIIEHUS [JII TPOBEICHUS YYCOHBIX 3aHATHA, B TOM YHUCIEC



ayJIuTOpUH, 000PYOBAaHHBIE MYJIbTUMEIUNHBIMA U UHBIMU CPEICTBaMHU, MTO3BOJIIOIIEM
oOydarolmuMmcsi ~ OcBauBaThb  3HAHUS,  IPEIyCMOTPEHHblE  Mpo¢eCcCHOHATBLHOU
NESTENbHOCTBIO, B T.4. UHAUBUIYAJIBHO.

[lomemenuss st CaMOCTOSITENIbBHOM — pa0OThl  OOYyYarOlUMXCS ~ OCHAIECHBI
KOMITBIOTEPHOM TEXHUKOW C BO3MOXKHOCTBIO IMOJKIIOUEHUsA K cetu «MHTepHer» u
o0OecrieyeHUeM JOCTyIa B JJEKTPOHHYIO HMH(POPMALMOHHO-00PA30BATEIbHYIO CpEIy
PoctIMYV.

B ciaywae  npuMeHeHMsT — DJEKTPOHHOTO  OOyuyeHHus,  JHUCTAaHIMOHHBIX
0o0pa30BaTEeNbHBIX TEXHOJIOIMHA JOIyCKAaeTCs 3aMEHa CIEHUANIbHO 000pYAOBaHHBIX
MOMEIIEHUIN UX BUPTYyaJIbHBIMH aHAJIOTaMH, MO3BOJIAIOIIMMU O0YyYaroluMcs OCBauBaTh
YMEHUS U HABBIKH, ITPEAYCMOTPEHHBIE TPOPECCUOHATIBHOMN AESITEIBHOCTHIO.

Kadenpa obecnieuena He0OXOAMMBIM KOMIUIEKTOM JIMLIEH3MOHHOTO MPOrPAMMHOTO
oOecrieueHusi (coctaB ompenensierca B paboyux mporpammax JUCHUIUIMH (MOIyJiel) u
HOJIEKUT €KETOJTHOMY OOHOBIIEHUIO).

IIporpammHoe o0ecrieueHue:
1. Office Standard, mumensus Ne 66869707 (moroBop Ne70-A/2016.87278 ot

24.05.2016).

2. System Center Configuration Manager Client ML, System Center Standard,
nuuensus Ne 66085892 (norosop Ne307-A/2015.463532 ot 07.12.2015);

3. Windows, nuniensust Ne 66869717 (morosop Ne70-A/2016.87278 ot 24.05.2016).

4. Office Standard, nmunensus Ne 65121548 (moroBop Ne96-A/2015.148452 ot
08.05.2016);

5. Windows Server - Device CAL, Windows Server — Standard, numensust Ne
65553756 (noroBop Ne PTMVY 1292 ot 24.08.2015);

6. Windows, nuniensust Ne 65553761 (norosop NePI'MVY 1292 ot 24.08.2015);

7. Windows Server Datacenter - 2 Proc, muuensuss Ne 65952221 (moroop
Nel13466/PH/I1743/PTMVY 1679 ot 28.10.2015);

8. Kaspersky Total Security 500-999 Node 1 year Educational Renewal License
(JoroBop Ne 358-A/2017.460243 ot 01.11.2017).

9. TIlpenocraBienue yciyr cBs3u (uHTepHeTa): «Poctenmekom» - moroBop Ne
PI'MVY7628 or 22.12.2017; «Op-Tenekom Xonauur» - porosop PI'MVY7611 ot
22.12.2017; «MTC» - noroop PITMVY7612 ot 22.12.2017.



Ipunoxenne

OEJIEPAJBHOE I'OCYJAPCTBEHHOE BIO/KETHOE OBPA30BATEJIbBHOE
_YUYPEXKJIEHUE BBICHIEI'O OBPA3OBAHMS
«POCTOBCKHUM I'OCYJIAPCTBEHHBIN MEI[I/IIII/IHCKI/II/I YHUBEPCUTET»
MUHHUCTEPCTBA 3IPABOOXPAHEHUA POCCUCKOMN ®EJEPALIUN

Kadenpa papmanmn

OI_ICHOLIHBIC MaTCepHraJibl

IO JUCLUIIIIMHE (DapMaK03KOHOMI/IKa

CrneuunansHocts @apmanus



1.

npogpeccuonanvuvix (I1K)

Ilepeyenb KoMIeTeHI M, (POPMHUPYEMBIX IUCHUILTHHON

Kon n HaumenoBanue npodeccnoHambHON
KOMIICTCHIINN

WNunukatop(b1) oCTIKEHNS TPOGECCHOHATTHHOM
KOMIICTCHIINI

IIK-1. '0TOBHOCTH K MPOBEICHUIO MPOLIEYP
BBO3a JICKAPCTBEHHBIX CPEJICTB B
Poccuiickyro @enepaniyio 1 BbIBO3a
JIEKApCTBEHHBIX CPEICTB U3 Poccuiickon
denepanum;

NI 1 ITIK-1. OcyiiecTBisieT NpoBeIeHUE
IpOLEAYP BBO3a JIEKAPCTBEHHBIX CPEJCTB B
Poccuiickyro @enepannio 1 BbIBO3a
JIEKapCTBEHHBIX CpelCTB U3 Poccuiickoin
denepanuu

IIK-2. '0TOBHOCTH K MPOBEJCHUIO MPOIIEAYP
M0 U3BSITUIO U3 TPAKIAHCKOTO 000pOoTa
banbcupUIUPOBAHHBIX,
HeZ00POKaYECTBEHHBIX U KOHTPA(PaKTHBIX
JIEKaPCTBEHHBIX CPEJCTB U UX YHUUTOXKEHHUIO;

NI 1 TIK-2. Opranusyet npoBeaeHHe MpoIeayp
0 U3BATHIO U3 TPAKIAHCKOTO 000poTa
(hanpCUPUITMPOBAHHBIX, HETOOPOKAYECTBEHHBIX
U KOHTpa(aKTHBIX JIEKaPCTBEHHBIX CPE/ICTB

N1 2 TIK-2. OpranusyeT npoBeIeHHEe MPOIEAYP
M0 YHUUYTOXKEHHUIO (pambCcuuIupoOBaHHBIX,
HE0OPOKAYECTBECHHBIX U KOHTPA(PAKTHBIX
JICKapPCTBEHHBIX CPEJICTB

IIK-6. ' 0TOBHOCTE K OIIEHKE DKOHOMHUYECKUX
1 (DMHAHCOBBIX MOKa3aTese, MPUMEHIEMBbIX
B c(hepe oOpaleHusI ICKapCTBEHHBIX
CPEJCTB;

N 1 IIK-6. OpranusyeT OLeHKY
HKOHOMUYECKUX M (PUHAHCOBBIX IOKa3aTeNeH,
NpUMEHSIEMBIX B cepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB

2. Buabl OLEHOYHBIX MATEPUATIOB B  COOTBETCTBMH C  (POPMHPYeMbIMHU
KOMIIETeHIIUSIMH
HanmenoBanmne Bupl o11eHOUHBIX MaTepHUAIIOB KOJHWYECTBO 3aJaHUM
KOMIETEHIIUU HA 1 KOMIETEHIIHIO
[TK-1 3aaHus 3aKpHITOTO THUMA 25 ¢ 3TAJIOHAMU OTBETOB
3agaHus OTKPHITOTO TUMA! 75 ¢ TalIOHAMH OTBETOB
Bomnpocs! mis codeceqoBaHmst
[1K-2 3aaHusl 3aKPBITOrO TUIIA 25 ¢ 3TaJIOHaMU OTBETOB
3aaHusi OTKPBITOTO TUIIA: 75 ¢ ’TaIOHaAMH OTBETOB
Bomnpocs! juist codeceoBaHus
IIK-6 3aaHus 3aKpHITOr0 THUIIA 25 ¢ 3TajI0OHaMH OTBETOB
3agaHus OTKPHITOTO TUTA! 75 ¢ 3TaTIOHaMH OTBETOB
Bomnpocs! jis codeceqoBaHus
K-1
1. [Topsimok BBO3a IEKApCTBEHHBIX CPEJICTB HA TEppUTOpHUI0 PD ycTaHaBIMBaeT:

A- IIpaButennbcTBo PO
b- PocaznpaBuanzop

B- TamoxenHas ciryx0a

2. BBo3umbie B Poccuiickyto @eepalinio JIeKapCTBEHHbIE CPEICTBA JIOJKHBI COJEPKATHCS B:




A- rocyiapcTBeHHOM peecTpe JIeKAPCTBEHHBIX CPeICTB
b- cnpaBounuke Bunans

B- peectpe TaM0’X€HHOIO KOHTPOJIS

3. 3anpemaercs BBo3 B Poccuiickyio @enepanuio :
A- BAJI0oB MHOCTpaHHBIX MPOU3BOIUTENEH

b- JIC, xauecTBO KOTOPBIX MOJITBEPKACHO CEPTHPUKATOM
B- HenoOpokavecTBeHHbIX JIC

4. Kaxwue JIC nojuiexar u3bATUIO WK BBIBO3Y U3 PO?
A- Hapkotnueckue JIC

b- panbcupuunpoBanHbie M HEAOOPOKAYECTBEHHbIE
B- xonTpadaktHbie

5. Kakwue JIC, nHaxonsamuecs Ha Tepputopun PO, moanexar u3bATHIO U MTOCIEAYIOLIEMY
YHUUTOXEHUIO?

A- CUIBHOJICHCTBYIOLIUE
B- panscudunmpoanubie 1 HeTOOPOKaUYECTBEHHBIE
B- kouTpadakTHbIE

6. 3a yelt cu€T MPOM3BOAMUTCS YHHUTOKEHUE WX BbIBO3 U3 PO danbcudunupoBanHbIX
JIEKapCTBEHHBIX CPE/ICTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPEACTB?

A- Ju1a, OcylnecTBUBIIEr0 UX BBO3

b- IlpaButenscTtBa PO

B- rpy3onepeBo3unka, OCyIECTBUBLIETO UX BBO3

7. BBo3 nekapcTBeHHbIX cpencTtB B PD ocymiecTBiseTcsl B COOTBETCTBHUHU C

A- Pacriopspxenusmu PocznpaBHagzopa

B- Tamo:keHHBIM 3aKO0HOAATEILCTBOM TaMoskeHHOro cor3a B pamkax EBpA3dC
B- IloctanoBnenusamu llpaBurensctBa Poccuiickoit @enepaunu

8. Homyckaercst BBo3 B Poccuiickyro @enepannio KOHKPETHON TapTHH HE3apErUCTPUPOBAHHBIX
JICKapCTBEHHBIX NPENapaToB, COACPKALINX HAPKOTHUECKHE CPEACTBA UM ICUXOTPOIHBIE BEIIECTBA, JUIS
OKa3aHHuA MGHHHHHCKOﬁ TIOMOMLIX IO JKU3HCHHBIM IMOKAa3aHUAM KOHKPETHOT'O IMAlIMCHTAa UJIW I'PYIIIbI
MAIMEeHTOB B CIy4ae:

A-Tipy HAIMYHMH 3aKITFOYEHHS BpaueOHOH KOMHCCHUU
b-nipu Hannuum pazpemenus PoczapaBHangzopa

B- ecau umeerca peueHue Bpa‘leﬁHOﬁ KOMHUCCHUH MeI[HHHHCKOﬁ opranmsanvu o He3(l)(l)eKTI/IBHOCTI/I



WJIM HeBO3MOKHOCTH NMMPMMEHEeHNs] Y KOHKPeTHOI0 MAIMeHTa HHBIX 3aperncTpupoBaHubix JITI

9. Kem yTBepkaeTcs nepeueHs 3a00JIeBaHUN ¥ COCTOSIHUM M COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX
MpenapaToB, COACPKALIUX HAPKOTHUECKUE CPEJCTBA U IICUXOTPOIHBIEC BEILIECTBA,
HE3apeTUCTPUPOBAHHBIX B PD, HO pa3pemeHHbIX K BBO3Y?

A- yII0OJITHOMO4YEeHHBIM (peepaibHbIM OPraHOM HUCIOJHHUTEIbHOI BJIACTH
b-pomsBoaurenem JIC
B-TamMokeHHBIM KOHTpOJIEM

10. B Poccuiickyro denepaniyiro MOKHO BBO3HUTH JIEKAPCTBEHHBIE CPEACTBA:

A- Ka4ecTBO KOTOPBIX MOATBEP:KAeHO cepTHdhrukaToM npousBoautes JIC, yrocTroBepsaomum
cooTBeTcTBHE BBO3MMBIX JIC TpeboBaHMsAM (papMaKoNelHbIX cTaTei

b- cootBeTcTByIOmME cTaHAapTaM Kadectsa BO3
B-ormyckaemble 6e3 perenta Bpaua

11. IToaTBEep)KAEHUEM JINYHOTO IPUEMA JIEKAPCTBEHHBIX IIPENAPATOB, IPU BBO3E UX HA TEPPUTOPUIO
P®, puznueckum IULOM SBISIETCS:

A- macropT rpakJaHlHa
b- peuent Bpaua Ha uMs PU3UYECKOTO JINIIA
B- maccaxxupckast TaMokeHHasl IeKIaparus

12. BBoj B rpaxkaaHCKHiT 000pOT JICKApCTBEHHBIX MIPENapaToB Al MEAULIMHCKOTO MPUMEHEHNS,
BBe3eHHBIX B Poccuiickyto denepalinio, OCyIECTBISIETCS B COOTBETCTBUH C TPEOOBAHUSIMHU:

A- TpeOOBaHUSIMH, YCTAHOBJIEHHBIMH cTaThEH 52.1 «BBoa B rpaxaanckuii odopor JIII s
MeIuIMHCKOro npuMeHenns» ®3-61

B-TpeboBanusAMHU TaMOXEHHOTO KOHTPOJIS
B- TpeboBanusmu MunuctepcTBa 3apaBooxpanenust PO

13. Biragenen yHUYITOXEHHBIX JICKAPCTBECHHBIX CPEICTB 00S3YETCs MepeIaTh KOIMHUIO akTa 00
YHUUTOXEHUH JIEKAPCTBEHHBIX CPEACTB B TCUCHUU CO JTHA €r0 COCTAaBJICHUS WIN B TCUCHHE

CO TTHS €TO MOJTyYeHHs B YIIOTHOMOYEHHBIA OPTaH C MCIIOJIb30BaHUEM DJIEKTPOHHBIX CPEJICTB
CBSI3U.

A-5 pabouunx mHeH, 5 pabounx qHEN;
b-7 pa6ouunx nHeii, 14 pabouyux qHei;
B-14 pabouux nueit, 14 pabounx aHEH;

14. [Ipu BeIHECEHUU penieHus 00 U3BATUH U YHUITOXKECHUU (HaTbCU(DUITUPOBAHHBIX JICKAPCTBEHHBIX
cpencTB u (M) HeJOOPOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB BIIAAEIEI] TAKUX JIEKAPCTBEHHBIX
CpeNCTB 00513aH YHHUTOXKHUTH U3BSITHIC JICKAPCTBCHHBIC CPEJICTBA B TCUCHUE MECSIIEB CO JTHS
BBIHECCHUS PEIICHYS:

A-1

b-3

B-6

15. B cityuae ecnu Bagenen GpanbCcHPpUIUPOBAHHBIX JEKAPCTBEHHBIX CPEACTB U ()



He100pOKAaYeCTBEHHBIX JIEKAPCTBEHHBIX CPECTB HE COTJIACCH C PEIICHUEM 00 U3BSTUN U YHUUTOKECHUN
YKa3aHHBIX JICKAPCTBEHHBIX CPEICTB, a TAK)KE €CIIM OH HE BBIIOJIHMII 3TO PELICHNE U HE COOOLIHII O
NPUHATHIX Mepax, YIIOJIHOMOUEHHBIH OpraH odpaiaercs B

A-Pocmiorpebnamzop
Bb-Poc3npaBHaazop
B- cyn

16. B kakoii cpoKx MpOM3BOANTCS PACCMOTPEHHE 3asBICHUS U IPUHSITHE PEIICHHUS O BblJaue
paspelueHys Ha BBO3 KOHKPETHOM MapTHH 3aperuCTPUPOBAHHBIX U (MJIM) HE3aperUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB JINOO 00 0TKa3€e B BbIAUYE YKA3aHHOTO pa3pelieHus?

A-B Teuennu 30 nuen

b- He npeBbIIAOIIMIL NSATH PA00YHX THEH
B-He npeBbimarommii ceMu pabodnx JHeH

17. Jluna, ocymectsistomue BBo3 B Poccuiickyro deneparuio GpanbcnuupoBaHHBIX
HEJ00POKAYECTBEHHBIX W KOHTPA(PaKTHBIX JICKAPCTBEHHBIX CPEICTB, HECYT OTBETCTBEHHOCTH B
COOTBETCTBHH C:

A- TaMOKEeHHBIM 3aK0HO/IATEeIbCTBOM TaMoKeHHOT0 COI03a U 3aKOHOAATEeJILCTBO PD 0
TAMOKEHHOM JIeJIe

Bb-IToctanoBnenuem IIpaButensctBa Poccuiickoit @enepanuu.

B- Ilpuxazom M3 PO

18. BgBo3 B Poccuiickyro @enepanuio He3aperuCTpUpOBaHHBIX JIEKAPCTBEHHBIX PENapaToB,
MpeJHa3HAYeHHBIX JJI51 TyMaHUTAPHOW NOMOIIH (COACHCTBHS) MM MOMOIIM MIPH YPE3BBIYAHHBIX
CUTYyaLusIX:

A- pazpewén
b- 3anpemén

B- Bo3MorkeH, npu Hanu4uuM paspemeHus PocnorpebHaaszopa

19. YanutoxxeHnune GanbCUPUINPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEJOOPOKaYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB M KOHTPA(PaKTHBIX JEKAPCTBEHHBIX CPENICTB OCYIIECTBIISIETCSI OpTaHu3aInei,
UMEIOIIEH JIMIEH3UIO Ha OCYIIECTBIICHHE ACATENFHOCTH MO cOOpY, TPAaHCIIOPTUPOBAHHIO, 00paboTKe,

YTHIIU3aIUH, 00€3BPEKUBAHHIO, PA3MEIICHHUIO OTXO00B KJIaCCOB OITaCHOCTH.

A-1-2

b- 14

B-3-6

20. KoHTponb 3a yHHUTOXKEHUEM HETOOPOKAYECTBEHHBIX, (DaIbCUPHUIMPOBAHHBIX H KOHTPa(aKTHBIX

JIC ocyiuecTBiasieTcs:

A- nocrasiuk JIC
B- ynosiHomo4eHHblii (penepaibHbII Opra”n
B- Bnanenen JIC

21. B ciygae HeoO6XouMOCTH YHHUYTOXKEeHHE KOHTpadakTHEIX JIC Tpon3BOANATCS:



A- mmoctaBimkamu gaHueix JIC
Bb-corpynnukamu Poc3npaBHagzopa
B- opranusanusiMmu, MMeIOIUMHU COOTBETCTBYIOIIYIO JIHLEH3UIO

22. Opraam3arus paboTsI TT0 H3BATHIO U3 00pamieHus u yanaToxenus JIC permaMeHTHpyeTcs:

A- TloctanoBnenueM IlpaBurensctea PO ot 12.12.2015 Nel1360
b- @3 PO o1 12.04.2010 61-®3
B- IlocranoBnenuem IlpaBurteascrea P® ot 15.09.2020 Nel1447

23. [Tpu BeIHECEHUH pENIeHHUs 00 U3BSITHU  YHHUITOKEHUH (HaTbCH(PHUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeAcTB ¥ (MJIM) HeTOOPOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB BIIAJCICL TAKUX JICKAPCTBEHHBIX
CpeAcTB 00s13aH COOOIINTE O HECOTJIACHHU C YKa3aHHBIM PELICHUEM B TEUCHHE JHEW co THS
BBIHECEHUS PEILLICHUS:

A-30
b-14
B-7

24. BriB03 nekapcTBeHHBIX cpenctB u3 Poccuiickoit denepannu oCyecTBISCTCS:

A- 0e3 npuMeHeHHs OrPAHUYEHHUIl, YCTAHOBJIEHHBIX TAMOKEHHBIM 3aKOHOIATEIbCTBOM
b- orpanunuen, B coorBetcTBUM ¢ [loctanoBnenuem [IpapurensctBa PO
B- orpannden, B cOoTBeTCTBHH C puKazoM M3 PD

25. B ciryuae YC paspemienne Ha BpeMeHHOE oOpalieHne JIeKapCTBEHHOTO CPEICTBA BbIIACTCS:

A- MunncTEepCcTBOM 31paBooxpaHeHus P®
b- Poc3apaBHanzop
B- TamoxeHHO# cmy)00i

26. Ha ocHoBanuu kakoro JOKyMeHTa Jonyckaercsi BBo3 B Pocculickyto Denepalyio KOHKPETHOU
MapTUH 3aPETUCTPUPOBAHHBIX U (WJIH) HE3APETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
MIpeHA3HAYCHHBIX JIJIS IPOBEIEHUS KIIMHUYECKIX MCCIIEOBAHUH JIEKapCTBEHHBIX MPENapaToB,
IMPOBCACHUA SKCIICPTUIBI JICKAPCTBECHHBIX CPEACTB JI1 OCYIIECCTBICHHUA FOCYZ[apCTBeHHOfI peructpann
JIEKapCTBEHHBIX MPenapaToB WIH sl OKa3aHUsI MEAUIIMHCKON MOMOIIHM 0 >KU3HEHHBIM MMOKAa3aHUSIM
KOHKPETHOTO TaIfueHTa?

HpaBHJ’ILHBIfI OTBCT: pa3pClICHUA, BBIJAHHOI'O YIIOJTHOMOYCHHBIM (I)C,Z[epaJ'IBHLIM OpraHomM
HUCITOJTHUTEIIFHOM BIIACTH IO 3asSBICHUSIM JIAII.

27. B kaxo#i cpok mprHUMAaeTCs pelieHne 0 pa3pemeHu MO0 0TKa3e Ha BBO3 KOHKPETHOW apTHH
3apEruCTPUPOBAHHBIX U (WJIHM) HE3aperUCTPHUPOBAHHBIX JEKAPCTBEHHBIX CPENICTB, MPEAHA3HAYCHHBIX IS
MIPOBEECHMSI KIMHUYECKHUX MCCIIE0BaHUN JIEKapCTBEHHBIX NIPENAPATOB, IPOBEACHUS SKCIIEPTH3BI
JIEKapCTBEHHBIX CPEACTB ATl OCYILECTBICHUS TOCYAaPCTBEHHOM PEruCTpaLuy JIEKapCTBEHHBIX
IIperapaToB WK AJs OKa3aHUA MEAMIMHCKOM MMOMOLIH 10 )KU3HEHHBIM MOKa3aHUsIM KOHKPETHOTO
nanueHTa’?

[IpaBubHBINA OTBET: B CPOK, HE MPEBBILAIOMINN 5 pabounx aHel

28. Y10THOMOYEHHBIE OPTaHbl UCTIOJIHUTEIBHOMN BlIaCTH CyOBhekTOB Poccuiickoit deaepariiu B cdepe
OXpaHbl 3J0POBbS TPAXKIaH EXKEKBAPTAJIBbHO, HE IO3]IHEE , CJIENYIOLIEro 3a OTYETHHIM
KBapTajoM, HampaBiisitoT B MUHUCTEPCTBO IPOMBIIIJIEHHOCTH W Toproeiu Poccuiickoit ®enepanuu
UHQOpPMAMI0 O HAJWMYMH HEBOCTPEOOBAHHOIO KOJIMYECTBA IIOCTABJICHHOW KOHKPETHOW MapTUH



HapKOTUYECKHX WM IICUXOTPOITHBIX JIEKAPCTBEHHBIX MPENapaToB.
[IpaBunbHenii oTBeT: 10-T0 UNCHa MecsIa

29. Kakoli HOpMAaTWUBHBIA aKT yTBep)KAaeT (GopMy pa3pelieHuss Ha BpPEMEHHOE oOpaiieHune B
OTHOILIEHUH cepuH (TMapTHH) JIEKapCTBEHHOTO Ipernapara, UMEOIEro aHalOru 3aperuCTPUPOBAHHBIX B
Poccuiickoii denepannn nekapcTBEHHBIX MPENapaToB ¢ OJHUM JCHCTBYIOLIMM BEIISCTBOM JIMOO paHee
3aperucTpupoBaHHbIX B Poccuiickoit Penepanny, B OTHOMIEHNH KOTOPBIX MPUHATHI pElIeHns: 00 oTMeHe
rOCYJapCTBEHHON PEerucTpaliy B COOTBETCTBUH C IyHKTaMu 2 - § crathu 32 PenepanbpHoro 3akoHa "O6
oOpamieHny JIeKapCTBEHHBIX CPEICTB", B OTHOIICHHH KOTOPBIX MEXKBEIOMCTBEHHOW KOMHCCHEH
yCTaHOBJIEHA JIe(eKTypa MU PUCK €€ BOSHUKHOBEHHS?

IIpaBuneHBIl OoTBEeT: (opma, yrBepxkacHHas Pemenuem Komnernnm EBpasuiickoéi 3KOHOMHYECKOM
komuccuu oT 16 mast 2012r. Ne45 «O equnol popme 3akiroueHus (pa3pelinuTeIbHOrO JOKYMEHTA) Ha BBO3,
BBIBO3 W TPAaH3UT OTAEINHHBIX TOBApOB, BKJIIOYECHHBIX B EIWHBIA IEpPEUYeHb TOBAPOB, K KOTOPHIM
MPUMEHSIOTCS MEPBI HETAPU(PHOTO PETYIUPOBAHUS B TOPTOBJIE C TPETHHUMH CTpaHAMH, H METOIMIECKIX
YKa3aHUIX 10 €€ 3aM0JIHCHUIO)

30. B cinyuae YC pasperieHre Ha BpeMEHHOE OOpallleHHe JICKAPCTBEHHBIX CPEJICTB BBIAACTCS Ha
OCHOBaHHHY 3aKJIFOUEHUS

[IpaBuyIbHBIM OTBET: MEXBEIOMCTBEHHOM KOMHUCCHM O BO3MOXHOCTH (HEBO3MOYKHOCTH) BBIAAYU
paspelieHus Ha BpeMeHHoe oOpaleHue, Gopma KoToporo yreepxuaaercs M3 PO.

31. JlonmyckaeTcsa/He  NTOMyCKAaeTCsl  UCMIONb30BaHME  MAaKeTOB  IMEPBUYHOM W BTOPUYHOU
(mOTpeOUTENHCKON) YHNAKOBOK HA S3bIKE CTPAHbBI-IIPOM3BOAMTENS MNPH HAIMYUM HAa BTOPUYHOM
(TOTpeOUTENHCKON) U EPBUYHOM (CIIM MPUMEHNMO) YITAKOBKaX CAMOKJIESIIIEHCsl STHKETKH, COIepIKAILEeH
COOTBETCTBYIOIIYIO HH(POPMALIUIO O JIEKAPCTBEHHOM IIpenapaTe Ha PyCCKOM SI3BbIKE

IIpaBUIIBHBIN OTBET: JOIYCKAETCA

32. Kem ycranaBnmBaeTcss MOPSIOK YHUUITOXKEHUS U3BATHIX (PaTbCHQUIIMPOBAHHBIX JIEKAPCTBEHHBIX
CpPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB?

IIpaBuneHeli oTBeT: IIpaBurtenscreoM PO

33. Jnsa xakux mened gomyckaercs BBO3 B Poccuiickyro dDepepanuio KOHKPETHOM MapTUH
HE3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMPENapaToB, COACPKAIIUX HAPKOTHUYECKHE CPEICTBA WU
MICUXOTPOIIHBIE BEIIECTBA, B MOPsAKE, ycTaHOBIEHHOM [IpaButensctBoM Poccuiickoit @enepanuun?

HpaBI/IJ'H)HI:Jﬁ OTBCT: I OKa3aHUuA MCI[HHHHCKOﬁ MMoOMOMIX IO XU3HCHHBIM IMOKa3aHUAM KOHKPETHOTO
NangueHTa UK TPYHIIBI MAIIMEHTOB B ClIy4aec, €CJIU UMECTCA PEIICHUE Bpa‘le6H0ﬁ KOMHUCCHUHU MeHHHHHCKOﬁ
opranuvsanvum o HGS(i)(l)eKTI/IBHOCTI/I WM HEBO3MOKXHOCTH NPUMCHCHHA Y KOHKPCTHOI'O IMAIIMEHTAa HWHBIX
3apCTUCTPHUPOBAHHBIX JICKAPCTBCHHBIX MPCIIapaToOB.

34. OcHoBaHneM Uil Jomycka K BBO3y B Poccuiickyto ®Denepanuro KOHKPETHON MapTHH
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB, COJAEpKAIIMX HAPKOTHUECKUE CpPEACTBa WIIU
IICUXOTPOIHBIE BEIIECTBa, B MOpsAKe, ycTaHoBleHHOM IIpaBurensctBoM Poccuiickoit denepanuu,
ABIISAETCS

IIpaBUITBHBIN OTBET : pelieHNEe BpaueOHON KOMHUCCHH METUITMHCKON opraHu3anud 0 Hed((HEKTUBHOCTH
NJIM HCBO3MOXXHOCTHU NPUMCHCHHA Y KOHKPETHOT'O MallUCHTAa UHBIX 3apCTUCTPUPOBAHHBIX JICKAPCTBCHHBIX



mpenapaToB, B TOM YHCJIE COACpXKAIlIMX APyTHe NEHCTBYIOUIME BEIIECTBAa, U O HEOOXOIUMOCTH BBO3a
OIPEJENEHHOI0 HE3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTI'O IIPeNapara ¢ YKa3aHUEM €ro MeXIyHapOIHOIO
HEMaTEeHTOBAHHOTO (MJIM XUMHYECKOTO, HWJIM TPYNIAPOBOYHOIO) HAUMEHOBAHHUS, (OPMBI BBIMYCKa H
KOJIMYECTBA.

35. KeMm yTBepkmaeTcst mepeueHb 3a0O0JCBAHUMN, COCTOSHHH M COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX
IpenapaToB, COAEPKAIINX HAPKOTHYECKHE CPEACTBA M MICHXOTPOITHBIC BEIIECTBA, IOMYCKAEMBIX K BBO3Y
B PO?

[IpaBuIbHBINA OTBET: YIIOJIHOMOUYEHHBIM (peAepaIbHbIM OPIaHOM HCIIOJHUTEIBHON BIACTH

36. Pemienne ymomHOMOYEHHOTo opraHa 00 H3BATHM W YHHUUTOXKEHUH (anbcuUIMPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB U (MIM) HeIOOPOKAaUYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB TOJDKHO COACPIKATh!

HpaBHJ’ILHBIfI OTBCT: CBCACHUS O JICKAPCTBCHHBIX CPCACTBAX; OCHOBAHUS H3IBATUA U YHHUUTOXCHUS
JICKaPCTBEHHBIX CPEACTB; CPOK UBBATHUA U YHUUTOXKCHUSA JICKAPCTBCHHBIX CPEACTB, CBEACHUA O BJIAACIIbIIC
JICKaAPCTBCHHBIX CPEACTB; CBCACHUS O IPOU3BOAUTEIIC JICKAPCTBCHHBIX CPCACTB.

37. Bragenen HenoOpokauecTBEHHBIX JIEKAPCTBEHHBIX CPEICTB MJIM OPTaHU3aIisl, OCYIIECTBIISIONAs
YHUUYTOKEHHUE JICKAPCTBEHHBIX CPEJICTB, COCTABIISIOT aKT 00 YHUUYTOXKECHUH, B KOTOPOM YKa3bIBAIOTCS:

[IpaBuibHBINA OTBET: AaTa U MECTO YHHUTOKCHUS JIEKAPCTBEHHBIX CPEACTB; PaMUIIUsL, UMSI, 0TYECTBO (TIpH
HaJIMYWH) TUna (JIUL), IpPUHAMABIIETro (IPUHUMABILINX ) y4aCTHE B YHHUTOKESHUH JICKAPCTBEHHBIX CPE/ICTB,
MECTO pPabOTBl M MOJDKHOCTh; OOOCHOBAaHHE YHHYTOXKEHHUS JIEKAPCTBEHHBIX CPENCTB; CBEACHHUA 00
YHUYTOKEHHBIX JICKAPCTBEHHBIX CPENICTBAX (HAMMEHOBAHUE, JIeKapCTBEHHAs (hopMa, TO3UPOBKA, €INHHILIBI
HU3MEPEHMs], CepHsi) U UX KOJMYECTBE, a TAKKE O Tape WM YINaKOBKE; HAUMEHOBAHUE NPOU3BOIUTEII
JICKapCTBEHHBIX CPEICTB; CBEICHHS O BIAJENbIE JIEKAPCTBEHHBIX CPEACTB; CHOCO0 YHHYTOXKEHUS
JIEKapCTBEHHBIX CPENCTB.

38. B kakux cioyuasx qo 31 nexabps 2024 roga momyckaroTcsi BBO3 U oOpatieHne Ha tepputopun PO
3apeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX INPENapaTtoB A MEIWIMHCKOTO NPUMEHEHHS B YIAKOBKaX,
IpeIHa3HaYeHHbIX U1 00OpalleH:ss B HHOCTPAHHBIX TOCYIapCTBax?

[IpaBunbHEIA OTBET: B cilydae ne(eKTyphl JEKapCTBEHHBIX MPENapaToB WIM PUCKA €€ BOSHHKHOBEHUS B
CBSI3U C BBEJIEHHEM B OTHOIIeHWH Poccuiickoil denepanuv OTpaHUYUTENIBHBIX MEP SKOHOMHYECKOTO
Xapakrepa.

39. Ho 31 nexabps 2024 roma pomyckaioTcsi BBO3 W oOpameHMe Ha Tepputopun PO
3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX IPENapaToB A MEIWIMHCKOTO NPUMEHEHHS B YIAKOBKaX,
IIpeJHa3HAYEeHHBIX U 00pallleHNsl B MHOCTPAHHBIX TOCYNapCTBaX, IPU yCIOBUU COOTBETCTBUSL BBO3HUMBIX
JICKapCTBEHHBIX TpEenapaToB TPeOOBaHWSM, YCTaHOBJICHHBIM IPH WX PETHCTPAIMH, 38 UCKIIOYCHUEM
TpeOOBaHMI K IEPBUYHON YIIaKOBKE, BTOPHYHOH (IOTPEOUTENIBCKOI) YIAKOBKE, a TAaKXKe IPU HaJIUYUH Ha
BTOPUYHOM (TOTPEOUTENBCKON) YIIAaKOBKE

[IpaBuibHBINA OTBET: CAaMOKIIEAIIECHCS STUKETKH, coepKalei HHPOpMAaLHIO O JIEKapCTBEHHOM IIperapaTe
Ha PYCCKOM SI3bIKE.

40. JlexapcTBeHHBbIE cpencTBa B Poccuiickyro denepanuio MOTyT BBO3UTD:

[IpaBUIIbHBIA OTBET: MPOWU3BOAMTEH JIEKAPCTBEHHBIX CPEACTB M Ieeld COOCTBEHHOTO TPOU3BOJICTBA
JIEKapCTBEHHBIX CPENICTB;



WHOCTPaHHBIC Pa3pa0OTYNKU JICKAPCTBEHHBIX CPEJICTB U MHOCTPAHHBIC MPOU3BOIUTEIN JICKAPCTBEHHBIX
CPEICTB WIX IpyTHe IOPUAMYECKUE JIUIA M0 TOPYUYCHHIO pa3paboTunKa JIEKapCTBEHHOTO CPEACTBA IS
MIPOBEICHUS KIIMHUIECKUX UCCIIEIOBAHUIN JIGKAPCTBEHHOTO TIperapaTa, OCYIIECTBICHIS TOCYIapCTBEHHON
perucTpanuu  JIEKapCTBEHHOTO  Iperapara, BKJIIOYEHHs  (apMaleBTHYECKOH  cyOcTaHIMH B
TOCY/IapCTBEHHBIM PEEeCTp JIEKAPCTBEHHBIX CPENCTB, KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB INPHU
HAIMYUKM Pa3pelIcHus] YIOJIHOMOUYEHHOTO ()eACpaIbHOTO OpraHa HCIOJHUTEIBHOW BJIACTH Ha BBO3
KOHKPETHOM MMapTHH JIEKAPCTBEHHBIX CPEJICTB;

OopraHuvsanuu OIITOBOM TOPIroOBJIA JICKAPCTBECHHBIMU CPEACTBAMU,

HAYYHO-MCCIIEIOBATEILCKAE OpraHu3allii, o0pa3oBaTelbHbIE OpPTraHW3alMH BBICIIEr0 00pa3oBaHUS,
MIPOU3BOJUTENH JICKAPCTBEHHBIX CPEJACTB JUIsl Pa3paOOTKH, UCCIEAOBAaHWH, KOHTPOJIS OE30MMacHOCTH,
KadecTBa, 3(PPEKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB MPH HAIWYHH pa3pemieHus] YIOJIHOMOYEHHOTO
(henepanbHOTO OpraHa UCIOJHUTEILHOU BIACTH;

MEIUITMHCKAC OpTaHW3alliy, OPTaHW3aIlid I OKa3aHWUsS MEOUITMHCKON IOMOINM M0 >KU3HEHHBIM
[TOKa3aHUsIM KOHKPETHOTO MalleHTa IPY HAJTMYUHU Pa3pelIeHUs YIIOTHOMOUYEHHOTO ()eIepalibHOTO OpTraHa
WCTIOTHUTENFHON BIACTH Ha BBO3 KOHKPETHOM MapTHH JEKapCTBEHHOTO IIpernapara.

41. Ha ocHoBaHMM Kakoro AOKyMEHTa MEAWLMHCKUE OPraHU3allMl WM HWHBIE OpraHW3alud i
OKa3aHUs MENHMIUHCKOM IOMOINM IO JKU3HEHHBIM IIOKa3aHUSAM KOHKPETHOTO IIallUEHTa, MOTYT
OCYIIECTBIIATH BBO3 JIEKAPCTBEHHBIX CPENICTB Ha TeppuTopuio PO?

[IpaBMIIBHBIA OTBET: pa3peuIeHnsl YIIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa MCIIOJHUTENBHOM BIACTH Ha
BBO3 KOHKPETHOM MapTUH JIEKAPCTBEHHOI'O Mpenapara, BBIAAHHOTO B yCTAaHOBJICHHOM IOpsIKe B Gopme
3JIEKTPOHHOTO TOKYMEHTA, MMOANMCAaHHOTO YCUIICHHOHN KBATN(UIIMPOBAHHON AIIEKTPOHHON MO/ IITUCHIO.

42. Kakue nokyMeHThI HEOOX0IMMO IPE0CTaBUTh B TaMOXKEHHBIE OPTaHbI IPU BBO3E JIEKAPCTBEHHBIX
cpenctB B Poccutickyro deneparnmro?

[IpaBunbHeld oTBeT: 1) cepTH(dUKAT NPOU3BOAMTEINS JIEKAPCTBEHHOI'O CPEACTBA, YIOCTOBEPSIOIIUI
COOTBETCTBUE BBO3UMOI'0 JIEKAPCTBEHHOI'O CPECTBA TPeOOBaHUAM (papMaKoIeHHON cTaTbu 1100 B Cilyuyae
€€ OTCYTCTBHUSI HOPMAaTUBHOM JOKYMEHTAallMX WX HOPMaTUBHOI'O TOKYMEHTA;

2) paspelieHue YIoJIHOMOYEHHOTO (eaepaabHOro opraHa UCIOTHUTENBHOW BIACTH HA BBO3 KOHKPETHOM
MapTHH JEKapCTBEHHOI'O CPEICTBA.

43. JlexapcTBeHHBIE TIpemaparthl, MpeAHa3HAYEHHBIE IS TYMaHUTApHONH MOMOIIN (COACHCTBHS) WIIH
IIOMOIIM TP YPE3BbIYAMHBIX CUTyalusaX, BBO3ATCA B Pocculickyro @enepauuio B MOPSIKE,
YCTaHOBJIEHHOM

IIpaBuneHeli otBeT: [IpaBurenscTBoM Poccuiickoit @enepannu.

44. B otHOHIEHUHN , BIIEPBBIE ITPOU3BEEHHOr0 B Poccuiickoit denepanny Wik BIEPBbIE
BBO3UMOTO B Poccuiickyro deneparnuto, B denepalbHbIA OpraH HCITOTHUTEIFHONW BIACTH JOTIOJHUTEEHO
MPEICTABIISICTCS MPOTOKOJ UCIBITAHUNA O COOTBETCTBHH CEPUU WM MAPTHH JIEKAPCTBEHHOTO Ipemnapara
UL MEOUIMHCKOTO TPUMEHEHMS] IOKa3aTelsiM KadecTBa, MPEAyCMOTPEHHBIM  HOPMAaTHUBHOM
JIOKYMEHTAaIuen, MPOBOAUMBIX aKKPEAUTOBAaHHBIMU B COOTBETCTBHM C 3aKOHOAATENIHCTBOM Poccuiickoii
Oenepaniii 00  aKKpeAMTAIllMM B HAIMOHAJIBHOH  cHCTeMe  akkpemuTanuu  (efepalbHBIMU
rOCy/IapCTBEHHBIMH OIOPKETHBIMHU YUPEKICHUSIMHU.

[IpaBunbHBIN OTBET: NMEPBBIX 3X cepuit wiu naptuit JIIT


https://www.consultant.ru/document/cons_doc_LAW_397815/63ec89124ae0e225ea82dd74103e6f2d8fcedfff/#dst100013

45. Kakoit HopMaTHBHBII JOKYMEHT yTBEpkKAaeT GopMy 3aKIIOYeHHUS (Pa3pelTeIbHOTO JOKYMEHTA)
Ha BBO3, BbIBO3 U TpaH3uT JIC?

[IpaBuneHeli otBeT: Pemenne Komnernn EBpasuiickoit sxoHOMHUeckoi komuccuu oT 16.05.2012 N 45
(pen. ot 07.02.2023) "O emuHO# hopme 3aKTIOUeHUS (pa3pelIUTEIBPHOTO JOKYMEHTA) Ha BBO3, BHIBO3 U
TPaH3UT OTAEIBHBIX TOBAPOB, BKIIOYEHHBIX B €MHBII NepeyeHb TOBAPOB, K KOTOPHIM IPUMEHSIOTCS MEPhI
HEeTapu(HOTO PETyIMPOBAHMUS B TOPTOBJIE C TPETbUMH CTPaHaMH, U METOAWYECKUX YKa3aHHUIX IO ee
3armoNHeHuo"

46. JlexapcTBeHHBIE TIpemapaThl MOTYT OBITH BBe3eHBI B Poccuiickyro ®Denepammio 6e3 ydeTa
TpeOOBaHMIA, TPETYCMOTPEHHBIX YacTsiMH 1 - 4 ctateu 47, ctaTthsimu 48 u 49 @3 ot 12.04.2010 N 61-03,
€CJIM OHU IpeJHAa3HAYEHBI JJI:

[IpaBunbHBIA OTBET: JUYHOTO MCIIONB30BAHUS (HU3MYECKHMH JIMIAMHU, MPUOBIBIIMMU B Poccuiickyro
Oenepanuto. Mcmone3oBaHusi pabOTHUKAMU —TUIUIOMATHYECKOTO KOPITyca WIIM TPEICTABUTEIISIMU
MEX/IyHApOIHBIX OpraHu3alluid, aKKpeIUuTOBaHHBIX B Poccuiickoit denepanuu. Jleyenusa naccaxupoB u
YJICHOB SKUIMAXKEHW TPAHCIOPTHBIX CPEACTB, MOC3THBIX OpUTaJl U BOJIUTENICH TPAHCIIOPTHBIX CPEJCTB,
npuOsBIIX B Poccuiickyto ®emepamuro. JledeHHsT yYacTHHKOB MEXIYHAPOIHBIX KYJIBTYPHBIX,
CIIOPTUBHBIX MEPOINIPUATHI U YUACTHUKOB MEXKIyHAPOIHBIX 3KCIIeAuLni. Mcrionp30BaHus Ha TEPPUTOPUU
MEXAYHAPOIHOTO MEAULIMHCKOTO KilacTepa.

47. denepanbHble OpraHbl UCIOJHHUTENBHOW BIACTH, B CJIydae BBIIBICHHS ()aKTOB BBO3a Ha
tepputopuro Poccuiickoit @eneparym mim GakToB obparerns Ha Teppurtopun Poccuiickoiit @eneparnu
(hanbCUPHUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB U (WIIN) HeIOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB
MPUHUMAIOT PEelIeHNe, 00sI3bIBAIOIIEE BIaIENbLA YKA3aHHBIX JIGKAPCTBEHHBIX CPEICTB

[IpaBuyIbHBI OTBET: OCYIIECTBUTh HMX H3BATHE W YHHYTOKEHHE WM BBIBO3 B IIOJHOM OOBEME C
teppuropun Poccutickoit @enepanuu

48. Hanmnumne xakux JOKyMEHTOB 00513aTeNbHO [Tt BBO3a B Poccuiickyro deneparuio 1eKkapcTBEHHBIX
[penapaToB, Ui JIMYHOTO TOJNb30BaHUA (U3MUECKUMHU JIMIAMHU, COJCPKALUIMX CHIIbHOJACHCTBYIOUIHE H
(wnn) IIOBUTHIC BelecTBa?

[IpaBunbHbIA oTBET: JIOKyMEHTHI (3aBEPEHHBIX KOMUH JOKYMEHTOB WJIM 3aBEPEHHBIX BBIIHCOK M3 HHX)
MOJITBEP)KAAIONINE Ha3HaueHHe (PHU3MUEecKOMy JHIy YKa3aHHBIX JIEKAPCTBEHHBIX MPEraparoB (3a
UCKJIIOYEHHUEM JIEKAPCTBEHHBIX IIpEeNapaToB, 3aperUCTpupoBaHHBIX B Poccuiickoit denepanun u
otmryckaeMbiX B Poccuiickoit deneparn 6e3 perenta Ha JIeKapcTBEHHBIN nipemnapar). [loarBepiknatomire
JIOKYMEHTHI (MX 3aBepeHHbIE KOIWHU WUJIM 3aBEPEHHBIE BBITUCKU U3 HUX) JIOJKHBI COEP)KAaTh CBEIEHUS O
HAaUMEHOBAaHMM M KOJIMYECTBE HA3HAUYEHHOrO JIEKapCTBEHHOro mpemapara. B ciywae, ecmu
MIOATBEPKJArOIIIE JOKYMEHTHI (MX 3aBEpEHHbIC KONIMYU WM 3aBEPEHHbIE BBIITUCKHU U3 HUX) COCTABIIEHbI HA
WHOCTPAHHOM f3bIKE, K HUM NIpHJIaraeTcsi HoTapHaibHO 3aBEPEHHBIN MePeBO] Ha PYCCKUIL SI3BIK.

49. [Ipu BBIHECEHWH YIIOJIHOMOYEHHBIM OPTaHOM pEHIeHHS 00 U3BATHH U YHHYTOXCHHH
(anbCcuPUIMPOBAHHBIX JEKAPCTBEHHBIX CPEICTB U (WIIN) HET0OPOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB
BJIaJleJIel] TAKUX JIEKAPCTBEHHBIX CPEICTB 00s3aH:!

[IpaBUIIbHBIA OTBET: U3BATH TAKWE JICKAPCTBEHHBIC CPEICTBA U3 OOpACHHS, H30JIHUPOBATh U Pa3MECTUTh
WX B CIIEITMATBHO BBIICTICHHOM TIOMEIIEHUH (30HE) THO0 COOOITUTE O HECOTTIACHH C YKa3aHHEBIM PEIICHHEM
YIOOJIHOMOYCHHOMY OpraHy B TCUCHHUC 30 I[Heﬁ CO IHA BBIHCCCHUA PCHICHUA;, YHUUTOXHUTL HU3BATHIC
JICKapCTBEHHbIE CPEJICTBA B TEUCHUE 6 MECSIICB CO JHS BBIHECCHUS PEIICHHS.



50. Kakue cBemeHHs MPEIOCTABIAIOT YIOJHOMOUYCHHBIC (elnepaabHble OpraHbl HUCIOJHUTEIbLHOU
BJIACTU B pacrnopsbkeHue (eepaabHOro opraHa HCIOJHUTEILHONW BIACTH, YIOJTHOMOUYEHHOTO B OOJIACTH
TaMOKEHHOTO feia?

[IpaBunbHBIA OTBET : rOCYNApCTBEHHBIH PEECTp JICKAPCTBEHHBIX CPEICTB, a Takke HHGOpMALHUIO O
BBIIAHHBIX  pa3pelleHUsIX Ha BBO3 B Poccuiickyto  @exepanuro  KOHKPETHOHM — mapTuu
HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIACTB, NPEAHA3HAYCHHBIX JUIsI IIPOBEICHUS KIMHUYECKUX
HCCIIEOBAHNN JIEKAPCTBEHHBIX MPENapaToB, MPOBEIECHUSA SKCIIEPTU3BI JEKApPCTBEHHBIX CPENCTB B LEIAX
OCYILECTBJIEHUS] TOCYJAapCTBEHHOW PETHCTpalUy JIEKAPCTBEHHBIX MPENapaToB WIM JUIsl OKa3aHUs
MEIUIMHCKOMN IOMOIIY 10 >KU3HEHHBIM [TOKa3aHUSAM KOHKPETHOIO NalleHTa.

51. Kakyrwo wundopmaiuio mnpemocrasiser dDepepaiibHas TaMOXKCHHAs ClIyxk0a €XEMECSYHO, HE
no3aHee 30-ro yncia, B MuHHCTEPCTBO 3ApaBooxpaHeHust Poccuiickoit denepanmu?

[IpaBunbHBIA OTBET: HH(OPMALIMIO O BBO3€ U BBIBO3E JISKAPCTBEHHBIX CpeACTB B Poccuiickyto Denepariuro
mo ¢opme corimacHo IlocranoBmenuto IlpaBurensctBa P® ot 7 depams 2011r. N 59
"O npenocraBieHny HHGOpMAIIMK O BBO3E JIEKAPCTBEHHBIX cpelcTB B Poccuiickyro denepalinio U BEIBO3E
JIEKapCTBEHHBIX cpeacTB u3 Poccuiickoil ®eneparnyn’.

52. Kaxkoit 1okymMeHT HE0OXOIUMO MPEIOCTAaBUTh B (pemepanbHBIl OpraH MCIOTHUTEIBHON BIIACTH,
OCYIICCTBIISIONINN (YHKIIMA TIO0 KOHTPOJIO M HAA30py B cepe 3ApaBOOXpaHEHHUs, MEpe] BBOJOM B
rpa)xIaHCKAN 000pOT KaXkI0# ceprn BBO3UMOTO B Poccuiickyto Deepaliiio JIeKapCTBEHHOTO Iiperiapara’?

[IpaBunbHBIA OTBEeT:  cepTH(UKAT NPOM3BOAMTEINS JICKAPCTBEHHOI'O CPEICTBA, YIOCTOBEPSIOIIUIA
COOTBETCTBHE BBO3MMOI'O JIEKAPCTBEHHOT'O IIpenapara TpeOoBaHUAM (papMaKkoOmeHHON CTaThy, a B Cllydyae
OTCYTCTBHA (DapMakONeWHOH CTaThM TPeOOBaHMSIM HOPMATUBHOW JOKYMEHTALUH, W TOATBEPKACHUE
NpPEACTaBUTENS OpPraHU3aluH, OCYLIECTBISIOIICH BBO3 JIGKapCTBEHHOro Ipenapata B Poccuiickyro
®enepanrio ¥ yIOTIHOMOYEHHONH HHOCTPAHHBIM MPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBHS
BBO3UMOT'O JIEKAPCTBEHHOT'O Ipemnapara TpeOOBaHHSAM, YCTAHOBIECHHBIM IPU €ro TOCYAapCTBEHHOM
perucTpanum.

53. OcHoBaHHEM A OTKa3a B BbIJau€ IPOTOKONA O COOTBETCTBUU TpeX CEepU WM MapTUH
JIEKapCTBEHHOT'0 Ipernapara IJisi MeIUIMHCKOTO MIPUMEHEHUS, BIIEpBble BBO3UMOro B P®, mokazaTemsim
Ka4yecTBa sBJISIETCS HEIIPECTaBICHUE:

IIpaBuabHBI OTBET: B TOJHOM 00BEMe AOKYMEHTOB W CBEJEHHIA; B YCTAHOBICHHBIA CPOK OTBETa Ha
3anpoc (eaepaabHOro yUpeKIACHHS, TPeOyeMOro KOJIMYeCTBa OO0pa3lioB; PEKBU3UTOB JIOKYMEHTA,
MTOATBEPKJArONIero (haKT yIIaThl IIIATeXa 33 OKa3aHHe yCIYTH 110 MPOBEICHUIO UCTIBITAHHIA.

54. B3umaercs nu narta 3a Beliadyy MUHHCTEPCTBOM 3/paBooxpaHeHUs PD 3akiroueHus Ha BBO3
HezapeructpupoBanubix JIC Ha Teppuropuro PO?

[IpaBuneHelii otBer: Her. CornacHo nyHkty 11 IloctanoBnenus IlpaButensctsa PO ot 1 urons 2021 r.
N 853 "O6 yrBepxknennu [lpaBuir BBO3a JEKapCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO NMPHMEHEHUS B
Poccuiickyro ®enepanuio v NpU3HAHUKA YTPATUBILMMU CUIIy HEKOTOPBIX aKTOB U OTIEIbHBIX IIOJIOKECHHUM
HeKoTopbIx akToB [IpaBuTtenscTBa Poccuiickoit denepauun”.

55. [lepen BBOOOM B TpakAaHCKUI OOOpPOT MEPBBIX TPEX CEpUH WM MapTUH JEKapCTBEHHOTO



Ipernapara OpraHu3alus, OCyIleCTBISIONIAas BBO3 JIeKapCTBEHHOT 0 npenapata B Poccuiickyro denepanuto,
HanpaBJISIOT B penepanbHoe yupexkIeHHE [0 BEIOOPY 3asiBUTEINS 3asiBKY Ha BbIJauy MPOTOKOJIA HCTIBITAHUH
Ha OyMa)kHOM HOCHTENE WK B (QopMe IIEeKTPOHHOTO JOKYMEHTA, B KOTOPOW YKa3bIBAOTCS:

[IpaBuibHBIA OTBET: HANMEHOBAHUE 3aSBUTENS, €r0 MACHTU(HUKAIMOHHBIA HOMEpP HaJIOTOILIATEINbIINKA,
azpec 3JIEKTPOHHOW IIOYThI, OCHOBHOH TOCYJAapCTBEHHBIA PEruCTPAalMOHHBIM HOMEp, HAaUMEHOBAaHUE
JIEKapCTBEHHOT' 0 Iipenapara (TOproBoe HAMMEHOBAHUE, MEXKTYHAPOIHOE HETATCHTOBAHHOE HAMEHOBaHHE
JIEKapCTBEHHOTO TIpenapara (TPYNIIMpPOBOYHOE WM XHMHYECKOE HAMMEHOBAaHHE), HOMEp H Jara
PErUCTPallUOHHOTO  YJIOCTOBEPEHHUs  JIEKAPCTBEHHOI'O  IIpenapara,  PEKBU3UTHl  JOKYMEHTAa,
MOATBEPXKJAIOMIETO (DAKT YIUIATHI IJIaTeXa 3a POTOKOJI UCTIBITAHHH.

56. Kakue moxymeHTHl mpuiaraioTcs K 3asgBKe Ha Bblayy IMPOTOKOJIA UCIBITAHUHN Ieped BBOJIOM B
TPOKIAHCKUHA 00OpPOT TMEPBHIX TPEX CEpHUH WM MApTHH JIEKAapCTBEHHOTO TIperapara, OpraHU3aIuei,
OCYIIECTBIISIONICH BBO3 JIeKapCTBEHHOTO npemnapara B Poccuiickyro denepanmio?

IIpaBunbpHBIM OTBET: JOKYMEHT IPOU3BOAMUTENS JIEKAPCTBEHHOI'O CPEACTBA, IOATBEPKAAOIIMM
COOTBETCTBHE KauyeCTBa CEPHU WIIM MAapTHH JEKapCTBEHHOIO Ipernapara TpeOOBaHHUSAM, YCTaHOBICHHBIM
IIPH €r0 TOCYJApCTBEHHON PErHCTPALAH, 3aBEPEHHAs 3asBUTENIEM KON HOPMAaTHUBHOM TOKYMEHTAIH Ha
JIEKapCTBEHHBII Ipernapar.

57. 3anpeT Ha BBO3 U peanu3anuio GparscuuImpoBaHHbIX, HETOOPOKAYSCTBEHHBIX H KOHTPAa(PaKTHBIX
JIEKapCTBEHHBIX MIPENapaToOB pEera1aMeHTUPYET

[paBunbHeii oTBeT: DeepanbHblii 3aKoH "O0 obpameHnyn aekapcTBeHHbIX cpencT" oT 12.04.2010 Ne61-
o3

58. Kakoit moxymeHT exeromHo He mo3nHee | ¢eBpans mpeacTaBisiIOT B (eaepalibHBIA OpraH
WCTIONIHUTENLHON BNIACTH, OCYIICCTBISIIOIIMK (QYHKIMM 1O KOHTPONIO W Hag3opy B cdepe
3paBOOXPAHEHHMs, OPTaHU3aLUH, OCYIIECTBIIONINE BBO3 JICKAPCTBEHHBIX INpenapatoB B Poccuiickyio
Oepepanuio?

[IpaBuyIbHBII OTBET: MPOTOKOJ HCIBITAHWH IMOCTYMHUBIIETO B TEYEHHWE TO/Aa B TPAKIAHCKUH 000pOT
JICKapCTBEHHOTO MpenapaTa KOHKPETHOI'O IPOU3BOIUTENSI (HA OIHY CEpPHUI0 KaKAOTO TOProBOTO
HaMEHOBAaHUSI C Y4YETOM JIEKapCTBEHHOH (OPMBI M JO3UPOBKH), NMPOBOIUMBIX AKKPEAUTOBAHHBIMH
UCTIBITATEeIILHBIMU JIA0OPATOpUsIMU (LICHTPAMH).

59. B TeueHMM Kakoro cpoka OpraHM3alliH, OCYIIECTBIISIOIIME BBO3 JICKAPCTBEHHBIX IPENapaToB B
Poccuiickyto ®denepainto, JOKHBI YBEIOMHUTH (heJCpaTbHBI OpraH WCIOJHUTEIBHOW BIIACTH, O
IUTAHUPYEMBIX TPHOCTAHOBJICHUSX WITH MPEKPAIEHUSIX BBO32 JICKAPCTBEHHBIX MPEnapaToB B Poccuiickyro
Oenepanuio?

[IpaBuiIbHEI OTBET: HE MEHEE Ye€M 3a OJIMH T'0Jl 10 TUIAHMUPYEMBIX TPHOCTAHOBICHUS WIIA TIPEKPAIICHHUSI.

54. Jlns momydeHWs 3aKIIOYEHHsT O COOTBETCTBUU CEPUM WM TApTUU HUMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO mpernapara TpeOOBaHUSAM, OpraHM3anys, OCYIIECTBIISIONIAS BBO3
MMMYHOOHMOJIOTHYECKOTO JICKApPCTBEHHOTO mpemnapata B Poccuiickyro ®denepanuio, HampamiseT B
(henepanbHOE yUpekIIeHHE 10 BBIOOPY 3asBHUTENS Ha OyMa)KHOM HOCHTENE WK B (DOpMe AIIEKTPOHHOTO
JIOKyMEHTa 3asBJICHUE O BbIJaue 3aKIIOUCHUS C YKAa3aHHEM B TOM YHCJE aJpeca SJICKTPOHHOW MOYTHI
3asiBUTENS ¥ PEKBU3UTOB JIOKYMEHTA, TIOATBEPKIAONIET0 (PaKT YIUIATHI IIaTeXa 32 BhIAauy 3aKITFOUEHUs.
K 3asBienuto npuiararoTcs:

[IpaBuibHBIA OTBET: a) KOMHUA JOKYMEHTa IMPOU3BOJUTENS MMMYHOOHOJOTHYECKOTO JIEKAPCTBEHHOTO
npenapara, coliepaniero HHGOPMAIU O CTaausSX MPOU3BOJICTBA M KOHTPOJS KAuecTBa CEPUH HIIH



napTun I/IMMYHOGI/IOJ'IOI‘I/I‘{CCKOI‘O JICKApCTBCHHOI'0 Impfraparta B COOTBETCTBUM C OOKYMCHTaMH
PETUCTPALITMOHHOT'O IOCHE, 3aBEPCHHAA 3adBUTEIIEM,

0) Komusi [OKYMEHTa IPOU3BOAUTENS HMMMYHOOHOJOTMYECKOTO JIGKApPCTBEHHOTO Iperapara,
MIOJATBEP)KJAFOIIETO COOTBETCTBHE KAaUeCTBA CEPUN WM ITAPTUN UMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO
npenapara TpeOOBaHUSM, YCTaHOBICHHBIM TIPU €r0 TOCYJApCTBEHHOW pETUCTpalMH, 3aBepeHHas
3asiBUTEJIEM;

B) TMOATBEPXIEHHE YMOJHOMOYEHHOTO JIMLA 3asABUTENS COOTBETCTBHS CEPUM WM  MApTUH
HMMYHOOHOJIOTHYECKOTO  JICKApCTBEHHOI'O  Ipernapata  TpeOOBaHUSAM,  YCTAHOBJICHHBIM  IIPH
roCyIapCTBEHHOM PerucTpalui TaKoro JIEKAPCTBEHHOTO TIpenapara;

T') KOITUSI HOPMAaTHBHOM JOKYMEHTAINY Ha JIEKaPCTBEHHBIN TIperapar, 3aBepeHHAs 3asBUTEIIEM.

60. Opranuszanuy, ocylecTBUBIINE BBO3 B Poccuiickyro ®enepanuro JeKapCTBEHHBIX IPENapaTos,
MpeIHa3HAYEeHHBIX MJIS OKa3aHWA MEIWIIMHCKON IOMOIIM TO >KM3HEHHBIM ITOKa3aHWSM KOHKPETHOTO
MalUeHTa, a TakKXke OpraHu3alyM, OCYIIECTBUBIIME BBO3 HE 3aperucTpupoBaHHoro B Poccuiickoit
denepanuy  JIEKapCTBEHHOTO Iperapara Ajisl OKa3aHUs MEOULMHCKONW IIOMOLIM OTPAaHUYEHHOMY
KOHTHHIEHTY MAaI[MeHTOB C peAKoN U (WiIH) 0co00 TsKenoi nmaToioruei, B TeueHue 10 pabouux nHe# co
JHS TIOTYYEHMs JIEKapCTBEHHBIX IPENapaToB MEAMLMHCKON OpraHu3alueil, B KOTOPOH OKa3bIBaeTCs
MEAUIMHCKAs IIOMOLIb NAIIUEHTY 00sI3aHbI:

[IpaBuIIbHBIA OTBET: YBEAOMIISIOT 00 3TOM MHHHUCTEPCTBO 31paBooxpaHeHus Poccuiickoit Denepanyu B
(bopMe 37IeKTPOHHOTO JOKYMEHTA, IOANHCAHHOTO 3JIEKTPOHHON MOIHCHIO.

61. Kakoil HOpMaTHBHBIM aKT yCTaHaBIMBaeT NOPANOK BBo3a B Poccuiickyro ®enepanuto
JICKaPCTBCHHLIX CPEACTB 11 MEAUIMHCKOI'O IIPUMCHEHUA, 3a UCKIIFOUCHUEM JICKAPCTBCHHBIX IMIPCIIapaToB
B IEJSIX OKa3aHWs T'YMaHUTApHOW IMOMOIIH (COAEWCTBUS) WM MOMOIIH MPH YPE3BbIUANHBIX CHTYAIHSIX
(mamee - mekapCTBEHHBIE CPEACTRA)?

[Ipaswmbnsiii otBeT: [locTanoBnenne [IpasutensctBa PO ot 01.06.2021 N 853 (pex. ot 10.08.2023) "O6
yTBepxaeHnu [IpaBui BBO3a JIEKapCTBEHHBIX CPENCTB I MEIUIIMHCKOTO NMpUMeHeHus: B Poccuiickyro
@denepanyio U NPU3HAHUYN YTPATUBIIMMU CHIIy HEKOTOPBIX aKTOB M OTAEJIbHBIX MOJIOKEHUH HEKOTOPBIX
aktoB [IpaBuTennscTBa Poccmiickoit denepammm.

62. Kaxoli HOpMaTHBHBIN JOKyMEHT yCTaHaBIMBAaeT MOPSAINOK BBo3a B Poccuiickyro deneparurio
HE3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaToOB, COAEPKAIIMX HAPKOTHYECKUE CPEACTBA WM
NICUXOTPOIHBIE BEIICCTBA BKJIIOYCHHBIC B IIEPEUCHDb 3a00JIEBAaHUNH W COCTOSHHHM W COOTBETCTBYIOIINX
JICKapCTBEHHBIX IPENapaToB, COAECPIKAIINX HAPKOTHYECKHUE CPEICTBA U IICHXOTPOIHbIC BEIIECTBA, IS
OKa3aHUsl METUIIMHCKON MOMOIIM IO >KU3HEHHBIM IOKa3aHWSIM KOHKPETHOTO MallMeHTa WM TPYIIIBI
MaUEHTOB?

IIpaBunwHsni otBeT: [loctanoBnenue [IpaBurenscTBa PO ot 05.03.2020 N 230 (pen. ot 16.06.2021) "O
BBO3¢ B Poccuiickyro Deneparvio KOHKPETHOW TMAPTHH HE3apETHCTPUPOBAHHBIX JICKAPCTBEHHBIX
[peraparoB, COACPIKALIUX HAPKOTHYECKHE CPEICTBA WJIM IICHUXOTPOIHBIC BEIIECTBA, JJIs OKa3aHHS
MEJIMIIMHCKOH TOMOIITH T10 )KU3HEHHBIM MTOKa3aHUSIM KOHKPETHOTO TAIIMEHTA WU TPYIIIbI TAIlMEHTOB.

63. BBo3 He 3apeructpupoBanHoro B Poccuiickoit ®enepaiiiu JeKapCTBEHHOTO Ipemnapara s
OKa3aHUS MEIUIIMHCKOW MOMOIIY OTPAaHUYCHHOMY KOHTHHICHTY MAIlMEHTOB C peakod u (wiu) ocobo
TSPKEJIOW MAaTOJIOrME OCYIIECTBISETCS Ha OCHOBAHWUM 3aKJIIOYEHUS, MOJATOTOBICHHOTO BO HCIIONIHEHHE
akta [IpaBurenbctBa Poccuiickoit @enepaiinii, B KOTOPOM YKa3bIBAKOTCA:



IIpaBunpHBI OTBET:  IOPUAMYECKOE JIMIIO, OCYIIECTBIsAiomee BBO3 B Poccuiickyio ®Dexaepaliuio
HE3apeTUCTPUPOBAHHOTO  JIEKAPCTBEHHOTO  MIperapara, MEXIyHApOJHBIE  HEMaTCeHTOBaHHbBIE
HaMMEHOBAHUsI JIEKAPCTBEHHBIX IPENapaToB, UX (OPMBI, TO3HUPOBKH, 0OBEMBI, TOAJIEKAIINE BBO3Y, a
Takke 3aboiieBaHUE (COCTOSIHHE) MAIUEHTOB, IS OTPAHWYCHHOTO KOHTHHIEHTa KOTOPBIX BBO3UTCS
JIeKapCTBEHHBIN Tpernapar.

64. Kontponp 3a yHHYTOXXEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB, BBE3EHHBIX HAa
Tepputopuio PO, ocyliecTBiseT:

[IpaBunbHBI  OTBET: YIOJHOMOYEHHBIH OpraH B paMKax OCYUISCTBICHHS  (elaepaabHOTO
roCyIapCTBEHHOTO KOHTpPOJIS (Ha/m30pa) B cepe oOpallieHus JIeKapCTBEHHBIX CPEJICTB

65. OcHoBaHWEeM I OTKa3a B  BbIJaue 3aKIOYCHHS  HEOOXOMWMOTO [UII  BBO3a  HE
3aperucTpupoBaHHoro B Poccuiickoil @enepaunu JIEKAapCTBEHHOTO Ipenapara [ OKa3aHUd
MEJIUIMHCKON TIOMOINM OTPaHMYEHHOMY KOHTHHTEHTY MAIlMeHTOB C PEeNKod W (WIH) 0CO00 TSIKEIoi
MATOJIOTHEH SIBIIFOTCS CIICAYIOIIHE 00CTOSATEIHCTRA!

[IpaBuibHBI OTBET: a) HAIWYWE HEMOJHBIX WM HEIOCTOBEPHBIX CBEISHHH B JOKYMEHTaXx,
MIPEJCTABIIIEMBIX 3asBUTEIIEM JIJIs IOJTYUYCHUS 3aKIIOUCHHS;, 0) JICKApCTBEHHOE CPEJICTBO, 3asBJICHHOS IS
BB03a B Poccuiickyro @enepanuio A neneid MeIUUUHCKOrO IPUMEHEHHUS, 3aPEIICHO K MEAUIIMHCKOMY
MIPIMEHEHUIO Ha TEeppUTOpUU EBpasMiicKOro SKOHOMHYECKOTO COI033; B) IOPHIMYECKOE JIHIIO,
NpeACTaBUBUICC 3asBJICHUC W JOKYMCHTHI JUJIA LIGHGI\/'I MOJIy4YCHUA 3aK/IIIOUCHUA, HE YKa3aHO B
cooTBeTcTBYyIOMIeM akTe [IpaButenscTBa Poccuiickoit deneparun kak JUI0, YIOTHOMOUYEHHOE Ha BBO3 HE
3aperucTpupoBaHHoro B Poccuiickoit @enepanuu JIEKapCTBEHHOTO IIpemapara s OKa3aHUd
MEJMIIMHCKON MOMOIIM OTPaHUYCHHOMY KOHTHHTEHTY IMAIUCHTOB C PEAKOW M (MJIHM) 0CO00 TSDKEIOH
M1aTOJIOTHEH.

66. Kakwue cTpanbl BXoaAT B cocTaB EBpa3zniickoro 3KOHOMHYECKOTO COr03a?

[IpaBunbHeii oTBET: Pecybnuka Apmenust, Peciy6nnka benapycs, Pecrybnuka Kazaxcran, Keipreizckas
Pecniybnvika u Poccuiickas @eneparms.

67. YewMm 3auumaercss EADC?

[IpaBUIIBHBIIA OTBET: OCYIIECTBISET €AMHOE TaMOXKEHHOE PETyJIHUpOBaHHE M CBOOOIHOE TepeMelIeHue
TOBapOB MEKAY TEPPUTOPUSMHU CTPAH-YJICHOB.

68. Kakoil HOpMaTHBHBIA AOKYMEHT pETIAMEHTHPYET IpaBUila YHUYTOXKEHUS BBE3EHHBIX B PO
(anbCUPUIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB, HEAOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB H
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

[IpaBunbueiid otBet: IlocranoBnenue [IpaButenscrBa PD ot 15.09.2020 N 1447 "OO6 yTBep:kacHUU
[IpaBun yHUUTOXKEHHS U3BATHIX (PAIBCUPULINPOBAHHBIX JEKAPCTBEHHBIX CPEACTB, HEIOOPOKAaYeCTBEHHBIX
JIEKapCTBEHHBIX CPEACTB M KOHTPa(aKTHBIX JEKaPCTBEHHBIX CPEACTB".

69. [Tocranosnenue IlpasurenscrBa PO ot 07.02.2011 N 59 «O npenocraBneHnn uHGOpMAIHA O
BBO3€ JICKapCTBEHHBIX cpelncTB B Poccuiickyto demepaunio W BBIBO3E JIEKAPCTBEHHBIX CPEACTB U3
Poccuiickoit @enepanuu” He pacCIpOCTPAHSIETCS HA CIAEAYIOLIUE CIIyYau:

IIpaBunbHBIN OTBET: BBO3 Ha Tepputopuio Poccuiickoit deaepannn 1eKapCTBEHHBIX CPEJICTB CO CTaTyCOM
toBapoB TamoxeHHOTO coto3a B pamkax EBpA3DC u BBIBO3 ¢ Teppuropun Poccuiickoit Denepannn Ha
TEPPUTOPHIO TOCYAAPCTB - WICHOB TaMOKeHHOT0 coto3a B pamkax EBpA3DC nexkapCcTBEHHBIX CPEACTB CO



CTaTycoM ToBapoB TaMoeHHOTro coto3a B pamkax EBpA3DC;

BBO3 Ha Ttepputopuro Poccuiickoii ®enepaumu M BbBIBO3 ¢ TeppuTopun Poccuiickoil Pepepannu
JIEKapCTBEHHBIX IPENapaToOB AJA JMYHOTO IMOJIB30BAHUS M MHOTO HEKOMMEPYECKOTO HCIIOJIb30BAaHUS B
CIy4asx, TPeayCMOTpPeHHBIX cTatbeil 50 demepanbHoro 3akoHa "OO oOpameHUH JIEKapCTBEHHBIX
cpencts".

70. Jns monmydeHus TUIIEH3WH Ha MPaBO BBO3a (BBIBO3a) HAPKOTHYECKHX CPEACTB, MICHXOTPOMHBIX
BEIIECTB U MX MPEKYPCOPOB IOPUINIECCKUMHE JTHLAMH JOJKHBI OBIT MOTyYSHBI:

[IpaBuyibHBI OTBET: cepTHU(HUKAT Ha MpaBO BBO3a (BBIBO3a) HAPKOTHYECKHX CPEICTB, MCHUXOTPOITHBIX
BEIIECTB U MX MPEKYPCOPOB (€CIU OHH SBJISIFOTCS JIEKAPCTBEHHBIMU CPEICTBAMHU) M Pa3pellicHHE Ha MPaBO
BBO3a (BBIBO3a) HAapKOTHYECKUX CPEICTB, ICHUXOTPONHBIX BEIIECTB M HX IPEKYypCOPOB, BHIIABACMBbIE
YIIOJIHOMOUYEHHBIMHU (pellepaibHBIMU OpraHaMi HCIIOJIHUTENBHOMN BIIACTH.

71. s monydeHus FOpUAMYECKUM JIMIIOM 3aKJIIOUYCHHUS Ha BBO3 JIC HA TeppuTOopuio PD 3asBuTens
npeacrasigetr B M3 PO crnenyromne JOKyMEHTHI:

[IpaBWiIbHBI OTBET: TMPOEKT 3aKJIIOUEHUS; OOOCHOBAaHHE KOJMUYECTBA BBO3UMBIX JICKAPCTBEHHBIX
MIperapaToB u (M) papMaIeBTHISCKUX CyOCTaHIINH; KOITUU JOTOBOPA (KOHTPAKTA), PUIOKEHYS U (MIIN)
JIOTIONTHEHUSI K HEMy, a B ClIydae OTCYTCTBHsI JOroBopa (KOHTpakTa) - KOMHWW HMHOTO JIOKYMEHTa,
MIOJITBEPIKIAIOIIETO HAMEPEHHUsI CTOPOH (B Clly4ae ydacTus 2 Wi 00Jiee CTOPOH); KOIMHU JTIOKYMEHTOB,
MOJITBEPXKIAIONIMX KAYECTBO JICKAPCTBEHHOrO mpemapara W (Wiau) (apMaleBTHUECKUX CyOCTaHIUH,
BBIJIAHHBIX OpraHu3alyedl - MPOM3BOIUTENIEM JICKAPCTBEHHBIX CPEACTB, COJAEPIKAIIME ITOKa3aTeIIH
(XapaKTepUCTHKH) C YKa3aHHEM MECTa IMIPOU3BOICTBA KOHKPETHOT'O JICKAPCTBEHHOTO CPEJICTRA;

72. OcHOBaHHEM ISl U3BATHS U3 TPAXKAAHCKOTO 000pOTa M YHHUTOXKEHHs (parnbcu(UIIMPOBAHHEIX,
HEe100pPOKAYECTBEHHBIX U KOHTPa(akTHBIX JICKAPCTBEHHBIX CPEACTB JUISI MEIUIMHCKOTO HPUMEHEHHS
SBIISCTCS PEIICHUE

[IpaBunbHEIH 0TBeT: PenepanbHON CITy>KObI 110 Ha30py B cdepe 34paBoOXpaHCHUS

73. B ciyuae BB03a 1ekapCTBEHHOTO Mpenapara s OKa3aHus MEAUIIMHCKOM TTOMOIIH 10 KU3HEHHBIM
MMOKa3aHUSM KOHKPETHOTO TAIMeHTa, K OCHOBHOMY MAKeTy JOKYMEHTOB ISl TONYYEHHUS pa3pelieHus,
HEOO0XOAMMO MPEAOCTABUTH TaK XKe:

IIpaBUIBHBIN OTBET: KOMHS MPOTOKOJIA 3aKITIOYCHHS BpadeOHOW KOMHCCHH JIMOO KOHCHIIMYMa Bpadei
(bezlepaanoro, B KOTOPOM OKa3bIBACTCA MCAUIIMHCKAA ITIOMOLIb MAalUCHTY, ITOJAIMCAHHOT'O PYKOBOJUTCIIEM
YUPEXISHISI, 0 HA3HAYCHUH MAIUeHTY He3apeTUCTPUPOBAHHOTO JIEKAPCTBEHHOTO MperapaTa il OKa3aHUs
MGHHHHHCKOﬁ IIOMOIIM IIO XKHW3HCHHBIM IIOKAa3aHUAM (C YKa3zaHuE€M TOPIroBOro HaMMCHOBAaHUSA 60
MEXTyHapOTHOTO HETIATCHTOBAHHOTO HAUMEHOBAHMUS, JICKAPCTBEHHOW (POPMBI, JJOBUPOBKU U KOJTHUYECTBA
HEe3apeTruCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tpenapara 1 000CHOBAaHHNEM HEOOXOAMMOCTH €Tr0 BBO3a), WITH
oOpallleHHe YIOJHOMOYCHHOTO HWCIOJHUTEIBLHOrO opraHa cyowekra Poccuiickoii ®enepanuu o
HEOOXOAMMOCTH BBO3a HE3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO Tpenapara Jiisl OKa3aH!s MEIUINHCKOM
ImoMomu 1Mo >XU3HCHHBIM IIOKa3aHUAM KOHKPETHOI'O0 MalUMEHTa C IIPUJIOKCECHHUEM KOIIMKU IIPOTOKOJIA
peuieHus BpauyeOHOM KOMHCCHMM JHOO KOHCWJIMyMa Bpadel yupexkicHus cyOwbekta Poccuiickoit
®denepannu, B KOTOPOM OKa3bIBAETCS MEAUIIMHCKAS TTOMOIIIb MAIEeHTY;

KOy macrnopTa Uik CBUACTCIBCTBA O POKACHNUU MALIUCHTA, KOTOPOMY HA3HAUCH He3apeFI/ICTpI/Ip0BaHHLII71
HeKapCTBeHHBIﬁ mnpenapar aJjis1 OKa3aHuA MEIUITMHCKOM TIOMOIITH I10 YKH3HEHHBIM ITOKa3aHHIM.

74. SBnsiercs MM OTKa3 B Bblaye 3aKIIOYEHUS Ha BBO3 HE3apErHMCTPUPOBAHHBIX JIC HA TEPPUTOPHIO
P® npensTcTBueM 1711 HOBTOPHOTO MIPEACTABIECHUS JOKYMEHTOB U CBEICHUM, TIOCIIE YCTPAHEHMSI IPUYVH,



MOCIYKUBIINX OCHOBAHUECM JIJIs1 oTkaza?

[IpaBunenenii otBeT: Her, cormacHo nmynkrty 10, [loctanoBnenus IlpaBurensctBa PO ot 1 uions 2021 r.
N 853 "O6 yrBepxkaeHuu [IpaBun BBO3a JEKapCTBEHHBIX CPEACTB AJIS MEIUIMHCKOTO MPUMEHEHHsS B
Poccuiickyro deaepaiuio U MpU3HAHUN YTPATUBIIUMU CUITY HEKOTOPBIX aKTOB U OTJEIBHBIX MOJIOXKEHUM
HeKoTOphIx akToB [IpaBuTennscTBa Poccuiickoit denepammu”.

75. Kto ocymectBisiercss mnepenadyy CBEICHHWH, COJAEp)KallUXCA B 3aKIIOUYEHHUSX Ha BBO3
HeszapeructpupoBanusix JIC Ha Teppuroputo PO, B TaMoKeHHBIE OpraHbl?

IIpaBunpHbIi OoTBeT: CBEACHUS, COAEpXKAIIUECS B 3aKIIOUCHUAX, €KEHEACIbHO, HE TO3JHEE IEPBOTrO
pabodero mHs KaJleHAApHOW HEIENU, NMpeACTaBIsoTCS MUHICTEPCTBOM 3/IpaBooXpaHeHus Poccuiickoi
®denepanyy B TAMOKCHHBIC OPTaHBI B 3JICKTPOHHOM BHJIC TTOCPEICTBOM HCIIOIB30BAHUS €TUHON CUCTEMBI
MEXBEJJOMCTBEHHOTO 3JIEKTPOHHOT'O B3aUMOJICHCTBHUS.

76. Kem yTBepkmaeTcss mepeducHb 3a00JICBaHUA M COCTOSTHUN W COOTBETCTBYIOIIHMX JICKAPCTBEHHBIX
MpenapaToB, COACPKANTNX HAPKOTUYECKUE CPEICTBA U TICUXOTPOITHEIE BEIIECTBA, B IEJISIX OCYIIECTBICHUS
uX BBO3a, corjacHo ®3-617?

[IpaBunbHBINA OTBET: YTBEpP)KAACTCS YIOTHOMOYEHHBIM (ellepalbHBIM OPraHOM HCIIOJHUTENBHON BIACTH
(ITpukaz ~ MwuHHCTEpCTBA  3IpaBOOXpaHeHms PO ot 13 tdeppans  2020r. N 80m
"O0 yTBepXKIEHUHU MepeyHs 3a00JIeBaHUI U COCTOSIHUN U COOTBETCTBYIOLIMX JIEKAPCTBEHHBIX MPENapaToB,
CoJIeprKaIlliX HAPKOTHUYECKUE CPEACTBA WIIH TICUXOTPOITHBIE BEIIECTBA, B LIEJSIX OCYIIECTBICHHUS UX BBO3a
Ha Tepputoputo Poccuiickoit @enepauuu I OKa3aHWAd MEAUIMHCKOM MOMOIIM MO YKW3HEHHBIM
MOKa3aHUsAM KOHKPETHOTO MTalMeHTa WK IPYIIbI HallueHTOB")

77. Ha ocHoBaHMM KakuX HOPMATHBHBIX JOKYMEHTOB OCYIIECTBISETCS BBO3 M BHIBO3 JIEKAPCTBEHHBIX
cpencts B Poccuiickyro @enepanuro?

[paBunbHeiii otBeT: enepansHbiii 3akoH 0T 12.04.2010 N 61-®3 (pex. ot 04.08.2023) "O6 obpamieHnn
nexapctBeHHBIX cpenctB'. [loctanoBnenue [IpaBurensctBa PO ot 01.06.2021 N 853 (pex. ot 10.08.2023)
«O0 ytBepxkaennn IlpaBunm BBO3a JIEKAPCTBEHHBIX CPENCTB JUISI MEAMIMHCKOTO MPHMEHEHHUS B
Poccuiickyro @enepannio».

78. Kaxoit HopMaTHBHBIN TOKYMEHT YTBEP)KJAaeT HOMEHKJIATYpy CHIbHOACHCTBYIOMINUX M STOBHTHIX
BEILIECTB, HE ABIAIOLIUXCSA NPEKypCOpaMU HAPKOTHUYECKUX CPEICTB M IICUXOTPOIIHBIX BEIIECTB, Ha
KOTOpBIE PacIpOoCTpaHseTcs MNOpsiioK BB0o3a B Poccuiickyto deznepaiiuio M BbIBO3a U3 Poccuiickoi
®enepaunu, yTBepKIeHHBIN nocTaHoBieHneM [pasurensctBa Poccuiickoit @eneparuu ot 16 mapra 1996
r. N 278?

IIpaBunbenelii  otBeT: IloctanoBnenue IlpaBurensctBa P® or 3 asrycra 1996 r. N 930
"O0 yTBEp)KICHUH HOMEHKJIATYPHl CHIIBHOICHCTBYIOIIMX W SAOBHUTHIX BEIIECTB, HE SBISIONMIUXCS
MPEeKypcopaMu HApPKOTUYECKUX CPEACTB M TICUXOTPOIHBIX BEIIECTB, HAa KOTOPHIC PACIPOCTPAHSICTCS
nopsanok BBo3a B Poccuiickyro @epepauuio u BbiBo3a U3 Poccuiickoit denepanuu, yTBEpKIACHHBIN
noctaroBiieHueM IIpaButenncrBa Poccuniickoit @eaepanuu ot 16 mapra 1996 . N 278"

79. Pemenne ynoaHOMOYEHHOro opraHa 00 H3BSTMH U YHUYTOXKEHHHM (PaabCU()UIIMPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB U (MITH) HEJOOPOKAaYeCTBEHHBIX JIEKAPCTBEHHBIX BBE3CHHBIX Ha TeppuTopuio PO
CPEICTB JIOJIKHO COAEPHKATh:

[IpaBuyIbHBIN OTBET: a) CBEICHUS O JIEKAPCTBEHHBIX CPEACTBAX;

6) OCHOBAaHU U3BATUA U YHUUYTOXKCHUA JICKAPCTBEHHBIX CPCIICTB,



B) CPOK U3BSITHS U YHUUTOKCHUS JICKAPCTBECHHBIX CPEIICTB;
T') CBEJICHHS O BJIAJICIIBIIC JICKAPCTBCHHBIX CPEJICTB;
1) CBEICHHSI O TIPOHU3BOIUTENIE JIEKAPCTBEHHBIX CPEACTB.

80. Kto mpunmMaet pemieHue o BblAaue 3aKIFOYCHUS WK pelieHne 00 0TKa3e B BhIIaue 3aKII0YCHUS
C YKa3aHHeM MTPUYHH OTKa3a, Ha BBO3 He3aperucTpupoBanubix JIC Ha Tepputoputo PD?

IIpaBunbHEIM 0TBET: MUHUCTEPCTBO 31paBooxpaneHust PO

81. danbcuUIMPOBAHHBIC JTEKAPCTBEHHBIC CPEACTBA W HEA0OPOKAYECTBEHHBIC JIEKAPCTBEHHBIC
Cpe/CTBA, MOMENICHHBIE TOJA TAaMOXCHHYIO MPOIEAYPY YHUUYTOXKCHHUS, MOMJICIKAT YHUITOKCHHUIO B
TOpPSIIKE:

IIpaBuiIbHBINA OTBET: YCTAaHOBIICHHOM aKTaMH, COCTABJISIOMIMMH MpaBo EBpasuiickoro 3KOHOMHYECKOTO
CO1033, U 3aKOHOAATENbCTBOM Poccuiickoit denepaliiy 0 TAMOKEHHOM PETyJIMPOBaHUHU.

82. [TonoxxeHne o mopsiiKE BBO3a, BBIBO3a M TpPaH3UTA SJOBUTHIX BEIIECTB, HE SBJISIOLIMUXCSA
MpEeKypcopaMy HapKOTUYECKUX CPEACTB M TCHUXOTPOMHBIX BEILIECTB, IO TAMOXKEHHOW TEPPUTOPUU
TaMOXEHHOTO COI03a UMEET CIEIyIOIINe 0COOEHHOCTH:

[IpaBunbHEIA 0TBET: 1) MOA SOOBUTHIMH BELIECTBAMH TOHUMAIOTCS BEIIECTBA, YKa3aHHBIE B pazaene 2.13
EnnHoro nepedHs TOBapoB, K KOTOPBIM IPUMEHSIOTCS 3alpeThl WIN OTPaHUYEHHS Ha BBO3 WMJIM BBIBO3
rocynapctBaMu — wieHamMu TC B TOproeie ¢ TPETbUMHU CTpaHaMHu; 2) MOJ0KEHHE He PEryJIHpyeT BBO3,
BbIB03, Tpam3ur JIC, ®C, mpemaparoB Ui BeTEpUHAPHUM, SIBISIOLIMXCS SIIOBUTHIMH BEILECTBAMHU,
yKazaHHBIX B pazzgene 2.14 EpnHoro mepedHs TOBapoB, K KOTOPBIM MPHUMEHSIOTCS 3allpeThl WU
OrpaHMUYCHHS Ha BBO3 WM BBIBO3 rocyaapcTsamMu — wieHamu TC B TOProiie ¢ TPETBHUMHU CTpaHAMH; 3)
BBO3 U (WIM) BBIBO3 SAOBUTHIX BEIIECTB (PM3MUYECKUMU JIMLAMH, HE 3aPErUCTPUPOBAHHBIMU B KAaueCTBE
CyOBEKTOB MpPEeANPUHUMATENBCKON NesSTeNbHOCTH, HE JomycKaercs; 4) BBO3 M (MJIM) BBIBO3 SIOBUTHIX
BEILECTB, SBISIOMINXCA CTaHZAPTHBIMH 00pa3laMu, OCYLICCTBISCTCS Ha OCHOBAaHWU 3aKIIFOUCHUS
COOTBETCTBYIOIINX OPTaHOB rOCYAapCTBEHHON BiacTH rocyaapcrsa — wieHa 1C; 5) BB0o3 u (Min) BBIBO3
SITOBUTBIX BEILECTB OCYILIECTBISAETCS Ha OCHOBAHMHU JIMLEH3WH, BBIJABAaEMBIX YIOJHOMOUYEHHBIM
rOCYJapCTBEHHBIM OpPraHoM rocygapcTB — uieHoB TC B COOTBETCTBHM C 3aKOHOAATEIHCTBOM
rocynapctBa — unena TC.

83. OcHoBaHUEM IS OTKa3a B BBIIAYE pasperieHus WA CepTH(HUKaTa Ha BBO3 HAPKOTHYECCKUX U
cuinbHOeHcTBYIonMX JIC sBnsercs:

[IpaBuibHEIA OTBET: HATMYKE HEIOCTOBEPHOM HH(OPMAIINY B 3asBJICHUH U TIPEJICTABICHHBIX JOKYMEHTAX;
ncuepnanue kBotel HC, IIB mmm mpexypcopoB. KBotsl Ha HC u IIB peryaupyer nocrtaHoBieHue
[IpasutenscTBa Poccuiickoit @enepannn ot 22.06.2009 1. Ne 508 «OO6 ycTaHOBIEHHWHU TOCYIapCTBEHHBIX
KBOT Ha HAPKOTHYECKHE CPEJICTBA U MICUXOTPOIHbIE BEIIECTBA»; BCTYIUICHHE B 3aKOHHYIO CHITYy PELICHHS
cyga o0 anHynupoBaHuu juueHsuu Ha obopor HC u I[IB m ux mpexypcopoB; aAMUHHCTPaTHBHOE
MIPUOCTAHOBJICHHUE JISATEFHOCTH 3asBUTENS 3a HapymeHus B cepe obopora HC u I1B n ux nmpexypcopos;
HaJIM4Ke MUCbMEHHOH HH(OpMAIMK U3 KOMIETEHTHOTO OpraHa rocy1apcTBa-uMIIOpTepa, 4TO pa3pelieHue
Ha BB03 KoHKpeTHOU naptun HC u IIB u ux npexypcopoB He BBIAABAIOCH WM aHHYJIHPOBAHO.

84. Kaxoii HopMaTUBHBINA JOKYMEHT YCTaHABIMBAECT MPABUIIAMU BBO3a JIEKAPCTBEHHBIN IMpENapaToB
JUTSL OKa3aHUsI TYMaHUTApHOM ITOMOINN Ha TeppuTopun PD?

[IpaBuneHeni otBeT: [locranoBnenue IlpaButensctBa Poccuiickoit @enepanyu ot 03.09.2010 1. Ne 675
«O0 yTBepXx/IeHNHU TIPaBHUII BBO3a Ha TeppuTopHio Poccuiickoii denepanny JeKkapCTBEHHBIX TPENapaTos,



OpeaAHa3HAUYCHHBIX JIJI OKa3aHUus FyMaHHTapHOfI IIOMOIIIH (COI[GI\/'ICTBI/ISI) HJIM TIOMOIIU IpH ‘{pCSBBIan;'IHI)IX
CUTyalusx».

85. B ciyuae HeBBINOMHEHNS PEHICHUs 00 N3BSITHH, YHUUTOKEHUH U BBIBO3€ HEJJOOPOKaYEeCTBEHHBIX,
KOHTpa(axkTHBIX, (aabCU(PUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, BBE3CHHBIX Ha TeppuUTOpuio Pd,
YIIOJIHOMOYEHHBI OPraH:

[IpaBuneHenii  otBer: OOpamaercss B Cy[, COTJacHO JEHCTBYIONIMM IpaBHJIaM YHHUYTOXKEHUS
He100pOKAaYeCTBEHHBIX, KOHTPa(akTHBIX, (hanbCHPUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB.

86. Kaxue nexapcTBeHHBIC TPEMapaThl HE MOJIEKAT TOCYIaPCTBEHHON PETUCTPaITiu?
IIpaBuiIbHBIN OTBET:

1) nexapcTBEHHBIE MpemapaThl, NPUOOPETeHHbIE (QHU3MYECKHMH JHMLIAMH 3a Ipenenamu Poccuiickoit
denepanuu U MpeJHa3HAYEHHBIE U1 JIUIHOTO UCIIOJIb30BaHUS;

2) JICKAPCTBCHHBIC IIpCIiapaTbl, BBO3UMBbIC B POCCHﬁCKym (De/:[epaumo JJIA OKa3aHHA Me,[[PII.IPIHCKOI?I
IMOMOIIN IO XM3HCHHBIM IMOKa3aHHUAM KOHKPETHOI'O IMAallMCHTAa Ha OCHOBAaHUH Pa3pC€lICHUSA, BbIAAHHOI'O
YHOJIHOMOYCHHBIM (beﬂepaJ'IBHBIM OpraHoM HUCIIOJIHUTEIIbHOMU BJIAaCTH;

3) InekapCTBEHHBIE CpEACTBa, BBO3UMEBIE B Poccuiickyro @Dezepalio Ha OCHOBAHHH BBIIAHHOTO
YIOJTHOMOYEHHBIM (ellepaTbHbIM OPraHOM HCIIOJIHUTENIBHON BIACTU pa3pellieHus U TpeAHa3HauYCHHbBIS
IUTS TIPOBEICHHS KIMHUYECKHX WCCIIEOBAaHNUN JIEKAPCTBEHHBIX IIpermapaToB W (WIK) TMPOBEIEHUS
SKCIEPTU3bl  JICKAPCTBEHHBIX CPEICTB JJISI  OCYLIECTBIEHUS TOCYAapCTBEHHOM  pETUMCTpaluu
JIEKapCTBEHHBIX MIPENapaToB;

4) nexapCTBEHHBIE IPENapaThl, NU3rOTOBJICHHBIE AalITEYHBIMU OPTAHU3ALNIMH, BETEpUHAPHBIMH Al TCUHBIMH
OpraHu3alysMH{, WHIUBUIYAIbHBIMH HPEANPUHUMATEISIMH, KOTOPbIE MMEIT JIMLECH3HIO Ha
(hapMaleBTHYECKyI0 JCATeNbHOCTh, MO pelenTaM Ha JeKapcTBEHHBIE Npenaparbl W TpeOOBaHUSIM
MEIUIMHCKUX OpTaHU3alnii, BETepUHAPHBIX OpraHU3aLuii;

5) ¢papmarieBTHYECKHE CYOCTaHIINN;
6) IeKapCTBEHHBIC MTPENAPATHI, MPOU3BOANMBIC TSI SKCTIOPTA.
87. Uro moapazymeBaet o coboi moHaTre BBo3a JIC B kauecTBe r'yMaHUTApHOW TOMOIIN?

[IpaBuibHBIA OTBET: MpeNCTaBisieT co00il BU 0€3BO3ME3IHON MOMOIIHM (COACHCTBUS), OKa3bIBAEMOW B
CICNYIONNX TIEJSIX: Y I OKa3aHWUS MEIUIIMHCKOW ¥ CONHMATBbHON ITOMOINM Malo00eCTIeYeHHBIM,
COLMATIBHO HE3AIUIIEHHBIM CJIOSM HACEICHUS; Y JUUISl IOMOIIY IMOCTPAJAABIINM OT CTUXUNHBIX OCICTBHIA
Y IPYTUX YPE3BBIYaiHBIX MPOUCIIECTBUN; Y JUIA JTUKBUAANNHN TIOCIEICTBII STUX TIPOUCIIIECTBHIA.

88. Jns momyueHuWs paspellieHHs Ha BBO3 JIEKApCTBEHHBIX INPENapaToB, NpeJHa3HAUYEHHBIX IS
OKa3aHUs T'yMaHWTapHOW IIOMOIIY, HEOOXOAWMO MpPeICTaBUTh B MHUHHCTEPCTBO 3ApaBOOXPAHEHUS
Poccuiickoii @enepanuu 3asBICHUE ¢ IPUIOKEHUEM CIEAYIOIIHUX JOKYMEHTOB:

[IpaBuIIbHBIA OTBET: a) TOKYMEHT, COIep Kalliuii CBEACHNS O BBO3MMBIX JIEKAPCTBEHHBIX Mperaparax, B
2 sk3eMIuIsApax no GpopMme, yTBepxkaaeMoit MUHUCTEPCTBOM 31paBooxpaHneHus Poccuiickoii @enepanuu;

0) KONMH yYpeAUTEIbHBIX U PETUCTPAIIMOHHBIX JOKYMEHTOB (YCTaBa, CBHETENHCTBA O TOCYIaPCTBEHHOM
perucTpalnu, CBUJETENbCTBA O IOCTAHOBKE HA YUYET B HAJIOTOBOM OpraHe);

B) MMCbMO YIOJHOMOUYEHHOI'O OpraHa HCIIOJIHUTENbHOM BiacTu cyObekTta Poccuiickoit ®dexeparuu o
MOAJEPHKKE T'YMaHUTAPHON aKIIUH 10 BBO3Y JIEKAPCTBEHHBIX MTPENapaToB, IpeJHA3HAYCHHBIX I OKa3aHUs



aToMy cyObekTy Poccuiickori ®Dezpepaliiu ryMaHUTApHON MOMOINHU, C 00S3aTEIBCTBOM OCYIICCTBISThH
KOHTPOJIb 32 IEJIEBEIM HEKOMMEPUYECKUM HCITOIE30BaHUEM T'Py3a;

I') KOMKS IOKYMEHTA, MOATBEPKIAIOIIEro TYMaHUTAPHBINA XapakTep Tpy3a (IapCcTBEHHAs, COTJIAllICHHE);

1) KOHsl JTIOKyMeHTa (crenudukanuy, cueT-(QakTypa), HOATBEPKAAIOUICTO HaMepeHHe HalpaBUTh
JIeKapCTBEHHBIC Npenaparbl, NpeJHa3HaYeHHBbIC [UI1 OKa3aHWs TyMAaHUTAPHOW IOMOIUM, B ajpec
noyryyaTensi (C yKa3aHHEM OpraHU3alMH-TIPOM3BOIUTENS, CTPAaHBI-IPOU3BOANTENS, (OPMBI BBITYCKa,
KOJIMYECTBA, CPOKA TOAHOCTH JIEKAPCTBEHHBIX MPENapaToB);

€) KOIUS TUTaHa IeJIEBOTO pacIpe/eNIeH s JIEKapCTBEHHBIX MIPenapaToB, NpeqHasHaueHHBIX ISl OKa3aHHs
TYMaHUTApHOW TOMOINM (C YKa3aHHWEM IOJHBIX JaHHBIX IOJIydaTeleld M KOJMYECTBA TepeaaBacMoro
rpy3a), YTBEPKICHHOTO OPTaHOM YTIPaBIICHUS 3paBooXpaHeHHeM cyOnrekTa Poccuiickoit deneparum, -
B CJIy4ae OKa3aHHs T'yMaHUTapHOM MoMoIu (CoaeicTBus);

) TOKYMEHT, BBIJaHHbI MunncTepctBoM Poccuiickoit denepaiinu o enaM rpakaaHcKoil 000pOHEI,
Ype3BbIYAHBIM CHTYalUsIM W JMKBUAALMH TOCIEACTBUN CTHXUHHBIX OCICTBHH, MOITBEP KIAIOIIUMA
HEOOXOIUMOCTh U II€JIeCOO0Pa3HOCTh BBO3a JIEKAPCTBEHHBIX MPENapaToB, NpeIHA3HAYEHHBIX I
OKa3aHWs TYMaHHWTApHOH MOMOIM (C yKa3aHWEM KOJMYecTBa, (haCOBKH, MO3UPOBKH, KOHIEHTPAILIUH
JIEKapCTBEHHBIX NIPENapaToB), - B Cllyyae OKa3aHWs HOMOLIH IIPU Ype3BbIYaHHBIX CUTYaLUsIX.

89. OcHoBaHMAMH JJs OTKa3a B BblJaue pa3pelleHus Ha BBO3 JIEKAPCTBEHHBIX IIPENaparos,
HpeIHa3HAYEHHBIX IS OKa3aHUs T'yMaHUTapHOM MOMOIIIH, SIBIIAETCS:

[IpaBwiibHBII OTBET: a) OTCYTCTBUE TOCYJApCTBEHHOW PETHCTPAlMU KaKOro-THOO JIEKAPCTBEHHOTO
rperapara, npeaHa3HaueHHOTO A OKa3aHHs TYMaHUTapHOW MTOMOIIIH;

0) mpeacTaBlIieHUE HE B TIOJTHOM 00beMe JOKYMEHTOB;
B) IIPE/ICTABIICHUE 3asBUTEIIEM HEAOCTOBEPHBIX CBEICHHUIA.
90. HeszapeructpupoBaHHbIH JIeKapCTBEHHBIN MpenapaT MOXXHO BBe3TU Ha TeppuTopuio PD, ecnu oH:

HpaBHJ’ILHBIfI OTBET: ABJIAACTCA BbICTABOYHBIM 06pa3110M; BBO3UTCA [JId IMPOBCACHUA ODKCICPTU3BI,
KIIMHHHYCCKUX HCCHGI[OBaHHfI; HGO6XOI[I/IM JJIL  OKa3aHUusA MGHHHHHCKOﬁ IIOMOIIMN II0 JKH3HCHHBIM
IIOKa3aHHsIM.

91. BB03 (BBIBO3) JIEKapCTBEHHBIX CPENICTB, OTHECEHHBIX K CHJIBHOJCHCTBYIOIIUM BEIIECTBaM, HE
SIBJISIIOLIUXCST  IPEKYypCOpaMy  HAapKOTHUYECKUX CPEACTB M ICUXOTPOIHBIX BEIIECTB PErYJIUPYIOT
CIIeyIOIINE HOPMATUBHBIE TPABOBBIE JOKYMEHTHI:

IIpaBuneHeiil oTBeT: 1. [locTanoBnenue [IpaButenscTBa Poccuiickoit @enepaunn ot 16.03.1996 r. Ne 278
«O mopsanke BBo3a B Poccmiickyto ®@enepanmmio W BbBO3a w3 Poccuiickoit  Depepanuu
CUJIBLHOJICHCTBYIOLIUX U SITOBUTHIX BEUIECTB, HE SIBISIOLIUXCS MPEKYPCOPaMU HAPKOTUUYECKUX CPEACTB U
MCUXOTPONHBIX BemecTB» 2. [ToctanoBnenue [IpaBurensctBa Poccuiickoit deaeparum ot 03.08.1996 1.
Ne 930 «O06 yTBepkIeHUH HOMEHKJIATYPhl CUIILHOJACUCTBYIONMINUX U SIAOBUTHIX BEIIECTB, HE SIBIISIONTUXCS
MPEKypCcopaMu HApPKOTUYECKUX CPEACTB M ICUXOTPOIHBIX BEIIECTB, HA KOTOPBIE PaCIpOCTPaHSETCS
nopsiiok BBo3a B Poccuiickyro ®enepanuio U BbiBo3a U3 Poccuiickoit denepainuu, yTBEp>KIECHHbBIN
nocraHoBieHueM IlpaBurenscrBa Poccuiickoit ®enepamuu ot 16.03.1996 r. Ne 278»; 3. Pemenue
Komnerun EQK ot 16.08.2012 r. Ne 134, yrBepausiiee «IlonoxeHnue o nopsiake BBO3a, BBIBO3a U TPAH3UTA
SITOBUTBIX BEIUIECTB, HE SIBJIAIONTUXCS MPEKYPCOPaMU HAPKOTHUECKHUX CPEJICTB U IMICUXOTPOITHBIX BEIIECTB,
10 TAMOKEHHOU TeppUTOpuu TaMOXKEHHOTO COI03ay.



92. Kakyto 0TBETCTBEHHOCTH BJICUET MPOjaka UK BBO3 Ha TeppuTopuio PO danbcnpunmpoBaHHBIX
JIEKapCTB, MEIUIIMHCKUX U3ACTHHI:

IIpaBunpHBIM OTBET: AIMHHHUCTpPAaTHUBHAS OTBETCTBEHHOCTH 3a IPOU3BOJCTBO, MPOJAXy WJIM BBO3 Ha
tepputoprio PO danbCUBUITIPOBAHHBIX JIEKAPCTB, MEAUITMHCKAX W3ICIHNA TMpeaycMOTpeHa cT. 6.33
KoAIIl PO

93. s kakux 1enei MoryT BBO3UTH JIEKapCTBEHHBIE cpenicTBa B Pocculickyro @denepanuo HaydyHo-
HCCIIeIOBATENbCKUE OpraHu3alud, o0pa3oBaTeNbHBIE OpraHM3alldM  BBICIIETO O0pa3oBaHUS |
MIPOU3BOAUTENH JIEKAPCTBEHHBIX CPENCTB?

[IpaBunbHEI OTBET: pa3pabOTKH, UCCISAOBAHUM, KOHTPOJS 0€30MaCHOCTH, Ka4eCTBA U 3PPEKTUBHOCTH
JIEKapCTBEHHBIX CPENICTB MPU HATHMYUH 3aKitoueHus M3 PO.

94. Cpox rogHoctu JIII, BBO3MMBEIX Ha Teppuroputo P®, mnpeaHa3sHaueHHBIX MO OKa3aHHA
TYMaHUTapHOW MTOMOIIIH, TOJKEH COCTABIISTH:

IIpaBunpHBI OTBET: HE MeHee 12 MecsleB, UCUUCISIEMBIX C AAaThl BBIIAYM pa3pelieHus] Ha BBO3. llpu
HeoOXoauMocTH obecnieueHust KoHkpeTHbIM JIIT M3 P® Bnpase paspemuts BBo3 JIIT mist I'TT co cpokom
TOJHOCTH MeHee 12 MecsieB, B Cllydae COOTBETCTBYIOIIETO OOpallleHHs B MHHHCTEPCTBO
YIIOJTHOMOYEHHOTO OpTraHa HCIIOTHUTEILHOM BiIacT cyonsekra Poccuiickoit deneparin.

9s5. Kto Benér peectp 3akimoueHHid Ha BBO3 HE3aPETUCTPUPOBAHHBIX Ha Teppuropun P
JIEKapCTBEHHBIX MPEenapaToB?

IIpaBunpHbIl OTBeT:  MuHuHcTEepcTBO 3ApaBooxpaHeHus: Poccuiickoil denepanuu Beder peecTp
BBIJIaHHBIX 3aKTIOYEHUI B AJIGKTPOHHOM BHUJE€ B YCTAHOBJIEHHOM WM TIOpSIKE, KOTOPBIM HOCHUT
WH(POPMALMOHHBIN XapaKkTep.

96. Opranuszaiuy, ocylecTBUBIINE BB03 B Poccuiickyro @enepannio JeKapCTBEHHBIX MpenaparTos,
MIPEeJHA3HAUYEHHBIX s OKa3aHWA MEIVIMHCKON MOMOILIM MO >KM3HEHHBIM IOKa3aHUSAM KOHKPETHOTO
namuenTta, B Teuenrne 10 pabounx maHEW cO JHA MONYYEHHUS JEKApCTBEHHBIX MPENapaToB MEAUIINHCKON
opraHu3anyeil, B KOTOpoi OKa3bIBaeTCsl MEAULIMHCKAs TOMOIIb MAHEHTY, 00s3aHbl yBEJOMUTH 00 KaKyro

CTPYKTYpY?

[IpaBunbHEIA oTBeT: MUHHMCTEPCTBO 31paBooxpaneHus Poccuiickoit @enepannu B popMe 3IEKTPOHHOTO
JIOKyMEHTA, TTOAIMMMCAHHOTO AJICKTPOHHOM MOAMMCHIO (TPOCTOH dIIEKTPOHHON TTOITHACHIO, THOO YCHIICHHOM
KBaTM()UIIMPOBAHHON IIIEKTPOHHOW MOJNKCHIO, TNOO0 YCUIEHHON HEKBAJTU(QHIMPOBAHHONW SIEKTPOHHOM
MTOJIITHACHIO).

97. Kakoli HOpMaTUBHEIM JOKYMEHT periJaMeHTUPyeT POpPMBI IOKYMEHTOB JIJIsl BBO3a HA TEPPUTOPHIO
Poccwiickoit ®eneparuu JIII, nmpenHasHadeHHBIX i1 OKa3aHHWS T'YMaHUTApHOW TOMOINW (COAEWCTBUA)
WJIA TTIOMOIIX TIPU YPE3BBIYaWHBIX CUTYaIHsIX ?

IIpaBunsHEI oTBET: [Iprka3 MuHHCTEPCTBA 3APaBOOXPAHEHUS U COITUATLHOTO pa3BUTHSI PD oT 8 HOSOps
2010 1. N 9691 "OO0 yTBep)aeHun GopM JOKYMEHTOB JJIs BBO3a Ha TeppuToputo Poccuiickoii denepanuu
JIEKapCTBEHHBIX MTPETapaToB, peIHa3HAYCHHBIX JUTsl OKa3aHU T'YMaHUTapHOW ITOMOIIH (COEHCTBHS) HITH
TIOMOIIIX TIPY YPE3BBIYalHBIX CUTyaluax"

98. YKakxATe KpaTKAHd alroOpuTM HNEWCTBHHA 3asgBUTENS IS  OGOpMIICHHS BBO3a (BBIBO3a)
CHHBHOHCﬁCTBymHIHX " AJOBUTHIX BCIICCTB, HE ABJIAIOMINUXCA MPEKypCOpaMU HAPKOTUYECKUX CPEACTB U
MICUXOTPOITHBIX BEHIECTB

[IpaBwibHbiid otBer: 1. 3asButens (ropuandyeckoe wind ¢usndeckoe Jymio) --- 2.1 Paspemene



1)
2)

Poc3ngpaBHag3opa Ha BBO3 B P® u BbIBO3 U3 PP CHUIBHOAEHCTBYIOIIMX BELIECTB, HE SIBJISIOLIMXCSA
npexkypcopamu HC u IIB; 2.2 Pazpemenue PocnpupogHaa3opa Ha BBO3 SIIOBUTHIX BEIIECTB, HE
apnstonxcs npekypcopamu HC wu IIB; --- Jlunensuss Munnpomtopra PO Ha BBO3 M Ha BBIBO3
CUJIBHOJIEHCTBYIOLIUX AJTIOBUTHIX BEUIECTB, He sBstomuxcs npexkypcopamu HC u I1B --- TamoxHs.

99. Jlnst monmyueHust pa3penieHus U cepTrdukara Ha BBO3 HAPKOTHYECKUX U CHIIbHOeicTBYommX JIC
3asiBUTENb IMPENCTABIAET B yrmoinHoMoueHHble opradbl (Poc3apaBHamzop u ®CKH Poccun) 3asBnenus,
KOTOPBIE TOJDKHBI COJEPKATh CIEIyIOIINEe CBEICHUS:

[IpaBmibHEIA OTBET: a) ek BBo3a (BeiBo3a) HC, IIB mmm npekypcopoB; 6) HanMeHOBaHUE, aipec MecTa
HAXOXK/ICHUS 3asIBUTENS, €r0 OCHOBHOW TOCYJapCTBEHHBI PETMCTPAMOHHBIH HOMEp (B OTHOIICHUH
IOPUIUYECKUX JIML, 3aperuCTPUPOBAHHBIX B COOTBETCTBHM C 3aKOHOAATENLCTBOM Poccuiickoit
Denepanun) 1 UACHTUGUKALIMOHHBIA HOMEpP HAJIOTOIIIATENbUIMKA (B OTHOLIEHWH IOPUIAMYECKHUX JIUIL,
00513aHHBIX COCTOSTH Ha yYeTe B HAJIOTOBBIX OpPraHax B COOTBETCTBUH C 3aKOHOAATEIHLCTBOM Poccuiickoit
®denepanyn), HAUMEHOBAHUS U a/Ipeca MECT HAXOXKICHHUS MPOU3BOAMUTEINS U IPY30IO0IyyaTes, a TakKe
uMmnopTepa (B ciaydae OCyIIecTBIeHHs BbIB03a); B) HazBanue HC, IIB umum mpekypcopa, yka3aHHOE B
[lepeune, Ha3zBanue, moa KoTopbiM oHM BhITyckatoTcs, MHH HC wnum I1B, ecin takoe mmeercs, mudo
TIepBOE Ha3BaHUE, IO KOTOPHIM OHO OBLIIO BBIMYIIICHO; T) JiekapcTBeHHas hopma HC, T1B wm npexypcopa
(ecu onu senstorcs JIC); n) xonmnyectso HC, I1B unm npekypcopoB B KOHKPETHOH HapTHH; €) CPOKH
BBO3a (BeiBo3a) HC, IIB nnu npexypcopoB; k) cTpaHa, U3 KOTOPOH (B KOTOPYIO) OCYILECTBIISIETCS BBO3
(BeiBo3) HC, IIB wmnu mpexypcopoB; 3) BHJ TPAHCIOPTA, KOTOPBIA MPEATIONAraeTcsl MCI0JIb30BaTh IS
BBo3a (BbiBo3a) HC, I1B nnu npexypcopoB, nim cnocod ux OTHPaBKH; H) MPENNOIaraeMoe MECTO U BpeMsI
MepeceueHrs TOCYyAapCTBEHHOMN rpaHuIsl Poccuiickoit @enepannn konkperHoi maptueit HC, I1B wm
MIPEKYPCOPOB.

100.  Cpoxk neicTBUS pa3pelieHHus W cepTH(HUKaTa Ha BBO3 HAPKOTHYCCKUX U CHIIBHOICHCTBYIOIIIX
JIC?

IIpaBuiIbHBIIA OTBET: HE MOXET MPEBBIIIATH HAUMEHBIINN CPOK JEHCTBHUS OJHOTO U3 HUKEYKa3aHHBIX
JIOKYMEHTOB: 1. pa3pelieHns KOMIIETEHTHOTO OpraHa rocy1apcTBa-uMIOpPTEPa Ha BBO3 HA €I'0 TEPPUTOPHIO
koHkpetHo#t maprmm HC, [IB wim mpekypcopoB, €Clid 3TO MPEIyCMOTPEHO 3aKOHOIATEIHCTBOM
COOTBETCTBYIOIIETO0 TOCYJapCTBa; 2. JHUIIEH3UM Ha OCYIIECTBICHHE BHUJIOB JESTEIBHOCTH, CBA3AHHBIX C
o6oporom HC u IIB nubo ¢ oboporom mpekypcopoB, BHeceHHbIX B Tabiuiy I crmcka IV Ilepeuns; 3.
BHEIIHETOPTOBOT0 KOHTpakTa (torosopa) B orHomeHnu HC, I1B nnm npexypcopos; 4. 10roBopa KOMUCCHH
(ecnm 3asBUTENIEM SIBISAETCS FOPUANYECKOE JTUIIO0 — KOMUCCHOHEP), HO HE AOJDKEH OBITh Ooiiee 1 roga co
ITHS BBIIaYM pa3pemeHus u ceprudukara. B cioygae ecnu B otHomenun HC u [1B ycraHOBII€HBI KBOTHI,
CPOK JICHCTBUS pa3pelieHU U cepTU(PHUKATOB 3aKaHIMBAeTCs | sHBaps roja, CleAyIOIIEro 3a ToJA0M UX
BBLIAYH.

IK-2

OcHoBaHMEM IJIs1 U3BIATUS U3 TPAKIAHCKOTO 000pOTa U YHUUTOKEHUSI KOHTPa(haKTHBIX
JIEKAPCTBEHHBIX CPEJICTB SABJISICTCS PEILICHUE:

cyaa

MHHHCTEPCTBA 3IpaBOOXPAHEHUS



3) TteppuropuasbHOro ynpasieHus Poc3apaBHangzopa
4) PocnorpeOHan3opa

2. W3bsaTue nekapCTBEHHBIX CPEACTB HA aHAJIU3 OTHOCHAT K:
1) Po3nuuHOil peanuzanuu

2) IIpoyeMy 1OKYMEHTHPOBAHHOMY Pacxoay

3) Henocrauam

4) OnToBoi peanu3anun

3. MoHuTopHHT 0€30MacCHOCTH JIEKAPCTBEHHBIX MPENapaToB OCYLIECTBISAETCS

a) YIIOJTHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIOJHUTENLHOM BaacTH Poccuiickoit
Denepauuu

6) MuHHCTEPCTBOM MPOMBIIIJIEHHOCTH, HAYKH U TeXHOs0oruu PO

B) DenepanbHON CITy»00i 10 HaA30py B chepe 3amuThl MpaB MOTPEOUTENCH U OIaronoTyars
4eJI0BEKa

I') alTeYHOH opraHu3anueil CaMoCTOSTEIbHO

4. CTOUMOCTbH JIEKapCTB, U3bATHIX HA aHAJIN3 B KOHTPOJIbHO-aHAIUTHYECKYIO JIAOOPAaTOPHIO, B
anTeKe B KOHIIE Mecslla OTPaKaroT B:

1) PacxoaHoii 4yacTH «TOBAPHOIO 0TYETa)

2) IlpuxoHOi YacTH «TOBAPHOTO OTUETA

3) KaccoBoii kaure

4) VHBeHTapHOW KHHTE

5. B ®enepansuom 3akoHe Ne61 « O6 obpartiieHIH TeKapCTBEHHBIX CPEACTB» K KOHTpadaKTHOMY
JIEKapCTBEHHOMY CPEJICTBY OTHOCST JIEKAPCTBEHHOE CPEICTBO

1) C uctekmmmM CpoKOM roJHOCTH

2) Haxopsmeecst B 000poTe ¢ HapyIIEHUEM MAaTEHTHOTO 3aKOHOIaTEIhCTBA

3) Haxopasiuieecsi B 000poTe ¢ HAPYIIEHHEM TPAKAAHCKOr0 3aKOHOaTeIbCTBA

4) CompoBoskaaeMoe J0KHON HHGOPMAIHEH O ero COCTaBY W/WJIH TIPOU3BOIUTEIN

6. CrucaHue CTOMMOCTH JIEKAPCTB, U3BATHIX HAa aHAINU3 B KOHTPOJIbHO-aHATUTUYECKYIO
nabopaTopuio, B anTeke MPOU3BOISAT HA OCHOBAHUU

1) BemomocTtu

2) CopaBku

3) Omnucu

4) AkTta

7. HecooTBeTcTBHE MAPKHUPOBKH yCTAHOBICHHBIM TPEOOBAHUAM

1) momyckaercs [UIsi JIEKapCTBEHHBIX CPEACTB 3apyOesKHOTO MPOU3BO/ICTBA

2) MOXkKeT CBHAETEeJbCTBOBATH 0 (haJIbCH(PUKALMHU

3) MOXeT CBUJETEIbCTBOBATH O CMEHE IIPOU3BOAUTEINS JIEKAPCTBEHHOTO CPEJICTBA
4) nomyckaercs A HAPYKHBIX JEKapCTBEHHBIX (OopM

8. ®enepanbHbIM 3aKOHOM Ne61 «OO0 oOpamieHny JIeKapCTBEHHBIX CPENICTBY
dbanscudupoBaHHOE JEKAPCTBEHHOE CPEACTBO XapPAKTEPU3YETCS KaK



1))

2)
3)
4)

10.

1))
2)
3)
4)

1.

1)
2)
3)
4)

12.

He cootBetcTBytomiee TpeboBaHMAM (papmMaKkoneitHoi cTaThy, TMO0 B Cllyyae €e OTCYTCTBUS
TpeOOBaHUSAM HOPMAaTUBHON JTOKYMEHTAIIUN

Haxopsmeecss B 060poTe ¢ HapyIIeHHEM TaTEHTHOTO 3aKOHOJATEIbCTBA

Haxopnsmeecs B 060poTe ¢ HapylIEHHEM TPaXkAaHCKOTO 3aKOHOIATEILCTBA
Conposoxkaaemoe J10:kHON HH(OpMalueli 0 ero coctaBe U/ NPOU3BOANTEIIE

HITpuxoBoii KO, HAHECEHHBIN Ha YIAKOBKY JIEKAPCTBEHHOTO CPEACTBA
1)cHmxaeT BepoOSATHOCTH ajibcupuranumn

2)CHUXAEeT LIeHy

3)MOBBINIACT Ka4€CTBO

4)CBUACTENIBCTBYET O HEAOOPOKAUECTBEHHOCTH

JIOKyMEHT OpraHu3aiuu, B KOTOPOM OTPAKAIOTCS CIIOCOOBI 00eCTIeYeHUS MUHUMU3AIUN
PHCKOB TIOTIJIaHUs B TPAKIAHCKUI 000POT HEAOOPOKAYECTBEHHBIX, (DaTbCU(PUITUPOBAHHBIX 1
KOHTpa(aKkTHBIX JIEKAPCTBEHHBIX MPENapaToB, MPEACTABISAET CO0O

[IpaBuiia BHyTpEeHHETO TPYAOBOTO pacropsaKa

PykoBoacTBO 10 KaYecTBY

Opranu3zaliioHHYIO CTPYKTYpPY

CrannapTHYIO ONEepalOHHYIO IPOLEIYPY

OdunmanbHBIM UCTOYHHUKOM MH(GOPMAITH O BBISIBICHUH HEIOOPOKaUYE€CTBECHHBIX HIIH
(bhanscuUIMPOBAHHBIX JICKAPCTBEHHBIX MTPENApaTOB SBISICTCS:

Cgenenusi, nojiydeHHble oT ipousBoautestst JIIT

Csenenus, noaydeHHble oT nocrapmuka JII1

Nudopmanuonnsie nucbmMa, ony0/IMKOBaHHbIC HA caliTe Poc3apaBHan3opa
CBenenusi, mony4eHHble OT AuCTpuObIoTepa JIIT

Pacxo/ip1, CBSI3aHHBIE C YHUYTOXKEHHEM KOHTPa(aKTHBIX, HEJJOOPOKAUYECTBEHHBIX H
banbcHuPUIIPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, BO3MEIIACT:

1) 3aBOJ-U3rOTOBUTETH

2) BaajgeJien

3) opran deaepanbHOM CITy)OBI 0€30MACHOCTH
4) opran McnonuutenbHoi Biacti cyobekta PO

13.

1)
2)
3)
4)

14.

)

HezaBucrumMo oT UCTOYHMKA MTOCTYTUICHUS JIEKAPCTBEHHBIE MTPenapaThl MOABEPratoTCs
MIPUEMOYHOMY KOHTPOJIIO C HETBI0 MPEAYNPERKACHHUS TTOCTYIIIICHUS B TIPOJIaXy JIEKAPCTBEHHBIX
CPEJICTB:

C UCTEeKIINM CPOKOM FOJTHOCTH

KOHTPa(aKTHBIX, HeIOOPOKAaYeCTBEHHBIX U (ajibcuPUUMPOBAHHBIX
HEe3aperUuCTPUPOBAHHBIX HA TeppuTOpuu PO

Hed(P(HEeKTUBHBIX U HEOE30MaCHBIX

JlekapCTBEHHOE CPENICTBO, HE COOTBETCTBYIOIIEE TPeOOBaHUAM (hapMaKOIEHHOM CTaTbu, TNO0
B ClIydae €€ OTCYTCTBUS TPEOOBaHUSAM HOPMATUBHOM JJOKYMEHTAITUH SBIISIETCS:
KonTpadaxtasim



2)
3)
4)

15.

1))

2)
3)
4)

16.

1)
2)
3)
4)

17.

1)
2)
3)

4)

18.

1)
2)
3)
4)

19.

Heno0pokauecTBeHHBIM
danbcuuIIPOBaHHBIM
BocnpousseneHHbIM

[Ipu npuemke ToBapa, B cirydyae oOHapyx eHHs QaibCcu(UIUPOBAHHBIX WIH
HEe100pOKAYECTBEHHBIX JIEKAPCTBEHHBIX MTPENapaToB, HHPOPMALHIO HEOOXOAUMO OTPa3UTh B:
AKTe 00 YCTAHOBJICHHBIX PACX0KICHUAX B KOJMYECTBE H Ka4eCTBe NIPU NPHEMKe
TOBAPHO-MATEPHAJBbHBIX HEHHOCTEH

JKypHane perucrpanuu NocTyNnuBIINX TOBAPOB

AKTe MHBEHTapU3aIU

ToBapHO-TPaHCIIOPTHOM HAKJIAHOU

B CJIy4ac€ HCBBIIIOJHCHUA PCIICHUA 00 HU3BATUH, YHUUTOXCHUH U BBIBO3C
HeT00pOKaYECTBEHHBIX, KOHTpa(aKTHBIX, (haabCH(DHUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
COTJIACHO JICHCTBYIOLIMM ITPAaBHJIAM YHHUYTOXKCHUS HETOOPOKaYeCTBEHHBIX, KOHTPA(aKTHBIX,
(babCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, YIIOJIHOMOYCHHBINA OpraH

OOpariaercs B TUIEH3UPYIOUINI OpraH ¢ TpeOOBaHUEM aHHYIHUPOBAHUS JIUIIEH3UN
OOparaercs B IMLIEH3UPYIOMIUI Oprad ¢ TpeOOBaHUEM MTPUOCTAHOBIICHUS ICHCTBUS JTULIEH3UU
Oopamaercs B ¢y

Pemraer Bonpoc B NpeTEH3MOHHOM ITOPSIIKE

JleficTByroIIMEe IPAaBIIIa YHUUYTOXKEHHS (haibCH(PUITMPOBAHHBIX, HEAOOPOKAYECTBEHHBIX U
KOHTpa(haKTHBIX JICKAPCTBEHHBIX CPE/ICTB PETIIAMEHTUPYIOT : YIIOJIHOMOYCHHBIN OpraH B
ciry4ae BbIsBJIECHUS (DakTOB BBO3a Ha TeppuTopuio PO mm gaxkroB oOpamieHus: Ha TEPPUTOPHH
P® ¢panscuduimpoBaHHbIX, HEAOOPOKAYECTBEHHBIX M KOHTPA(PAKTHBIX JTEKAPCTBEHHBIX
CPEICTB MMPUHUMAET PEUICHUE, 00s3bIBAIOIIECE

Bnaz[eﬂbua YKa3aHHBIX JIC OCYHICCTBUTD UX U3ZBATHUC, YHUUTOKCHNC U BBIBO3 B ITIOJTHOM
oobeme ¢ Tepputopun PO

HpOI/I?;BOI[I/ITeJ'IfI YKa3aHHBIX JIC OCYHMECTBUTL X U3BATHUEC, YHUYTOKCHNEC U BbIBO3 B IIOJTHOM
o0Bbeme ¢ Tepputopuu PO

Branensua ykazanusix JIC ocyniecTBUT UX IepeMEIeHHE B KAPAHTHHHYIO 30HY JUIS
M30JIMPOBAHHOTO XpaHeHus oT Apyrux JIC

Baagensna ykazanusix JIC ocyniecTBHTH U3 BO3BPAT MPOU3BOIHTETIO

AKT 00 yHHUUTOXEHHH (hanbcu(PUIIUPOBAHHBIX, HEJOOPOKAYECTBEHHBIX U KOHTPAa()aKTHBIX
JIEKapCTBEHHBIX CPECTB, COTJIACHO JCHCTBYIOLINM MPABUIAM YHUUYTOKECHUS
(banbcupUIMPOBAHHBIX, HEAOOPOKAUYECTBEHHBIX M KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
COCTABJISIOT B YHHYTOKECHUS JIEKAPCTBEHHOTO CPEZICTBA

TeueHue Tpex qHen nocine

Teuenue 7 qHel nocie

Teuenue 30 gHeil nocie

Jenn

K ¢yHKmu ynpaBieHus: KaueCTBOM Pe3yJIbTaTOB TEKYIIEH JAesITeIbHOCTH (hapMaleBTHUECKOM
OpraHU3alyy OTHOCST



1)

2)
3)
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20.

1)
2)
3)
4)

21.

1)
2)
3)
4)

22.

1))
2)
3)
4)

23.

1)
2)
3)
4)

24.

1)
2)
3)
4)

25.

Oprannsanuio padorsl ¢ paabcuGUIUPOBAHHON, HeAO0OPOKAYECTBEHHOM 1
KOHTpadaKTHO! NpoayKIueil

Onenky 3 GeKTUBHOCTH U pecypCHOTO obecrieueHus apMareBTHIECKON OpraHu3anun
[1nanupoBanue U pazpabOTKy MEpPONPUATHI 10 HTHPOPMAITMOHHON U KOHCYJIbTaTUBHOM
MTOMOIIH LI€JIEBBIM IpyIIam

dopMupoBaHue OIOKETA IO HAITPABICHUSAM TEKYIIEH AeATEIHbHOCTH (papMarieBTUIECKOM
OpraHH3alyH

[Tpuka3 M3 P® ot 31.08.2016 Ne646H 1OMOIHUTEIBHO BKIIIOYAET TPEOOBAHUS 10
O06s3arenbHO cepTU(UKALMY JIEKAPCTBEHHBIX CPEJICTB

JlocTaBke 3apyOeKHBIX TpenapaToB

Perucrpanuu nexkapCTBEHHBIX IpenapaToB Ha Tepputopun PO

MuHMMH3a1UM PUCKA POHMKHOBEeHHS (PpajibcuUIINPOBAHHBIX, HEJ00POKAYECTBEHHBIX
U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB B IPAKIAAHCKHIA 000pOT

[TopsnoK U3BATHA U YHUUTOXKEHUS (hanbcuDUIUPOBAHHBIX, HEJOOPOKAaUeCTBEHHBIX U
KOHTpa(aKTHBIX JEKApPCTBEHHBIX CPEACTB yCTAaHABINBACTCS

I'ocynapcTBenHoit hapmakoneeit

ITocTanoBsennem npasurtesberBa P® or 15.09.2020 Ne1447

®enepanbubiM 3akoHOM PD o1 12.04.2010 Ne61

[Tpuxazom M3 PO ot 23.08.2010 Ne706H

MapkupoBKa J1eKapCTBEHHBIX CPEACTB 3aBOJICKOT0 POU3BOCTBA A0JKHA COOTBETCTBOBATh
TpeOOBaHUSAM

I'ocynapcTBeHHOM (hapmakonen

TexHUYeCKOro periaMmeHTa

®enepaabHoro 3akona Ne61-d3 ot 12.04.2010

ITpuxaza Munzapasa P® Ne751H ot 26.10.2015

CootBetcTBHE 0(hOPMIICHUS JIEKAPCTBEHHOTO CPECTBA ACUCTBYIONMEMY 3aKOHOAATEIbCTBY
KOHTPOJIMPYETCS IO MOKa3aTeto

yIaKkoBKa

MOATTUHHOCTH

OTHCaHue

MapKHPOBKa

Komnust akta 00 yHUYTOXEHUHN JT€KAPCTBEHHBIX CPEJICTB, 3aBEPEHHAS] B YCTAHOBJIEHHOM
MOPSIIKE, TPEICTABIIACTCS B YIIOJTHOMOYEHHBIM OPTaH ¢ UCIIOIH30BAHUEM DJICKTPOHHBIX
CPEIICTB CBSI3M B TCUCHHUH

7 pabouux JTHEH CO JHS €T0 COCTABIICHHS

Mecsia

10 paGouux HEH CO AHS €T0 COCTABIICHUS

5 pado4ux aHell Co JHS ero cOCTABJIEHUSA

[TocTanoBnenue npasutenbeTBa PO onpenenser nopsaoK yHUUYTOKEHUS U3BATHIX U3
TpaKJIaHCKOT0 000poTa GanbCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,



1)
2)
3)
4)

26.

27.

28.

29.

30.

31.

32.

33.

HE100pOKAaYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB U KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB,
3a UCKJIFOYEHUEM BOIIPOCOB, CBSI3aHHBIX C YHUUYTOKECHHUEM:

HAPKOTHYECKHX JIEKAPCTBEHHbIX CPEICTB

NPEKYPCOPOB HAPKOTHYECKHUX JIEKAPCTBEHHbIX CPEICTB

NCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB

paanodgapManeBTHYECKHX JIEKAPCTBEHHBIX CPEICTB

KakuM HOpMAaTUBHBIM JOKYMEHTOM PETJIaMEHTHPYIOTCS MOHATHS (panbcuduiimpoBaHHoe,
HEe100pOKaYeCTBEHHOE U KOHTPa(haKTHOE JIEKAPCTBEHHBIE CPECTBA

®denepanbhblit 3akoH 0T 12.04.2010 N 61-d3 "O06 obpamieHnn JeKapCcTBEHHBIX CPe/CTB"

danbcuduIIpPOBaHHbBIE JICKAPCTBEHHBIE NIPENapaThl HEIKBUBAJIEHTHBI OPUTMHAIBHBIM
npernaparam 1o
KauectBy, 3¢ dpeKTHBHOCTH U IOOOYHOMY ACHCTBHIO

Ilox xapaHTUHHON 30HOMU CIEAYyEeT IOHUMATh 30HY BBIACICHHYIO IS
XpaHeHus JJeKapCTBEHHbBIX NIPENapaToB, 10 KOTOPLIM He NPUHSATO pelieHue 00 ux
AajibHeleM o0paleHnd. 30Ha 10JKHA ObITh IPOMAPKHPOBAHA.

[Topsaok YHUUTOXKEHUS U3BATHIX PabCU(DUIUPOBAHHBIX, HETOOPOKAYECTBEHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB YCTAHABINBAETCS
IpaButeancrBoM PO

CObIT panbcuGUIUPOBAHHBIX, HETOOPOKAYECTBEHHBIX U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
CPEACTB CUUTACTCS COBEPILEHHBIM B KPYITHOM pa3Mepe, €ClIi CyMMa UX CTOUMOCTH
IIpesbimaer 100 000

[IponsBoauTeNpb JeKapCTBEHHOTO Ipernapara 00s3aH BO3MECTUTDh BPEJl, IPUUMHEHHBIN
3JI0pOBBIO IPaXKAaH BCIEACTBHE MPUMEHEHUS JIEKAPCTBEHHOI'O IIperapara, eciiy JoKa3aHo, 4To:
JIEKapCTBEHHBIN Mpernapar MPUMEHsSIICS 0 Ha3HAYEHUIO B COOTBETCTBUH C MHCTPYKLKEH 1O
MPUMEHEHHUIO JIEKAPCTBEHHOTO IIpenapaTa U MPUYMHOM Bpea SBUIICS BBOJ B IPaKIaHCKUIN
000pOT HEJOOPOKAYECTBEHHOT'O JIEKAPCTBEHHOI'O IIpenapaTa; Bpe 3J0pOBbI0 IPUUNHEH
BCJIEJICTBHE HEJOCTOBEPHOM MH(POPMALINH, COAEPIKAIICHCS B MHCTPYKIIUH 10 TPUMEHEHHIO
JIEKapCTBEHHOI'O IIpernapaTa, U31aHHOM

NPOU3BOJUTEIEM JIEKAPCTBEHHOI'0 Npenapara.

B anTeuHoii opranu3zanuy aHaau3 HHGOPMALUU O BBIBICHHBIX (aJIbCU(PUIMPOBAHHBIX,
HE100pOKAYECTBEHHBIX U KOHTpa(aKTHBIX JEKapCTBEHHBIX CPEACTBAX, C LIEIbI0
NPEJOTBPALLEHUS UX OTITyCKa, HEOOXOAUMO MTPOBOIUTH:

He pexe oqHoro pa3a B 1eHb

B cooTBercTBHMY € NTpaBUIIaMU HAJUIEKAILEH allTE€YHOU NIPAKTUKHU B alITEYHOU OpraHu3aluu
MOPSI0K OIIPEIEJIEHUS U OCYILECTBIECHUS HEOOXOJUMBIX ACUCTBUI € IIENIbI0 HEOMYyIIEHUS
nonaganus GpaibCUPUIMPOBAHHBIX, HETOOPOKAUYECTBEHHBIX U KOHTpa(aKTHBIX TOBAPOB
anTEeYHOI0 ACCOPTUMEHTA K IOKYINATEIO JOKEH OBbITh OIUCAH B

CranaapTHON onepanMoOHHOI poueaype



34.

35.

36.

37.

38.

39.

40.

C uenbio NpeoTBpalleHUs MOCTYIUIEHNS B MPOJaxy GanbcuPUIMPOBAHHbIX,
HEe100pOKAaYECTBEHHBIX U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB MPU NPUEMKE
JIeKapCTBEHHBIX IIPENapaToB B alTeKe He00X0AuMa MPOBEpKa

Nudopmanun o BoIsABIEeHHBIX (aabcHPUINPOBAHHBIX, HENO0POKAYECTBEHHBIX H
KOHTpPa(aKTHBIX JIEKAPCTBEHHbIX CPEICTB Ha caiite Poc3apaBHaa3opa, a Takke
NPOBEePKA HAJIUYMSA 3ALMUTHBIX 3JIEMEHTOB YIIAKOBKH, OTJHYHTEJIbHbIX IPH3HAKOB
(panbcupukanuu y 1eKapCTBEHHbIX CPEACTB «IPYIbI PUCKa» N0 (anbcupuKannu

H606X0}II/IMOCTI) BCJICHUS B anTeyHoun opraHru3al JOKYMCHTA O IMOJIUTHUKE U LEIAX
NeSTeIbHOCTH CyObEKTa POZHUYHOM TOPTOBIIH, B KOTOPOM ONPEAEISIIOTCS CIIOCOOBI
MUHMMH3ALUU PUCKOB MONAJaHNs B TPaXXJaHCKUH 000poT (asibCuUIMPOBAHHBIX,
HE1I00pPOKAYECTBEHHBIX U KOHTPa(paKTHBIX JIEKAPCTBEHHBIX CPEICTB, MEJUIIMHCKUX U3JEINN U
OMOJIOTMYECKH aKTUBHBIX JJOOABOK PErIaMEHTHPOBaHA

IIpaBuiamu HauIexKaLEeH aITEYHON NPAKTUKH JIEKAPCTBEHHBIX NPENapaToB 1/
MeIMUHMHCKOr0 IPUMEHEHH s

OcHoBaHMEM I U3BATHSA U3 FPAXKAAHCKOT0 000pOTa U YHUUTOXKEHUS (DaTbCUUIUPOBAHHBIX,
HeZ00pOKaYECTBEHHBIX U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEACTB JIJIsl MEIULIUHCKOTO
MIPUMEHEHUS SBIISICTCS pelICHHE

DenepajbHOM CyKO0bI 10 HAA30PY B cdepe 3ApaBOOXPAHEHMSI

YHauuToxkeHue GpaibCupUIMPOBAHHBIX, HEAO0OPOKAUECTBEHHBIX U KOHTpa(haKTHBIX
JIEKapCTBEHHBIX CPECTB, COTJIACHO JICHCTBYIOUINM MPAaBUIAM YHUUYTOXKECHUS
(banbcupUIMPOBAHHBIX, HEAOOPOKAUECTBEHHBIX M KOHTPA(aKTHBIX JIEKApCTBEHHBIX CPEICTB
OCYTIECTBIISIETCS

OpraHu3zanusMu, UMeIUMH JULIEH3UI0 HA eTeJbHOCTD 10 coopy,
TPAHCIIOPTUPOBAHUIO, 00Pa00OTKe, yTHIHU3ALUM, 00e3BpexuBannio oTxoa0B I-1V kiaccos
OMACHOCTH

B ciydae nosydeHust OTBETa 0 HECOTJIACUH € PELICHHEM 00 U3bATUH, YHUITO)KEHUHU U BBIBO3E
(banbcupUIMPOBAHHBIX, HEAOOPOKAUECTBEHHBIX  KOHTPA(aKTHBIX JIEKApPCTBEHHBIX CPEICTB,
COTJIACHO JICHCTBYIOLIUM IPaBHIaM YHHUTOXEHHUS (HanbCU(UITIPOBAHHBIX,
HEeT0OPOKAYECTBEHHBIX M KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEJICTB, YIOTHOMOYCHHBIH OpraH
Oopamaercs B cya

TpynoBast pyHKIUS- yIpaBlIeHUE Kaue€CTBOM PE3yJIbTaTOB TEKYLIEH e TeIbHOCTH
(apManeBTUUECKONW OpraHUu3aliK BKIIIOYAeT

Oprannsanuio pa6orsl ¢ GanbcupuIpPoOBaHHON, HeIOOPOKAYeCTBEHHOM 1
KOHTpadaKTHOH NpoayKIHel

B ciyuae, ecau o pe3yiabTaraM MOHUTOPHUHTA OyAE€T yCTAHOBJIEHO, UTO IPUMEHEHHE
JIEKApCTBEHHOTO MperapaTa IpeICTaBIIIeT YyIpo3y *KU3HU WU 3/J0POBBIO MAIMEHTOB, CBEICHUS
0 JICKQapCTBCHHOM IIperiapaTe HE COOTBECTCTBYIOT CBEACHUAM COACPKAIIUMCA B MHCTPYKIIUHU I10
€ro NMPUMEHEHUIO0, IPUHUMACTCS pelIeHHe

006 n3bATHH U3 00paleHUus JIeKAPCTBEHHOI 0 Mpenapara
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44,

3arnpet Ha MPOU3BOICTBO, BBO3, peasin3anuio (pambcuGuunpoBaHHBIX, HETOOPOKaYeCTBEHHBIX
Y KOHTPa(haKTHBIX JIEKAPCTBEHHBIX MPETIAPATOB PETJIAMEHTHPYET
denepanabHblii 3ak0H ""O0 o0pameHun JekapcTBeHHbIX cpeacTB' ot 12.04.2010 Ne61-D3

[Ipu BBIIBIEHNH B IPUCYTCTBUU MOCTABIIMKA (adbCUDUIIMPOBAHHOTO,
He00pOKaYECTBEHHOTO WIM KOHTPa(aKTHOTO JIEKAPCTBEHHBIX TOBAapa €ro nmprueMkKa
He ocymecrBasiercst

Kakum HOpMaTUBHBIM JOKYMEHTOB perynupyroTcs [IpaBuna yHUUTOXKEHUS U3BATHIX
(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HETOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX
CpeACTB M KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPEIICTB

IHocranosiienue IlpaBurteascrea P® ot 15 censadps 2020 r. Ne 1447

Kaxoit OopraH OCyHmECTBJICT KOHTPOJIb 3a YHUYTOXCHHUEM JICKAPCTBCHHLBIX ITPCIIAPATOB

CooTBeTCTBYHOIIMI YIIOJTHOMOYECHHBIH (peepaibHbII OPraH UCIOJHUTEIbLHON BJIACTH,
NPUHSABIINH pelieHue 00 YHHUYTOKEHNH JIEKAPCTBEHHBIX CPeICTB
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Pemenwue, 00s3bIBatoIIEe BIaICIbIIa OCYIIECTBUTH U3BATHE, YHHUTOKEHUE
banbcupUIIPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX
CPEIICTB ¥ KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPEJCTB JIOJDKHO B 0053aTEIIFHOM TIOPSIIKE
coJlepkKaTh

OcHOBaHMA Il U3BATUS M YHUYTOKEHUS

Jlist yHuuTOXKEHHS (habCU(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, HEIOOPOKaYECTBEHHBIX
JIEKapCTBEHHBIX CPEICTB U KOHTPa(aKTHBIX TIEKAPCTBEHHBIX CPEACTB HEOOXOIUMO
JIEKapCTBEHHbIE MTpenapaThl

IlepenaTs B opraHu3anmio, MMEONIYI0 JULIEH3UI0 HA IPABO YHHUYTOKEHHUS 0TX00B
kJjaacca I-IV

[Tpu ob6HapyxeHuu Npru3HaKoB anbcudrKaTa JeKapCTBEHHBIX MIPENapaToB, YKa3aHHBIX B
nucbMe Poc3apaBHama3opa, paboTHUK anTeku 00s3aH

CocTaBuUTh aKT 0 nepeMenmieHNH PaabCUPUIIMPOBAHHOIO JIEKAPCTBEHHOI0 Mpenapara B
30HY «XpaHeHHs BbISIBJEHHBIX Ganbcu(PUIMPOBAHHBIX, HeT00OPOKAYeCTBEHHBIX,
KOHTPa(aKTHBIX JIEKAPCTBEHHBIX NMPENapaToB, a TAKKe JIeKAPCTBEHHBIX NMPENnapaToB ¢
HCTEKIIHM CPOKOM IOJJTHOCTH), 3aBEPEHHOI0 NMeYaThI0 U MOANNCHI0 3aBeIYIOLEro
anTekoii. [loMecTHTH TaHHBII JIeKAPCTBEHHbBII MpenapaT B yKa3aHHYIO 30HY JJIf
nepeaayn HA YHUYTOKEHHE

B Tedyenne KOTOpOro BpeMEHU COCTABIAIOT aKT 00 YHUUYTOKEHUU (Panbcu(PUIIMPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB U KOHTPa(haKTHBIX
JIEKAPCTBEHHBIX CPEJICTB

B neHb YHUYTOKEHHUS

[Tpu nepemenieHNH B 30HY XpaHEeHUs (aTbCUPUINPOBAHHBIX JEKAPCTBEHHBIX CPEACTB,
HEeT00pPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB
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C UCTEKIIUM CPOKOM T'OJHOCTH €MKOCTB JIJIsl XpaHEHHsI JOJDKHA ObITh IPOMAapKUpPOBaHA
«OTXOABI KJIacca_ »

r

Opranu3oBbIBaTh padbOTY 110 CBOEBPEMEHHOMY MOJIYUYEHHUIO, XPAaHEHUIO U JaIbHEUIIEMY
ucnoib30BaHuio nHpopmanuu PoczapaBHanzopa o GanbcuGUMpOBaHHBIX JEKaPCTBEHHBIX
CpeACTB, HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
CpencTB 00s13aH

PykoBoauTeb aniTe4HOM OPraHU3alMu

B akre 0 nepemeniennu ¢anbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB,
HET00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB U KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEJICTB B
CIELMATIbHYI0 30Hy XPAaHEHUs YKa3bIBaIOT

Konn4yecTBo JIeKapCTBEHHOI'0 NIPENapaTa v HeHy

CoTpyaHuk anteku, 00HapYyKUB HETOOPOKAUECTBEHHBIH JIEKApCTBEHHBIN Mpenapar, JOKeH
COCTaBUTh

AKT 0 nepemMenieHNH HeI00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB B «CHEIUAIBHYIO
30HY XpPaHEHHUD)

C xakuMu TOKyMeHTaMHu (anbCu(UIIMPOBAHHBINA U KOHTPa(aKTHBIN JIGKAPCTBEHHBIN IpenapaT
MIOMEIAETCS B B OTJEJIbHYIO 30HY «XPaHEHHUS BbISBICHHBIX (PaibcU(ULIHUPOBAHHBIX,
HeT00pOKaYECTBEHHBIX, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX MPEMAapaTOB, a TAKKE
JIEKaPCTBEHHBIX MPENAPATOB C UCTEKIIINUM CPOKOM TOJTHOCTH»?

Bmecre ¢ konuel COCTABJIEHHOI0 AKTa, 3aBEPEHHOI0 NeYaThI0 U MOANNCHIO 3aBeIYyI0LIero
anTexkou

danbcuUIMpOBaHHbIEC IEKAPCTBEHHBIE CPEICTBA U (WIIH) HETOOPOKAYECTBCHHBIE
JICKApPCTBCHHBIC CPCACTBA MOMJICKAT UBATHIO U YHUYTOKCHHUIO 11O pCIICHUTO!
BJIa/IeJIbIIA YKA3AHHBIX JIEKAPCTBEHHBIX CPEICTB, WIH N0 pemennio PegepaibHoii
CJIY:KObI 10 HAA30PY B cdepe 31PaBOOXPaAHEHUSA

KonTpadaxTHble 1ekapcTBEHHBIE CPEICTBA MOIJIEKAT UIBATUIO U YHUUTOXKEHHUIO Ha
OCHOBaHUM :

peleHus cyaa

denepanbHble OpraHbl HCIIOIHUTEIBHOM BIACTH, B ClIy4yae BbISIBICHUS (PaKTOB BBO3a Ha
teppuroputo Poccuiickoit @enepanuu uinn GpakToB oOpalieHus: Ha TeppuTopun Poccuiickoit
®denepanyn GambCUPUITUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB U (MIIH) HEAOOPOKaYECTBEHHBIX
JIEKapCTBEHHBIX CPE/ICTB MPUHUMAIOT pEIICHHE, 00S3bIBAIOIIEE BIIJIENblIa YKA3aHHBIX
JIEKAPCTBEHHBIX CPEJICTB

OcyuiecTBUTH MX U3bSATHE U YHUYTOKEHHE HJIH BbIBO3 B IIOJTHOM 00beMe ¢ TepPUTOPHH
Poccuiickoii @enepaunu

Kakue nekapcTBeHHBIEC IpenapaThl MOUICKAT UIBATHIO U3 TPAXKIAHCKOTO OOpAICHUs U
YHHUUYTOXKESHUIO TOMUMO (hanbCu(UIIUPOBAHHBIX, KOHTPA()aKTHBIX M HETOOPOKAYECTBEHHBIX
IIpuinenmmue B HErOAHOCTb M € HCTEKIIHM CPOKOM I'OAHOCTH
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[Tops10K YHUUTOXKEHUS KUAKUX JIGKAPCTBEHHBIX (POpM

PactBopsI 111 HHbEKIMI B aMIIyJIaX, B IaKeTaX, BO (NIAKOHAX, B 29P030JIbHBIX
0a/JIOHAX, MUKCTYPBbI U KaIUIM YHUYTOKAKOT NyTeM pa3iaBJMBaHus (aMIyJjbl) ¢
MOCJeIYIOIIUM pPa3Be/leHueM CO/IepP:KUMOro aMIyJ1, NaKeToB U ()JIAaKOHOB BOJ0ii B
coorHoieHuH 1:100 1 c1uBOM o0pa3yromerocsi pacTBOpa B NIPOMBIILJICHHYIO
KaHAJIM3AIUI0 (B 23P030JIbHBIX 0AJUIOHAX NPeABAPUTEILHO 1eJ1a0TCS OTBEPCTHS)
[TopsiioK YHUUTOXKEHUS] OCTATKOB aMILyJl, a@3pO30JIbHBIX OaJIOHOB, TAKETOB U (hJIAKOHOB
OOBIYHBIM NOPSAAKOM, KAK IIPOM3BOICTBEHHBIH M OLITOBOI MycCOp

Kakum HOpMaTHBHBIM aKTOM YTBEP/KE€HA MHCTPYKLUS 110 YHUUTOKEHUIO HAPKOTUYECKUX
CPEICTB U IICUXOTPOIHBIX BEIIECTB, JaJbHENIIEE UCIIOJIB30BAHNE KOTOPBIX B MEAULIMHCKON
IPAaKTUKE IPU3HAHO HELeaeco00pa3HbIM

IIpuxa3 MunucrepcrBa 3apaBooxpanenus P® ot 22 okradps 2021 Ne1004n

. IloasTHne «(DaJ'II)CI/I(l)I/IHI/IpOBaHHOC JICKaApPCTBCHHOC CPEACTBO» OIIPCACICHO

DenepanbHbIM 3aK0HOM P® ot 12.04.2010 @3 Ne61 « OO oOpameHnn JIeKapCTBEHHBIX
CpeaCTB»

Croumoctu JICKAPCTBCHHBIX CPCACTB, U3BATHIX HA aHAJIM3, B KOHIIC OTUCTHOI'O IICpUOaa
OTpaXkaeTcs B
Pacxo/iHoli YacTH TOBApPHOT0 OTYETA

YHuuToxxenune GpanbcupUIMpOBaHHBIX, HEAOOPOKAYECTBEHHBIX U KOHTpa(haKTHBIX
JICKaApCTBEHHBIX CPEJICTB, COTJIACHO JICHCTBYIOIIUM MPaBHJIAM YHHUTOXCHHUS
banbcuQUIMPOBaHHBIX, HEJJOOPOKAYECTBEHHBIX M KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX CPEICTB
OCYILIECTBIISICTCS

Ha cnenuajabHo 000py/10BaHHBIX IUIOIIAAKAX, MOJTUTOHAX

B cnydae HenonmyueHust cOOOIIEHUs O TPUHATHIX MEpax M0 UCIIOJIHEHHUIO PEIICHUs 00 U3BATHH,
YHUUTOXKEHUHU U BBIBO3€ (PanbCcu(UIIMPOBAHHBIX, HETOOPOKAUECTBEHHBIX U KOHTPa(aKTHBIX
JIEKapCTBEHHBIX CPECTB, COIVIACHO AEHCTBYIOLIMM IIPABUIAM YHUUYTOXKEHUS
¢banbcuUIMPOBAHHBIX, HEA0OPOKAUECTBEHHBIX M KOHTPa(aKTHBIX JIEKApPCTBEHHBIX CPEICTB,
YIOJHOMOYEHHBIH OpraH

Oopamaercst B ¢y

Pemienue ynoaHOMOYEHHOTO opraHa 00 U3BATUU U YHHUTOXEHUN (HasibCUPUITMPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB U (WJIH) HeTOOPOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB JOKHO
coepKaThb:

CBE/ICHHS 0 JIEKAPCTBEHHBIX CPEACTBAX; OCHOBAHUS U3bSATHA U YHUYTOKEHHUS
JIEKAPCTBEHHBIX CPEACTB; CPOK M3BATHS U YHHUYTOKEHHS JIEKAPCTBEHHBIX CPEICTB;
CBe/IEHH 0 BJIajieJiblie JJeKAPCTBEHHBIX CPEICTB; CBEJAEHHs O MPON3BOANTE e
JIEKAPCTBEHHBIX CPE/ICTB

IIpu BeIHECEHMH YIIOJITHOMOYEHHBIM OPIaHOM PELIEHUS 00 U3BSITUM U YHUUTOKEHUU
(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB U (MITH) HETOOPOKaYeCTBEHHBIX
JIEKapCTBEHHBIX CPE/ICTB BIIaJEIEl] TAKUX JIEKAPCTBEHHBIX CPEICTB 00s3aH:
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U3BATH TAKHeE JIEKAPCTBEHHbIE CPEICTBA U3 00pallleHHus, M30JIMPOBATh U Pa3MeCTUTh UX B
CNenrajJbHO BbII€JIEHHOM NOMeIlleHUHU (30He) JIn00 COO0IUTH 0 HECOTJIACHM C
YKA3aHHBIM pellieHueM YIOJHOMOYEeHHOMY Oprany B Tedenue 30 qHel co JHS BbIHECEHHUS
peueHust

yHl/l‘{TO)KI/ITb N3 bATHIC JIeKapCTBeHHI)Ie CpeIICTBa B TCUCHUEC 6 MeCHIEB CO JHA
BbIHECEHUSI pPelleHust

danbcuduMpOBaHHbIE IEKAPCTBEHHBIE CPECTBA M HEJOOPOKaUeCTBEHHBIE JIEKAPCTBEHHbIE
CpelCTBa, MOMEUIEHHBIE 0] TAMOKEHHYIO MPOLEAYPY YHUUTOKEHHUSI, TOJIEKAT
yHI/I‘-ITO)KeHI/IIO B HOpSII[Ke

YCTAHOBJICHHOM aKTaMU, COCTABJISIOLTUMU MTPaBO

EBpa3uiickoro 3x0HOMHYECKOro c013a,  3aK0H0AaTeJIbCcTBOM Poccuiickoil @enepaunu o
TaMOK€HHOM peryJiMpoBaHUU

Brnagenen danbcuduumrpoBaHHBIX JIEKapCTBEHHBIX CPEACTB, MPUHSBIINNA pelieHue 00 ux
U3BATUH, YHUUTOKCHUH WM BBIBO3E JOJKEH

ITepenaTs ykazaHHbIE JTeKAPCTBEHHbIE CPeCTBA OPraHN3aLMH, OCYIIEeCTBIAIOMEH
YHHYTOKEHHE JIEeKAPCTBEHHBIX CPEe/ICTB, HA OCHOBAHMHU COOTBETCTBYIOLIEI0

KonngecTBo 5K3eMIUTSIPOB akTa 00 YHHUTOXEHHUU (HaIbCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX

CPEICTB, U (WJIM) HETOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPENICTB, U (UJIM) KOHTpaPaKTHBIX
JIEKapCTBEHHBIX CPEJCTB

omnpejessieTcs M0 YUCJIY CTOPOH, IPUHMMABIINX y4acTHe B YHHYTOKEHUH YKAa3aHHBIX

JIEKAPCTBEHHBIX CPE/ICTB

Konus akra 06 yHHUTOXEeHUN (aibCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, U (MIH)
HE100pPOKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPECTB, U (MJIM) KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CPEICTB , 3aBEPEHHAsl B yCTAHOBJICHHOM MOPSIKE

NpeACTABJISIETCH B Te4eHHue 5 pado4nx JHel co JHA ero cocTaBJIeHUs] WIH B TeueHue S
paGouuX Hel €O AHS ero NoJiyueHus B ciaydae, BiajejbleM YHUUYTOKEHHbIX
JIEKAPCTBEHHBIX CPEACTB B YIIOJTHOMOYECHHbIN OPraH ¢ HCIOJIb30BAHHEM JJIEKTPOHHBIX
CPECTB CBA3H

B cnyuae ecnu yHnuTOox)eHue GpanbCcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, U (HIIH)
HE100pPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, U (WIM) KOHTPA(AKTHBIX JIEKAPCTBEHHBIX
CPEICTB OCYILECTBISIIOCH OPraHU3alMeN, OCYIIECTBISAIONIEN YHUUTOKEHHUE JIEKAPCTBEHHBIX
CpCACTB, B OTCYTCTBHC BJIaACIbla YHUUTOXCHHBIX JICKAPCTBCHHBIX CPCACTB, OTa OPraHu3anusg :
HANpPaBJseT aKT 00 YHHUYTOKEHUH JIEKAPCTBEHHBIX CPEJCTB WM €ro KONMI0, 3aBePEeHHYI0
B YCTAHOBJICHHOM NOPSI/IKe, B TeYeHUe 5 padoumXx JHel co JHS ero coCTaBJIeHUs
YKa3aHHOMY BJIa/leJIbIly € HCIIO0JIb30BAHHEM JJIeKTPOHHBIX CPEACTB CBS3M.

KoHTpomb 3a yHUUTOXKEHHEM KOHTPA(AKTHBIX JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISET:
YIIOJTHOMOYCHHBIN OPraH B paMKax ocyllecTBJIeHUs (elepajbHOI0 rocy1apcTBeHHOI 0
KOHTPOJIA (HaA30pa) B cepe oOpalieHNnsl JeKAPCTBEHHBIX CPeACTB
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Kakyro OTBETCTBEHHOCTB BJI€YET MPOU3BOACTBO, IPOJaXka WJIM BBO3 HA TEppUTOpHIO PD
(banbCcuUIMPOBAHHBIX JIEKAPCTB, METUIIMHCKUX U3JICIHN:

AJIMUHUCTPATHBHAA 0TBETCTBEHHOCTh 32 MPOU3BOJACTBO, IPOJAKY WJIM BBO3 Ha
TeppuTopuio P® panbcupuuupoBaHHbIX JeKAPCTB, MEAMUMHCKUX U3AeTHI
npeaycMorpena ct. 6.33 KoAIl P®

Kakoe Haka3aHue mpeaycMaTpuBaeTcs 3a MPOM3BOACTBO, IPOJAaXKy WM BBO3 Ha TEPPUTOPHUIO
P® ¢panbcuduumpoBaHHBIX TEKapCTB, MEAUIIMHCKUX U3/IEIHI Ha TOHDKHOCTHOE JIHIIO
IITpad B pazmepe ot 100 ThIC. 10 600 THIC. PYO.

Kakoe Haka3aHue IpenycMaTpuBaeTcs 3a IPOU3BOJCTBO, IPOAAKY MM BBO3 HA TEPPUTOPHUIO
P® danscuduumpoBaHHBIX JEKAPCTB, MEAUIMHCKUX U3CITUI HA HHIUBUIYATEHOTO
NpeAIPUHUMATEI:

HITpad B pazmepe ot 100 ThIC. 10 600 THIC. pY0. WJIK NPUOCTAHOBJIEHHE 1ITEJILHOCTH HA
cpok 10 90 cyTok

Kakoe Haka3aHue IpenycMaTpuBaeTcs 3a IPOU3BOCTBO, IPOAAKY WM BBO3 HA TEPPUTOPHUIO
PO danpcuduunupoBaHHBIX JEKAPCTB, MEAULIIMHCKUX U3/ICIUI HA IOPUIUUECKOE JHIIO:

IITpad B pasmepe ot 1 MJIH 10 5 MJIH py0. HJIHM NPHOCTAHOBJICHHE 1eSITeIbHOCTH HA CPOK
10 90 cyTok

dapmarieBT, CBEpHUB JaHHBIE O Tpenapate Ha odunmansHOoM caiite Poc3npaBHamzopa mubo
nH(pOpMaMOHHBIMHU THCbMaMK Poc3ipaBHa3opa, 0OHAPY KU B anTeke GanbCuUIIMPOBAHHBIC
JICKapCTBEHHBIC Mperapathbl. YTo J0IDKEH caenaTh papmareBT

CocTtaBuTh aKkT 0 mnepeMemieHun (GpajbCHPUIHPOBAHHOIO JEKAPCTBEHHOr0 NMpenapara;
NMOMECTUTH €ro B OT/EJbHYI0 30HY «XpPaHeHHsI BbISIBJIEHHBIX (ajibCUPUIIUPOBAHHBIX,
HET00POKAYECTBEHHBIX, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX TMpPeNapaTroB, a TaKiKe
JIEKAPCTBEHHBIX TMPENapaToB ¢ MCTEKIIUM CPOKOM TOJHOCTH» BMeCTe C KOMHUei
COCTABJIEHHOT0 AaKTa, 3aBEPEHHOr0 MNe4YaThl0 W MOANMUCHI0 3aBeAYIOIIEro amnTeKoii;
nepeaatb Ha  YHHYTOXKeHHe. YHHUYTOKeHHeM  (ajabcuPukaToB  3aHUMAIOTCS
CNeNUATU3MPOBAHHBIE OPraHU3AIMH, MMEKIHe JHIEH3HI0 Ha cOOp, MCHOJIbL30BaHUE,
00e3BpekMBaHNe, TPAHCIIOPTUPOBKY U pa3Memenne orxoaoB I — IV kiaccoB onacHocTu.

OO0s13aTeNnbHbIE PEKBU3UTHI aKTa O MEepeMeneHUuH (albcu(UIMPOBAHHOTO JIEKAPCTBEHHOTO
npenapara: HaumeHoBaHue JOKyMeHTAa; 1aTy COCTABJIEHHUS JOKYMEHTa; HAMMEeHOBaHHe
anTe4YyHOU OpPraHu3alnum, COCTABUBIIEH JOKYMEHT; coiepkanne (PaKkTa; BeTUHIUHY
HATYPAJBHOTO0 U (/M) JeHEeKHOT0 U3MepeHns (pakTa ¢ ykazaHueM eJMHHUIl U3MEPEHUsI;
HAHUMEHOBaHUeE J0JI’KHOCTH JINI, COBEPIIUBIINX ONEPANIO M OTBETCTBEHHBIX 32 ee
oopMiieHUE, JTU00 HAMMEHOBAHHE I0JIKHOCTH JIMI, OTBETCTBEHHbIX 32 0oopmJiieHHe
CBEPIIMBUIETOCs COOBLITHSA; MOANMMCH JAHHBIX JIMI ¢ YKa3aHUEM X pamMuani u
HHHUIIHAJIOB JIM00 HHBIX PEKBU3HTOB, HEOOXOAUMBIX /1JI51 HACHTUPUKAMHU dTUX JTHIL

Crnenuanu3upoBaHHAsl OPraHU3aAIMsl COCTABIISIET aKT HA YHUUYTOXKEHUE (PabCUPHUIUPOBAHHOTO
JIEKAPCTBEHHOI'O IIperapara, B KOTOPOM JOJIKHBI COACPIKATHCS

AaTAa U MECTO YHHYTOKEHUs JIeKapCTBEeHHbIX cpeacTs; @. U. O. jimu, NpUHUMAaBIINX
y4yacTHe B YHHUTOKEHUH JIEKAPCTBEHHBIX CPe/ICTB, MX MeCTa padoThl U J0JKHOCTH;
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000CHOBaHMHE YHUUYTOXKCHUSA JICKAPCTBECHHBIX CPEACTB; CBCICHUSA 00 YHUUYTOKECHHDBIX
JIEKApPCTBCHHBIX CPEeACTBAX (HaHMeHOBaHI/Ie, JEKapCTBCHHAasA (l)opMa, A03UPOBKA,
€¢INMHUIbI U3MEPCHUI, cepml) U UX KOJHYECTBE, a TAKKE 0 TApE UWIMN YIIAKOBKE;
HAUMCHOBAHHE MPOU3BOAUTEA JICKAPCTBCHHBIX CPEACTB; CBEACHUSA 0 BJal€J/IbIE
JIEKAPCTBCHHBIX CPEACTB; cnocoo0 YHHUUITOXKCHUA JICKAPCTBCHHBIX CPEIACTB.

Kak opopminsiercst Byxrantepckuil yueT criicanusi 1 yHUUTOXKeHUs panbcupukaTa
CTonMoOCTH BBISIBJCHHOIO (pasibcupukara cnucbiBaercs co cuera 41 «Tosape» B neder
cyera 94 «Henocrauu ¥ moTepu OT NOPYM LEHHOCTE»

Ecnn antexa mpumensier Equnbiil Hamor Ha BMEHEHHBIN T0XO]I, ONIepalliy U3bATHs U3 000poTa
C TIOCTICYIOIIUM YHHUTOKEHHUEM KaK CKaKyTCsl Ha HAJIOTOOOJI0KEHUHN

HUKAK He CKAKYTCSl HA e[IMHOM HAJIore HA BMEHEHHbI| 10X0/1, MOCKOJbKY pacuer EHB/]
NMPOM3BOAUTCS € Y4€TOM IIOLIAH TOProBOro 3aja, 6a30Boil 10X0AHOCTH U
KOppekTupyromux ko3¢ puuuentos (1. 1 cr. 346.29 HK P®)

Ecnu anrexa npumensier YCHO , onepaiiu U3bATHS U3 000pOTa € MOCIEAYIOUIM
YHHUUYTOXKECHHUEM KaK CKaXKyTCs Ha HaJOr000JI0KEHUU

€ 00bEKTOM HAJIO0Tr000JI0KEHHS «10X0/bl, YMEHbIIICHHbIE HA BEJIMYNHY PACXO00B»,
BO3MO’KHOCTB Y4eTa TeX MM MHBIX 3aTpaT onpeesisieTcs epevyHeM pacxo/0B,
npeaycMoTpeHHbIM 1. 1 ¢1. 346.16 HK P®. 3aTrparsl Ha yHuuTOKeHne Ganbcudgukara B
NPUBEJCHHOM 3aKPbITOM IlepeYHe PACX010B OTCYTCTBYIOT

SIBISIFOTCS 1K OTIepaIiy 10 U3BATHIO MOACIBHBIX JICKAPCTBEHHBIX CPECTB pealn3aueii u
yt0 npoucxoaut ¢ HIAC

Onepanun mo U3HATHIO MOTETbHBIX JIEKAPCTBEHHBIX CPEJICTB He ABJISIOTCS
peaqu3anueii B cmbicie 1. 1 ¢r. 39 HK P® u, coorBerctBenno, H/IC ne obaaraiorcs

Kakoii mpoueHT nonaganusi Ha ppIHOK (GanbCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX NPENapaToB
Acconuanusi MeKAyHAPOAHBIX (papMaleBTUHYECKUX NPOU3BOANTE e 0TMeYaeT, YTO
0K0.J10 6-8% J1eKapCTBEHHBIX NPeNnapaToB HA (papManeBTHYECKOM PbIHKE OTHOCATCS K
panbcudukaram

Yro HCMOJIB3YKOT MHOTUC MTPOU3BOAUTCIIN IJIS 3allIUTHI CBOEH nmpoayKuuu OT moAACJI0K
PEryJasipHO€ UBMEHCHUEC YIIAKOBKH, 3aAllIUTHLIC I'0JIOTPAMMDbI, crleum]mqecmle HIp]/I(l)TBI H
H}]eHTI/I(l)I/IKaIII/IOHHI)Ie 3HAKHU U TaK JaJjiee

B anTeunoilt opranuzanuu BeeTCs JOKyMEHTAIHsI CUCTEMbI KaueCTBa HA HOCUTEIAX
OyMAasKHBIX U (MJIM) 3JIEKTPOHHBIX

MapkupoBKa, MECTO U CLIOCOOBI BBIJICTICHHUS KApaHTUHHOW 30HBI, @ TAK)KE JIUI0, OTBETCTBEHHOE
3a paboty ¢ danbcuGuIMpPOBaHHBIMU, HETOOPOKAYECTBEHHBIMH, KOHTPa()aKTHHIMU TOBapaMu
anTeYyHOTO ACCOPTUMEHTA , YCTAHABINBAIOTCS

NMPUKA30M PYKOBOJIUTEJS CYyOBEKTA POZHUYHOI TOProBJIU
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HopmatuBHBIH JOKYMEHT, YCTaHABIMBAIOIMI TpeOOBaHUS K YCIOBUSM XPAaHEHUS U NIEPEBO3KU
JIeKapCTBEHHBIX MPENapaToB, HEOOXOIUMBIM JIJIsl 00€CIIeUeHUs KauecTBa, 0e30MacHOCTH U

3¢ HEKTUBHOCTH JICKApPCTBEHHBIX NMPENApaTOB, a TAK)KE MUHUMH3AIMH PUCKA TPOHUKHOBEHUS
banbcuPUIMPOBAaHHBIX, HEJOOPOKAYECTBEHHBIX, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX MPENapaToB
B I'Pa)/IaHCKHI 060pOT

IMpuxka3z M3 P® Ne646n ot 31 aBrycra 2016r. «O0 yrBepkaeHUn NPaBUJI HaJleKallel
NPAKTHKHU XPAHEHUS H NePeBO3KH JIEKAPCTBEHHBIX NPenapaTos JAJs MeIHIIHHCKOI0
NPHUMeHEeHHUS»

Po3Hn4Has TOPro.is ToBapaMu aTEYHOr0 aCCOPTUMEHTA OCYLIECTBIISAETCS ITOCPEICTBOM
peanu3aiyy KOMIUIEKCa MEPOIIPUATHH, HalPaBJICHHBIX Ha COOIOICHHE TPeOOBaHUH 1
BKJIFOYAIOIIUX

ObecnieueHue HaceJeHUs Ka4YeCTBEHHbIMHU, 0€3011aCHBIMHU, 3¢ peKTUBHBIMU
JIEKapPCTBEHHBIMU NpenapaTaMy U APpYrHMH TOBapaMH allTE4YHOI'0 aCCOPTHUMEHTA.
JIOKyMEHT O HOJMTUKE U LETSAX ACATENbHOCTU CyObEeKTa PO3HUYHONW TOPTrOBIIM, B KOTOPOM
OIPENIENIAI0TCS CIIOCOOBI MUHUMU3ALIMN PUCKOB IONAJJaHNs B TPaKJaHCKUI 000pOT
HE100pOKAaYEeCTBEHHBIX, (hanbCU(DUIIMPOBAHHBIX U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX
[penapaTroB BeAETCS

Benercsi, ynoJIHOMO4eHHBIM PYKOBOANTEIeM Cy0beKTa PO3HUYHON TOPIOBJIH,
padoTHHKOM

Kak odopmisiercst akt 00 yHUUTOXKEHUH (PanbCcuUIIMpOBaHHBIX JIEKApPCTBEHHBIX CPEJCTB, U
() HeOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJNICTB, U (MIJIH) KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPE/ICTB

AKT NOANUCHIBACTCH BCEMH JTUIAMM, IPMHUMABIIMMH y4acTHe B YHUYTOKEHUH
YKa3aHHBIX JIEKAPCTBEHHBIX CPEACTB, M 3aBepsieTcs MeYaThl0 OPraHu3aluH,
oCylIeCTBUBIIEH YHHUYTOXKEHUE JTeKAPCTBEHHbIX CPEeACTB, MU BJajesbleM
He/I00pOKaYecTBEHHBIX JIeKAPCTBEHHBIX CPeICTB

AKT 00 yHHUUTOKEHUH JIEKAPCTBEHHBIX CPEJICTB COCTABISETCS:

B J/IeHb YHUYTOKeHUs (PaJbCUPUIIUPOBAHHBIX JIEKAPCTBEHHbIX CPEICTB, U (WJIH)
HeI00POKAYeCTBEHHBIX JIEKAPCTBEHHbIX CPEACTB, U (MJIN) KOHTPa(paKTHBIX
JIEKApPCTBEHHBIX CPEICTB

O0s13aTeNIbHOE HATMYHE 30HBI KAPAHTUHHOTO XPaHEHUS JICKAPCTBEHHBIX CPEJCTB B AlITEUHOM
OpraHM3allM perJaMeHTHpYyeTCs

IIpuxa3 MunucrepcrBa 3apasooxpanenus P® or 31 aBrycra 2016 Ne646n1 ""O6
yrBep:aenun [lpaBun Hagiieskaled NPaKTUKH XPaHEeHHUS M NIePEeBO3KH JIeKAPCTBEHHbIX
Nnpenaparos JAJs MeAMIUHCKOro0 npuMeHenus'"

IIpukazom MuHHCTEPCTBA 3IPABOOXPAHEHHS U COIMAJIBHOTO pa3Butus P® ot 23
aBrycra 2010 Ne706n " OO0 yrBepaxaennu IIpaBui XxpaHeHus: JIeKAPCTBEHHBIX cpeAcTB"

Bnanenen HenoOpokadecTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, IPUHABIININ pelieHue 00 ux
U3bSTUH, YHUYTOKEHUH UJIU BBIBO3€ JOJDKEH

YHHUYTOKUTH YKa3aHHbIE JIeKAPCTBEHHbIE CPeICTBA (IPY HAJIMYMHU Y Hero JMIEeH3UH),
WIH NepefaeT UX OPraHu3almu, OCyIeCTBIAAIOIICH YHHYTOKEHUE JIEKAPCTBEHHBIX
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CPEACTB, HA OCHOBAHMHU COOTBETCTBYIOLEI0 10r0BOPA, WJIM OCYLIECTBJIAET HX BbIBO3 B
NMoJIHOM o0beMe ¢ TeppuTopun Poccuiickoii @exepanun

Kem Bo3mematorcst Pacxozpl, CBSI3aHHBIE ¢ TPAHCIIOPTUPOBKOW U YHUUYTOKEHUEM
banbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEJOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX
CPEICTB M KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB

Baaneabuem JiekapCTBEeHHBIX NPeNapaToB

JlexapcTBeHHBIE TpeNapaThl, B OTHOLIEHUH KOTOPHIX CyOBEKTOM OOpalieHusl IEeKapCTBEHHBIX
IpenapaToB HE MPUHATO pellieHHe O JallbHEeHeM 00palieH! , WK JIEKapCTBEHHBIE
mpermapaTsl, 00paIeHue KOTOPBIX MPUOCTAHOBIICHO, & TAKXKE BO3BPAILIEHHBIC CyOBEKTY
oOpalIeHus JIEKaPCTBEHHBIX MPETapaToB JIEKAPCTBEHHBIE MPETapaThl TOJKHBI OBITh
IlomemnieHsl B 0TAe/IbHOE TOMenIeHne (30HY) WM U30JTUPOBAHBI C IPUMEHEHHEM CHCTEMbI
3JIEKTPOHHOI 00pa00TKM JaHHBIX, O0eceYnBaKOLIel pa3ae/ieHne.

JlekapcTBEHHBIE TIPENapaThl, B OTHOIICHUU KOTOPBIX CyOBEKTOM 00paIIeH s JIeKapCTBEHHBIX
[PEenapaToB MPUHATO PELICHHE O MPUOCTAHOBICHUH TPUMEHEHHSI WIH 00 U3BITUU U3
oOparieHus, a Takxke (anbcuuupoBaHHble, He10OpOKayeCTBEHHbIEC M KOHTpa(haKTHbIC
JIeKapCTBEHHBIE MPETapaThl JOHKHBI OBITh M30JIMPOBAHBI H Pa3MellleHbl B ClelHATbHO
BbIJIeJIEHHOM MOMeIleHun (30He).

[Tpu npoBeneHUN MPUEMOYHOTO KOHTPOJIS M IIPHU OOHAPYKEHUH CEPUU JIEKAPCTBEHHOTO
npenapara B ciucke (anbCH(pUIIMPOBaHHBIX JIGKAPCTBEHHBIX CPEICTB, CIEAYyEeT IOCTABHUTH B
M3BECTHOCTh

PykoBoauTesisi Opranu3anum, NOCTABIINKA U TEPPUTOPHAJIBbHBIH Opran
PoC3IpaBHaA30pa

PykxoBoautens cyObekTa 00palieHus JeKapCTBEHHBIX CPEICTB B paMKaX CUCTEMbI KauecTBa
ob0ecIeunBaeT

MUHUMH3AIMUIO PUCKOB NMONAJaHUs B 060poT (ajbcuPpUIMPOBAHHBIX JeKAPCTBEHHBIX
CPEACTB, HEI00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB U KOHTPA(AKTHBIX
JIEKAPCTBEHHBIX CPEICTB

CpoKH NPUHATHUSA NOCTAaBUIMKOM NPETEH3UU 110 KAYECTBY ITPOLYKIIMH OIIPEIEIISIFOTCS
JloroBopoM, 3aKJIHYEHHBIM MeKAY CYObeKTOM PO3HUYHOI TOProOBJIM U NMOCTABIIMKOM, €
y4eTOM TPeOOBaHHUI 3AKOHOAATEJIbCTBA 00 OCHOBAX rOCYAapCTBEHHOI0 PeryJIMpoOBaHus
TOProBoii aesiTeibHOCTH B Poccuiickoii @egepanun, a TaK/Ke ¢ y4eTOM TpeOoBaHU M
rPazkIaHCKOr0 3aKOHOAATeIbCTBA

IIK-6

TECTBI.



1.KonuyecTBeHHas OIleHKa CBOMCTB M3y4aeMOro SBJICHUS, PeICTaBIsAonas co00i BeIMUUHY,
BBIPAXKEHHYIO COOTBETCTBYIOIIEH €IMHULIEW U3MEPEHUS - ITO

A Nupnexc

*b.[lokazarens

B.Cpennue BennunHbl

I 13nepxku obpareHus

2.OTHOCHUTEILHBIN MTOKA3aTeNb, XapaKTePU3YIONIHH H3MECHCHHE BETUIHHBI KaKOT0-JIN00 00heKTa
BO BPEMEHH, MPOCTPAHCTBE WIIM CPABHEHUIO C ATATIOHOM(HOPMATHUBOM, TUTAHOM ), 3TO -

*A . Manexc

b.Cpennuie BenMunHbI

B.U3znepxku oOpamieHus

I'.Ce3onHbIe KONEOAHUS

3.00omaromnme mokas3aTenu, B KOTOPBIX OTpa)xaeTcs JeHCTBUE OOIIUX YCIOBHIA,
3aKOHOMEPHOCTh N3y4aeMoro Iporecca, 3To -

A M3aepxku oOpareHus

b.Nunekc

B.Ce3onnble konebanus

*I".CpenHrie BETMUNUHBI

4.Ilpouecc popmupoBaHUsi OCHOBHBIX IIEJICH M BO3MOXKHBIX CPEJICTB U CITIOCOOOB UX
BBITOJIHEHMUS, ITO -

A.Crparernueckoe IIaHUpOBaHHE

b.IlnanupoBanue

*B.[IporaosupoBanue

I".ITnan ToBapooGopoTa

5.0co0as hopma aesTenbHOCTH, HalpaBlieHHas Ha pa3paboTKy U 000CHOBAHHE MPOTPAMMBI
SKOHOMHUYECKOTO Pa3BUTHS OPTaHU3AIMK U €€ CTPYKTYPHBIX 3BEHbEB Ha OINPECIICHHBINA TEPHO/T
B COOTBETCTBUHU C LIETIbIO €€ (PYHKIIMOHUPOBAHUS U PECYPCHBIM 00eCTIeueHUEM, ITO-
*A.IlnanupoBanue

b.IIporno3upoBanue

B.Ilnan ToBapoo6opoTta

I".M3nepxku obpaieHus

6.Y1paBieHYECKUH TPOLECC CO3JaHMs U MOAJIEPKaHUs COOTBETCTBUS MEXTY LIETIIMU
IPEIIPUATHS U €r0 OTEHIUAIBHBIMU BO3MOYKHOCTSMH, 3TO -

A.ITporno3upoBanue

b.13nepxxku obpamieHus

B.Ilnan ToBapoobopoTta

*I".Crparernyeckoe miaHUPOBAHUE

7.00beM MpoJaku TOBAPOB U OKa3aHUS YCIYT B ICHEKHOM BBIPAKEHUH 32 ONPEICTHHBIN
MepHoJI BPEMEHHU, ITO -

A.M3nepxxku obparieHus

*Bb.ToBapoobopoT

B.ILlnan ToBapoobopoTa

I".Po3uuuHbIi TOBapoOOOPOT

8.00beM nmpojaky TOBApPOB M OKa3aHUs YCIIyT HACEJICHUIO ISl JINYHOTO, CEMEHHOTO,



JIOMAIITHETO MCII0JIb30BaHMS B JICHEKHOM BBIPAKEHHH, 3TO -
A.M3aepxku oOparieHus

Bb.ToBapooGopoT

B.Ilnan ToBapooGopoTta

*I".Po3HUYHBIN TOBapOOOOPOT

9.0meHka Oy ynmuX MpoJiaX B ICHEKHOM BBIPaKEHHH 32 OTPEIENICHHBIH IEPHOI BPEMEHH, JTO -
A M3nepxku obparieHus

Bb.ToBapooGopot

*B.Ilman ToBapoobopoTa

I".Po3anunbIif TOBapoOOOPOT

10.IToBTOpsirommecs U3 roja B ToA U3MEHEHHS IOKa3aTeNs B ONMPEAeICHHOE TPOMEKYTKH
BPEMECHH, ITO -

* A.Ce3oHHBIC KOJIeOaHUs

b.Cpennue BenMunHbI

B.Kpususna cnpoca

I".13nepxxu obpareHus

11.JleHnexxHas OIlEHKA 3aTpaT, IPOU3BEACHHBIX MTPOAABIIOM B IPOIECCE MTPOJABHKEHHS TOBAPOB K
MOKYTIaTEeNIo 32 ONpPeAeTIEeHHBINA CPOK, ITO -

A.ToBapoobopoT

*Bb.U3nepxku obpatieHus

B.Toprosas nan6aBka

I".ITpu6sLib

12.BeipaxxeHHbIN B ICHEKHOM (hopMe pe3yNnbTaT OT IPEeATPUHUMATEIBCKON JESTEIBHOCTH, ITO -
A.ToBapoobopoT

b.Toprosas nan6aBka

B.U3znepxku oOpamieHus

*" ITpubsL1b

13.IToka3zaTenb, XapakTepu3yomnii (UHAHCOBBINA Pe3yJIbTaT TOPTOBOM AESTEILHOCTH U
OTIpeICIIIEMBbIN KaK MPEBHIIIICHHE BEIPYYKHU OT MPOJIAKH TOBAPOB M YCIIYT HAJ 3aTpaTaMU 10 UX
IpUOOPETEHUIO 32 ONpeAeNICHHBIA TPOMEKYTOK BPEMEHH, ITO -

A.Banosas npu0suib

*B5.BaoBbIil 10X01

B.Yucras npuObuib

I".Toprosast HanOaBKa

14.9nemeHT 1eHbI IpoaBIa, 00eCeynBaroIInil eMy BO3MELICHHE 3aTpaT 10 MPojjake TOBapOB
¥ TIOJTy4eHHUE MPUOBLIH, ATO -

A M3nepxku oOparieHus

b.Yucrast mpuObLIH

*B.Toprosas Hajm0aBka

I".BanoBast npu0ObLIb

15.IToka3arenb, XapaKTepU3yONNi KOHEUHBI (PMHAHCOBBIN Pe3yJIbTaT AEeSITeIbHOCTH
TOPTrOBOTO NPEANPUATHS U IPEACTABIIONUI cO00i cyMMy NPUOBLUIN OT pealu3alii TOBAPOB,
YCIIyT, UMYILECTBA U CaJIbJ0 JOXOJO0B U PACXOI0B OT BHEPEAIU3AMOHHBIX ONEPALIUA, ITO -

* A.BayoBast mpuObLIb

b.Yucrast npuObLIH



B.Banosslii 10x01
I".Toprosas Hag0aBKa

16.YacTh BaJIoBOM MPUOBUIN, KOTOPAsi OCTAETCS B paCHOPSKEHUH TOPTrOBOTO MPEAPUSITHS
1ocJIe yIyiaThl B OI0KET Hajora Ha MpuObLIb, 3TO -

A.ToproBas HagOaBKa

b.Banosast npu6su1b

B.BanoBrulil noxon

*I".Yucras npubbLIb

17.BenuunHa, MoKa3bpIBaoNIasi BO CKOJIBKO pa3 TEMITbl H3MEHEHUS IPUOBUIH OT IPOIAXK
MPEBBILIAIOT TEMITBl U3MEHEHUS BBIPYUKH OT MPOJIaXk (MM IPyroro SKOHOMUYECKOTO (akTopa,
3TO -

A.Yucras npuObLIb

*b.0nepaioHHbIN peryar(JieBepuIK)

B.Banosslii 1oxon

I".BanoBast npu6bu1b

18.CoBOKYMHOCTh MaTepHabHO-BEIIECTBEHHBIX [IEHHOCTEN, KOTOPhIE MHOIOKPATHO Y4aCTBYIOT
B TIPOM3BOJICTBEHHOM ITIPOIIECCE, COXPAHSISI PH TOM CBOIO HATYPaJIbHYIO (OPMY, H IEPEHOCAT
CBOIO CTOMMOCTB 10 YacCTsIM Ha BHOBb CO3/1aBa€MYI0 IIPOAYKIHIO, 3TO -

* A.OcHOBHBIE (POHIBI

b.®ounzap! obpareHus

B.O6opotHbI# KanuTan

I".O60opoTHbBIE POHABI

19.ABaHcupoBaHHas B ACHEXKHOH (popMe CTOMMOCTbH U1 (POPMUPOBAHUS U HCIIOJIb30BAHUS
000poTHBIX (POHIOB U (HOHIOB OOpaIIeHHs] B HEOOXOAUMBIX pazMepax, 00eCTIeunBarONuX
HOPMAJIBHBIN XO35HCTBEHHBIN IIPOLIECC, ITO -

A.OcHoBHbIE (OHIBI

b.®onnp! obpameHus

*B.O00poTHBIN KanuTa

I".CtpykTypa 000pOTHOTO Kanurtaia

20.CpenctBa MpoU3BOJICTBA, KOTOPHIE IIETUKOM MOTPEOISIOTCS B KXKIOM ITPOU3BOJCTBEHHOM
[IUKJIE, TIOJIHOCTBIO MIEPEHOCST CBOIO CTOMMOCTh Ha TOTOBBIM MPOAYKT U B MPOIECCE
MIPOU3BOJICTBA HE COXPAHSIOT CBOCH HATYpanbHON (OPMBI, ITO -

A.OcHoBHBIE (HOH/IBI

b.®oHaw 0OpameHus

*B.0O60opoTHbIE POH/BI

I'.CtpykTypa 000pOTHOTO Kanuraia

21.CpenctBa mpeanpusTHs, KOTOPbIE CBSI3aHbI C OOCITyKHBaHHE Mpoliecca oOpalieHus: TOBapoB.,
3TO -

A.OcHOBHBIE (hOH/IBI

*b.Mdouaer 0OpaleHus

B.O6opoTHbI# KanuTa

I'.CtpykTypa 000poTHOIO Kanuraia

22.Y nenpHbIN BEC CTOMMOCTH OT/ACIBHBIX 3JIEMEHTOB 00OPOTHOTO KaluTaia B €ro o0Iiei
CTOUMOCTH, 3TO -
*A.CTpykTypa 000pOTHOTO KaruTaia



Bb.®onap! obparieHus
B.O6opoTHbI# KanuTan
I".O60opoTHBIE POHABI

23.IlpeameTsl mOTpeOIeHUS 171 peau3alii Ha BHYTPEHHEM PBIHKE WIIU JUISl 9KIIOPTa, 3TO -
A.ToBapHsbI€ 3amackl B THSIX 000poTa

b.ToBapHsIe 3amacel

B.ToBapoobopaunBaemMocTh

*I".ToBapHbIe pecypchl

24 KonuuecTBO TOBApOB B JJEHE)KHOM WJIM HAaTYPaJIbHOM BBIPa)KEHHUHU, HAXOASILUXCSI B TOPTOBBIX
MPEeANpPUATHIX, Ha CKJIaaX, B MyTH Ha ONpeAeIEHHYIO IaTy, 3TO -

A.ToBapHsle 3amacsl B 1HAX 000poTa

*Bb.ToBapHbIe 3amacel

B.ToBapooOopaurnBaeMoCTh

I".ToBapHsbIe pecypcsl

25.0THOCUTENbHBIN MOKa3aTeNlb 00€CIEYEeHHOCTH TOPTOBIIM TOBAPHBIMU 3allacaMy Ha
OIIPECICHHYIO 1aTy, TOKa3bIBAIOLINI, HA CKOJIBKO JHEHW TOProBJIM XBaTUT TOBAPHBIX 3aI1acoB,
9TO -

A.ToBapHble 3amacbl

*b.ToBapHble 3anacsl B AHSIX 000poTa

B.ToBapoobOopaunBaeMoCTh

I".ToBapHsbIe pecypcsl

OTKpLITbIe BOIIPOCHI:

1.IIpennonoxuTe MOCIeJ0BATEIEHOCTh IKOHOMHYECKOTO aHaJN3a C [ENIbI0 BCECTOPOHHETO
OXBaTa B3aMMOCBSI3aHHBIX U B3aUMOOOYCIIOBICHHBIX TOKa3aTeIeH.

OtBer: 1)AHanu3 pe3yabTaTOB AESITEIHLHOCTH(TOBAPOOOOPOTA, BAIIOBOK M YMUCTOM MPHOBLIH);
2)AHanu3 3aTpat - u3aepKeK 0OpalleHHs U JPYTUX 3aTpar, He YYTSHHBIX B U3/ICPIKKaX
oOparenust; 3)AHanu3 pecypcos.

2.ITo KaKuM TMOKa3aTessiM MPOBOAMUTCS aHATIN3 PECYPCOB?
OtgeT: 1)MaTepuagbHbIe PECYpChl: OCHOBHOW U 0OOOPOTHBIN KanmuTal; 2)(pUHaHCOBBIE PECYPCHI;
3)TpyAOBBIE PECYCPHI.

3.TexHO70rusl 3KOHOMUYECKOI0 aHAJIN3a KaXkJI0r0 OTAEIBHOr0 MOKa3aTess J0KHA BKIIIOYATh.
OtBert: 1)mpeaBapUTENIbHYIO OLICHKY (aHAIN3 BHIMOJIHEHUS MJIaHa OKa3aTessl B LEIOM.10
U3yUYeHHE ero TMHAMHKH U CTPYKTYPHI); 2)(hakTOpHBIN aHaIH3(M3y4eHne GaKTOPOB, BIUSIONINX
Ha [10Ka3aTellb, €ro AMHAMUKY U CTEIIeHb BBIIOJIHEHUS IJ1aHa); 3)3aKII0UUTEIbHY IO
OLICHKY(BBISIBJICHHE PE3EPBOB U Pa3pabOTKy MEPOIPHUATHI 110 OCBOEHUIO BBINOIHEHUS
pEe3epBOB).

4.JlaiiTe onpenenacHue, YTO TAKOE SIKOHOMUUYECKUN aHAJIN3 IEATEIbHOCTH OPraHU3alNH.

OTBeT: 5KOHOMUYECKaNi aHaIU3 AESITEIbHOCTH OPraHU3alK - 3TO COBOKYITHOCTb CIIEIUAJIbHBIX
METO/I0B M IPHUEMOB, CBA3aHHBIX C KOMIUIEKCHBIM UCCIIEI0BaHUEM (PMHAHCOBO-?KOHOMUYECKHX
IPOIIECCOB, CKIIAIBIBAIOIINXCS TI0J] BO3ICHCTBHEM O0OBbEKTUBHBIX U CyOBEKTHBHBIX ()aKTOPOB U



OTPaXKAIOIIUXCS B ONPEICICHHOM CUCTEME SKOHOMUYECKON MH(POpMAIUH.

5.B XoJ1e NpOrHO3UPOBAHNS SKOHOMHUYECKOH 1€ATENBHOCTH allTEYHOW OpraHu3alui aHaJIUu3y
MOTYT ITOABEPraThCsl pa3InuHbIe MOKA3aTeN!, YTO TaKoe Nokasarensb? [laiTe onpeneneHue.
OTBeT: moKa3aTelb - 3TO KOJMYECTBEHHAs OLICHKA CBOWCTB M3Y4aeMOr0 SIBJICHMUS,
MPpEACTABIIAIONAs COOON BETMYNHY, BRIPAKEHHYIO COOTBETCTBYIOIICH €TMHUIICH H3MEPEHUSI.

6.Kakne TpeboBaHUs IPEABSBISIIOTCA K MJIAHOBO-aHATUTHYECKUM TTOKA3aTeIsIM?

OtgerT: 1)agexkBaTHOCTH(OTPAKEHHUE PEATBHBIX TPOIECCOB, COOTBETCTBUE CYIITHOCTH
SKOHOMUYECKHX SIBJICHUN ); 2)10CTaTOYHOCTH(00eceueHrne HeoOX0AMMOM JIJIst TPAKTUIECKUX
HYKJ] TOYHOCTH OTPaKEHUS TUIAHUPYEMOTO Tpo1iecca); 3)u3MepruMOoCTh(BO3ZMOKHOCTh
KOJIMYECTBEHHOTO N3MEPEHHSI IKOHOMHUYECKOTO SIBJICHUS ); 4)TMHAMUYHOCTH(000CHOBaHUE
MJIAHOBBIX NTAPAMETPOB C YUETOM UX Pa3BUTAU BO BPEMEHH); 5)10CTOBEPHOCTD;
6)orpeieIeHHOCTH(0THO3HAYHOE TTOHUMAaHUE U TOJKOBAHHE);
7)I0KYMEHTaIbHOCThH(B3aUMOICHCTBHE C ICUCTBYOIIMMU (hOpMaMU yUeTa)

7.JaiiTe kinaccuuKaluio Mokasaremnei, UCIoJIb3yeMbIX B TUIAHOBO-9KOHOMHUYECKOH
JIeSITCIILHOCTH.

Otgert: 1)no conep:kaHuio: KOTMUYECTBEHHbIE U KAUECTBEHHBIE; 2)[I0 CTENIEHU arperupoOBaHUs:
WHIUBUyJIbHBIC U arperupoBaHHbIe(00001Iaronme); 3)1no xapakrepy U3y4aeMbIX SIBJICHUMN:
MOMEHTHBIE U UHTEPBAJIbHBIE.

8.KonuuecTBeHHbIE TOKA3aTENIN XapaKTEPU3YIOT 00NN 00beM U MacIITaObl 3KOHOMUYECKOM
JIeSITEJIbHOCTH, YTO OHH B c€0s BKIIOYAIOT?

Otgert: 1)mapaMeTpsl, AAOLIUE IPEICTABICHHUS 00 YKOHOMHUUYECKOM MOTEHIIHAJIe
NpeANPUATH(IUCIIO 3aHATHIX PAOOTHUKOB, BEJTMYNHA OCHOBHOTO M OOOPOTHOTO KalHTaia,
3aHMMaeMas TOProBasi U CKJIaJICKas IIOaab U T.1.); 2)I0Ka3aTelN, XapaKTepu3yIolue
pa3IUYHbIE CTOPOHBI XO3SUCTBEHHOM JEATEIHLHOCTH NPEANpUsITHs (00BEM TOBapOOOOpOTAa,
pa3mep npuoObUIN, 00BEM JI0X0JI0B U 3aTpaT U Jp.)

9.Yto BKIIIOUaeT B ce0s TpyIna KaueCTBEHHBIX IMOKazaTesei?
Ortger:1)nokazarenu 3pPEeKTUBHOCTU X03.JEATENBHOCTH MPEANPUATHS; 2)10Ka3aTENN OLIEHKU
(bMHAHCOBOIO MOJOXKEHUS NPEANPUATHS; 3)IToKa3aTeIN KOHKYPEHTOCIIOCOOHOCTH OpraHU3altu.

10. Yto Takoe «aHaIm3»?

OTBeT: aHaN3 — ATO MPEXKE BCETO CPaBHEHUE, COTIOCTABIICHUE CTATUCTUYECKHUX JaHHBIX. B
pe3yNbTaTe CpaBHEHUS MOMYUYaloT KaYeCTBEHHYIO OIICHKY SKOHOMHUYECKUX SIBJICHUN, KOTOpas
BBIPAKAETCS B BUJE OTHOCUTEIHHBIX BETUYHNH.

11. YTo Takoe OTHOCUTEILHBIC BETUYNHEI?

OTBeT: OTHOCHTEIHHBIC BETUIUHBI OTPAYKAIOT COOTHOIIIEHUE KaKUX-THOO0 JBYX a0COJIFOTHBIX
1apaMeTPOB U SBJISIFOTCS YaCTHBIM OT JACJICHHUS OJJTHOTO M3 HUX(CpaBHUBAEMOTI'O ITOKa3aTelsl) Ha
Ipyroii(0a3y cpaBHEHHUS ).

12. Yto Takoe «UHAEKC»?

OTBeT: UHJIEKC - 3TO OTHOCUTENBHBIN MMOKA3aTENb, XaPAKTEPU3YIOIIUA U3MEHEHNE BETMYUHBI
KaKoro-1rbo 00beKTa BO BPEMEHH, TPOCTPAHCTBE WIIH 110 CPABHEHUIO C ATATIOHOM(HOPMATHBOM,
IJIAHOM, ITPOTHO30M )

13. Yto Takoe «CpeaHue BETUYUHbB» ?
OTBeT: cpeHIe BEIIMIHHBI - 3TO 0000IIAOIINE TOKA3ATENN, B KOTOPBIX OTpa)kacTcsl ICHCTBUE
00IINX YCIIOBUH, 3aKOHOMEPHOCTh U3y4aeMOT0 SIBJICHUS.



14. JlaiiTe k1accuPpUKAIUIO YKOHOMUYECKOTO aHaIN3a MO0 MPU3HAKaM.
Otsert: 1)Bpems; 2)cTenieHb 0XBata; 3)BU TOJIb30BATEINS; 4)U3ydaeMble OOBEKTHI;
5)HampaBleHUs UCCIIEOBAHUS; 6)METOANKA UCCIEIOBAHNUS.

15. Ha xakue aHanu3bl NoApa3ieseTcsl aHaau3 110 BpEMEHHOMY NPU3HAKY?

OTBeT: Ha npeABapUTENIbHBIN (IPOTHO3 PE3YIbTATOB ACSITEIbHOCTH, UCTIOIb3YEMBIN ITPU
pa3paboTKe IIAHOB OpTaHM3aLUH) U TOCIEAYIOUHA (aHaIu3 (PaKTUYECKUX UTOTOB
X03.J1eTeIbHOCTH M0CJIe OKOHYaHUs 0TYeTHOro nepuoja). [locneayromuii ananus B CBOIO
ouepeib AENAT Ha TEKYIIUN U IEPUOJUIECKHI.

16. Kakyum ObIBaeT aHAIM3 O CTEIEHN OXBaTa?

OTBeT: 1O CTENeHn 0XBaTa aHaJInu3 ObIBaeT KOMIUIEKCHBIN (M3Y4YalOT BCE PE3YIbTAThI
(hMHAHCOBO-XO3SIIICTBEHHOH EATEIHLHOCTH) U TEMAaTHYECKHI(paccMaTpUBAIOT OT/ICTbHBIE
ACIMEeKThl PKOHOMUYECKOTO MOTSHITHAIA MPEANPHUATHS, KOTOPBIE B JAHHOE BpeMs Hanbosee
3HAYUMBI).

17. Kakum ObIBaeT aHAIIM3 B 3aBUCUMOCTH OT BHUa MOJIb30BaTeIsA?
OTBeT: B 3aBUCHMOCTH OT BHJa 110JIb30BATCIIA ObIBacT BHEIITHHN 1 BHYTpeHHI/II\/II aHaJIu3.

18. JlaiiTe KpaTKyto XapakTepUCTUKY BHEIIHEMY aHAJU3Y.

OTBeT: BHEIIHUI aHAIM3 OCHOBAH Ha OTKPBITOM(ITyOJIMKyeMOi ) HH(pOpPMALUK TOI0BBIX OTUYETOB
Y IIPOBOJIUTCS KaK CaMUMU IPEIIPUITUEM, TaK U CTATUCTUYECKUMHU, (PHAHCOBBIMU OpraHAMH,
0aHKaMu, aKIIMOHEpaMH, THBECTOPAMH U T.II.

19. JlaiiTe KpaTKyt0 XapaKTepUCTUKY BHYTPCHHEMY aHAIU3Y.

OTBeT: BHYTPEHHUI aHAJIN3 COCTABIISET, KaK MPaBHII0, KOMMEPUYECKYIO TalfHy U UMEET CBOCH
LEJBIO J1aTh PYKOBOJCTBY MPEANPUATHS aHATUTUISCKUI MaTeprall i NpUHITHS () ()EeKTUBHBIX
yIpaBJICHUYECKUX penieHui(1ieHoo0pazoBanmue, 00beM U COCTaB U3JIEPKEK, (DAKTOPHI
pocTa(CHIKEHUS) I0X0/I0B).

20. IlogpazaenuTe aHaIN3 IO U3YYa€MbIM OOBEKTaM.
OTBeT: TI0 U3y4aeMbIM O0BEKTaM aHATU3 TIOIPA3CIIAIOT HA BHYTPUXO3SIMCTBEHHBIN U
MEKXO03IMCTBEHHBIN.

21. Kakue Bupl aHaaM3a pa3inyaroT [0 HAIpaBJICHUAM HCCIel0BaHus?

OTBeT: 10 HaNPABJICHUSAM HCCIIEIOBAHUS PA3TUIAIOT aHATN3 (PMHAHCOBO-3KOHOMUYECKHIA,
ayJUTOPCKUH, PYHKIMOHATBHO-CTOUMOCTHBINH, MAPKETUHIOBBII U aHaNN3 3 PEeKTUBHOCTH
OpraHM3aliy yIpaBICHUsI.

22. JlaiiTe KpaTKyro XapakTEepUCTUKY (PMHAHCOBO-DKOHOMUYECKOMY aHAIU3Y.

OTBeT: (hMHAHCOBO-IKOHOMHUYECKUI aHAIN3 HAIPaBJIeH Ha U3y4YeHHEe (PMHAHCOBBIX PE3YJIbTATOB
NPEANPUATHSI U PACKPBIBACT COJEpKaHUe (PMHAHCOBBIX IMOKA3aTeNIeH B UX B3aMMOCBSI3H C
OCHOBHOMH J1eSITEILHOCTBIO.

23. JlaiiTe KpaTKy0 XapaKTEpUCTUKY ayJUTOPCKOMY aHAJINU3Y.

OTBeT: ayIUTOPCKUM aHalIu3 MPOBOJSAT COOTBETCTBYIOLIUE CIIELUATUCTHI 1711 OLIEHKH
CJIOKUBLIETOCS (PMHAHCOBOI'O COCTOSIHUS MPEANPUSITUS C TOUKU 3pEHUS] YyCTOMYMBOCTH U
NPOTHO3MPOBAHMUS €T0 U3MEHEHHH B OJIVDKalIeM OyayIieM.

24. JlaiiTe KpaTKy10 XapaKTepUCTUKY (PYHKIIMOHATBHO-CTOUMOCTHOMY aHAJIH3Y.
OTBeT: aHA/IN3 HANPaBJICH HA BHISIBICHUE BO3MOKHOCTEH MOBBIIICHUS YPPEKTHBHOCTH



aHAJTM3UPYEMbIX MIPOLIECCOB IyTeM BbIOOpa HanboIee ONTUMABHOTO BapUAHTA BHITIOJIHEHUS
MU CBOMX (QYHKIIUH 1 MUHUMHU3ALIUU 3aTpart.

25. JlaiiTe KpaTKyIO XapaKTEPUCTUKY MapKETUHIOBOMY aHAJIU3Y.

OTBeT: MapKETUHTOBBIN aHAJIN3 MO3BOJIAET 1aTh OLEHKY APPEKTUBHOCTH MIPUMEHSIEMBIX Ha
MPEANPUATHH TAKTUKH U CTPATETHH BCEX aCMEKTOB MAPKETUHIOBOH J1eATeIbHOCTH(aHATU3
(akTOpOB BHEIIHEH Cpe/ibl, KOHBEKTYPY CIIPOCca, IEHOBOM U aCCOPTUMEHTHOM MOJIUTHUKH,
peKJIaMbl, KOHKYPEHTOCTIOCOOHOCTH PEaTM3yeMbIX TOBAPOB).

26. JlaiiTe KpaTKyIO XapaKTEPUCTUKY OPraHU3allMOHHO-YIIPABIECHYECKOMY aHAJINU3Y.

OTBeT: Ha OCHOBE OPraHU3allMOHHO-YIIPaBICHYECKOT0 aHAJIN3a N3Y4alOT YIIPABIISIOLIYIO
CUCTEMY WJIM OpraHU3allMOHHbIE (OPMBI YIPABICHUYECKOIO annapara, iejib TaKkoro aHajau3a
COCTOHUT B BBISIBJICHUH BO3MOKHOCTEH YCUJICHUS TOJIOKUTEIBHOIO BO3ACUCTBUSA CUCTEMBI
YIPABJIEHUS Ha X03.1€ATE€IbHOCTh IIyTEM COBEPUIEHCTBOBAHHUS €€ CTPYKTYPY U MOBBIILIECHUS
KBaJM(pUKALUU paOOTHUKOB.

27. Kakue BUJIbI aHAJIN34a PA3JIMIAOT B 3aBUCUMOCTU OT MCTOAUKHN I/ICCHCI[OBaHI/ISI?
OTBeT: B 3aBUCHMOCTH OT MCTOAWKHU MCCIICAO0OBAHUA Pa3IN4arOT HH&FHOCTHHGCKHﬁ,
CpaBHHTeHBHBIﬁ, (I)&KTOpHLIfI, Map)KPIHaJ'IBHLIﬁ, 9KOHOMHKO-MaTeMaTUYECKUM aHaIU3 U
KOHTPOJUIMHI.

28. [laiiTe KpaTKyrO XapaKTEPUCTUKY AUATHOCTUYECKOMY aHAIIU3Y.

OTBeT: IMarHoCTUYECKUI aHAJIU3 UMEET LIEJIbIO BBIBICHHUE IPUYNH OTKIIOHEHU B
JEATEIbHOCTH MPEAIPUATUS OT HOPMAJIbHBIX WM 3aIJIaHUPOBAHHBIX IIPOLIECCOB UCXOs U3
IIPU3HAKOB, TUIIMYHBIX UMEHHO U1 HAPYLIECHUN TaKOI'0 POJa.

29. JlaiiTe KpaTKyl0 XapaKTEpUCTUKY CPAaBHUTEIBHOMY aHAIU3Y.

OTBeT: py CPaBHUTEIHLHOM aHaIM3€e pakTudecKass HHPOpMaIs OTIYETHOTO TOla CPAaBHUBAETCS
C AaHAJIOTUYHBIMU JAHHBIMH NPEABIAYIIUX IEPUOOB, IUTAHOBBIMH I10Ka3aTeIsIMH,
YCTaHOBJICHHBIMU HOPMAaTUBaMH, JaHHBIMU APYTUX MPEANPUATUH.

30. laiiTe KpaTKyI0 XapakTEPUCTUKY (aKTOPHOTO aHAIH3a.

OtgeT: B x0/1€ (PaKTOPHOTO aHAIM3a BBIABISAIOTCA (DAKTOPHI, OKA3bIBAIOIINE OMPEIEIISIONIee
BO3I[CI>1CTBH€ Ha pe3y.]'H:TaTHBHBIf;I IMOKa3aTcjib, U PaCCYUTHIBACTCA CTCIICHD BJIMAHHA KAKIAO0TO
(akTopa Ha U3MEHEHHUS BEJIMYMHBI TOTO TIOKA3aTeJsl.

31. JlaiiTe KpaTKyto XapaKTepUCTUKY MApKUHATLHOMY aHAIIU3Y.

OTBeT: Map)KUHATBHBIN aHATTN3 TIPEIICTABISIET CO00H M3yueHne 3PPEKTUBHOCTH TEKYIICH
X035IICTBEHHO-DKOHOMUYECKOM JEATEIIbHOCTH U OIICHKY MEPCIEKTHB €€ Pa3BUTHUS UCXOIS U3
NPUYHHHO-CJIEICTBEHHOW B3aMMOCBSI3M 00beMa TOBap0o0OOPOTa MPEIIPHUATHS, BETHUNHBI
npuOBLTH U U3IEPKEK OOpaleHus(3aTpaT) NPy YCIOBUH UX JIEJICHHS Ha TOCTOSTHHBIS(HE
3aBHUCSILIKE OT TOBApOOOOPOTA) U MEpeMEHHbIE(CBA3aHHbBIE C TUHAMHUKOM TOBapooOopoTa)
U3JICPIKKH.

32. JlaiiTe KpaTKy0 XapaKTepUCTUKY SKOHOMHUKO-MAaTeMaTHYECKOMY aHAU3Y.

OTBeT: 5KOHOMUKO-MAaTEeMAaTHUYECKUI aHAIN3 UCTIOJIB3YETCS TIPU U3YUECHUU CIIOKHBIX
SIBIICHUH(0OBEKTOB), C OONBIION CTENEHBIO HEOTIPEAECIEHHOCTH, MPECTABIIAET COOO0M ONUCcCaHKe
C TIOMOIIBIO MAaTEMaTUYECKUX CPEJICTB, BETUYHUH.

33. Yto Takoe KOHTPOJUIUHI?
OTBeT: KOHTPOJUTUHT - 3TO OPHEHTHPOBAHHAs Ha Oy Tyliee KOHIETIUS YIpaBICHHS
npeanpuiaATuCM B COOTBECTCTBUU C 3aJaHHBIMUA LCIIAMHA, pC€ain3yCeMas Ha OCHOBC CANHCTBA



IJIAaHUPOBAHUS, aHAJIM3a U KOHTPOJIA 3a MPOHCCCOM NOCTHIKCHUA ONPCACIICHHBIX PC3YJILTATOB.

34. Yto mpencraBisieT co00i METO] 9KOHOMUYECKOTO aHaIHu3a?

OTBeT: MeTOJ] 3KOHOMHYECKOI'0 aHAJIN3a X03.1eATeIbHOCTH PEACTaBIsieT cO00i cUCTEMHOE,
KOMIUIEKCHOE U3yYEHUE BIHSHUS PAa3TUYHBIX (DAKTOPOB HA PE3YyIbTATHI ACITEIbHOCTH
MPEANPUSITHS C TIOMOIIBIO CIICIIMAIBHBIX MPUEMOB 00paOOTKH CUCTEMBI TUTAHOBBIX, YUETHBIX,
OTUYETHBIX MMOKa3aTeNel u IPYruX UCTOYHUKOB HH(POPMAIUH C 1ETbI0 TOBBIICHUS

3 PEeKTUBHOCTH OpPTaHU3AIUH.

35. Pa3znenure yCIOBHO Ha TPU IPYIIBI MPUEMBI, C TOMOIIBIO KOTOPBIX UCCIEAYETCS
9KOHOMMUECKAs AESATEIBHOCTD allT€YHON OpraHU3aliH.

OtgeT: 1)TpaauMOHHbIE(SKOHOMHKO-CTATUCTUYECKHE), B TOM UHCJIE IPUMEHEHHE CPaBHEHMS,
IpYNIUPOBKU, HHIEKCHOTO, 0ATaHCOBOT'0 U T.11.; 2)9KOHOMHKO-MaTeMaTH4eCKHUe(METO IbI
3JIEeMEHTapHON MaTeMaTUKH, MAaTEMaTUYECKON CTaTUCTUKH, MaTEMaTHUYECKOTO
IpOrpaMMHUPOBaHUs); 3)IBpUCTUUECKUE(TICUXOIOTNYECKHE):aHATIOT U, HUHBEPCHUS, KOHTPOJIbHBIE
BOIIPOCHI.

36. Uto Takoe cpaBHeHUE?
OTBeT: CpaBHEHHUE - 3TO COMOCTABICHUE U3YyYaeMbIX TAHHBIX U (PAKTOB XO3IHCTBEHHOM
JESTSIIBHOCTH.

37. Yto Takoe rpymnmnupoBka?

OTBeT: rpynIupoBKa OTHOCUTCS K YUCITy HauboJiee paclpoCTPaHEHHBIX IPUEMOB aHAIN3a U
npezcTaBiseT co0oi nporecc 00pa3oBaHKsl OHOPOIHBIX IPYIII HA OCHOBE PAaCUJICHEHHUs
CTaTUCTHYECKOW COBOKYITHOCTH Ha YaCTH WJIM OObEJMHEHUS U3yYaeMbIX €IMHUI] B YACTHBIE
COBOKYITHOCTHU IO CYHMICCTBCHHBIM I HUX IIPHU3HAKaM.

38. B uem 3axitouaercss METOA UEMHBIX OJCTAHOBOK?

OTBeT: METO/ LIEMHBIX MOJICTAHOBOK 3aKJII0YAETCS B ONPEICIEHUH Psijla IPOMEKYTOUHBIX
3HaYeHUH 00CIIAIOIIET0 TTOKA3aTeNsl yTeM I0CIIeJOBATEIbHON 3aMEHbI Oa3MCHBIX
3Ha4eHUH(TJIAHOBBIX WJIU 3a MPOLUIBINA nepuo/) (pakTopoB Ha oTYETHBIE((AKTUIECKUE).

39. Yto Takoe NporHo3upoBaHue?
OTBeT: NPOrHO3UPOBAHUE - 3TO Mpoliecc HOPMUPOBAHUS OCHOBHBIX LI€JIE€H U BOZMOMKHBIX
CPEZCTB U CIIOCOOOB UX BBIMOJIHEHHS.

40. Yro mpexacraBusieT coO0i IuIaHupoBanue?

OTBeT: IaHUPOBAHUS MIPECTABISAET COO0H 0c00YI0 (hOpMY AESITETLHOCTH, HAPABICHHYIO Ha
pa3paboTKy ¥ 000CHOBAaHKE MPOTrPAMMBbl SKOHOMHUYECKOTO PA3BUTHS OPraHU3aLUY U €€
CTPYKTYPHBIX 3BEHBEB Ha OTIPEIeIICHHBIN(KaTICHAAPHBIN) IEPUOJT B COOTBETCTBHUH C IIEIBIO €€
(YHKIIMOHMPOBAHUS U PECYPCHBIM 00ECIIEYCHUEM.

41. Kakumu crioco6amMu MOXKET OCYIIECTBISITHCS KOHTPOJIb HAJl PHIHKOM?
OTBeT: BepTUKaAIbHASI UHTETPALIUS; KOHTPOJIb HaJl CIIPOCOM; KOHTPAKTHBIE OTHOIIICHHUS;
CO3JIaHUE TIPESANPUHUMATEIIbCKUX CETCH.

42. Oxapakrepu3yiTe NPUHIIUI €AMHCTBA B IUIAHUPOBAHUH JICATEIBHOCTH alTeYHON
OpraHu3alHu.

OTBeT: NpUHIUI €IUHCTBA IPENOAraeT, YTO MIIAHUPOBaHUE B JIF000I S5KOHOMHYECKON
OpraHU3aIMH JI0JKHO UMETh CUCTEMHBIN XapaKTep, KOTOPBIA MOKHO OMUCATh TEPMUHAMU
KOOpAMHAILIMS U UHTETpaIusl.



43. Oxapakrepu3yiTe NPUHLUII HENPEPHIBHOCTH B INIAHUPOBAHUY JI€ATEIBHOCTH allTEUHOU
OpraHH3aliH.

OTBeT: cMBICI IPUHIUIA 3aKI0YAETCSA B TOM, YTO IPOLECC INIAHUPOBAHUS Ha NPEATNPUATUN
JIOJKEH OCYILIECTBIIATHCS MOCTOSIHHO B paMKax YCTaHOBJIEHHOTO 1IMKJIA, a pa3paboTaHHbIE
IUTaHBI IOJKHBI HEMTPEPBIBHO IPUXOIUTh HA CMEHY JIPYT Jpyra.

44. OxapakTepu3yiTe MPUHIIUI THOKOCTH B TUTAHUPOBAHHUH JCITEIBHOCTH allTCYHON
OpraHu3aIfH.

OTBeT: ATOT NMPHUHIIUI 3aKIFOYACTCS B IPUJAHUH TUIAHAM U TIPOLIECCY TUTAHUPOBAHHUS
CHOC06HOCTI/I MCHATH CBOIO HaHpaBHeHHOCTL B CBA3HU C BOBHUKHOBCHHUECM Here}IBI/IJIeHHI)IX
00CTOATEILCTB.

45. OxapakTepu3yiTe NPUHIIMI TOYHOCTH B TUIAHUPOBAHUU JIEATEIbHOCTH allTeUHON
OpraHu3aIiH.

Otgert: 1100011 M1aH T0JDKEH COCTaBIATHCS C TAKOH CTETIEHbIO TOYHOCTH U KOHKPETH3AIUH,
KaKOM MO3BOJISIIOT BHEITHHUE U BHYTPEHHHE YCIIOBUS JACSTEIHHOCTH OPTaHU3AIUH.

46. Yto mpeacTaBisieT co00M cTpaTernieckoe miaHupoBaHue?

OTBeT: CTPAaTErnYeCKOro MIAHUPOBAHUE - ATO YIPABIECHUYECKHH MPoIlecc CO3AaHUS U
nmoAgaACPKaHuA COOTBECTCTBUA MEKAY LCIISAMU IPEANIPUATHUA U €TI0 TOTCHIHAJIBHBIMU
BO3MOXKHOCTSIMHU.

47. Yrto Takoe (hMHAHCOBBIE PECYPCHI?

OTBeT: GUHAHCOBBIE PECYPCHI - ITO ICHEKHBIC CPEJICTBA, HMEIOIINUECS B PACTIOPSKEHUN
MPEANPUATHS U IPETHA3HAYCHHBIE I obecrieueHust ero 3G(HEeKTUBHOM JAESITEIIBHOCTH,
BBINIOJTHEHHE (DUHAHCOBBIX 0053aTEIHCTB U SKOHOMUYECKOTO CTUMYJIMPOBAHHS paOOTAOLTHX.

48. Ha3zoBuTte nBe BakHelne pyHKIUN, KOTOPbIE BHIIOIHSIIOT (PUHAHCHI alITEYHOM
OpraHu3aIiH.
OTBert: pacnpenenuTelbHas U KOHTPOJIbHAS (QYHKIMH.

49. Jlaiite onpenenenue pacnpeaeauTenbHol GyHKIMY GUHAHCOB aNTeYHOI OpraHu3aluy.
OTBert: pacripenenuTenbHas QyHKIUS - 3TO HAIIPaBJICHHAS JESITEIHHOCTD MO PACIIPEICIICHUIO 1
nepepacnpeeseHHIo IEHEKHBIX TOX00B MPEIIPUATHSL.

50. [aiiTe onpenenenre KOHTPOIbHON (GYHKINH (HUHAHCOB allTEUHON OpraHU3alluy.

OTBeT: KOHTpOJIbHAS (PYHKIUS - 3TO HAIlpaBJICHHAs JESTEbHOCTD 110 KOHTPOJIIO HaJ BETMYMHON
(MHAHCOBOIO pe3yybTaTa, BhISBICHUIO HEI(P(HEKTUBHBIX JEHCTBUI U IPEIYyIpEKACHUE
BO3MOYKHBIX [TIOTEPb, HENPOU3BOIUTEIBHBIX 3aTPAaT.

51. Ha3oBuTte UCTOUHUKHU (OPMHUPOBAHNUS (PMHAHCOBBIX PECYPCOB ANTEUHONW OPTaHU3AIUH.
OTBeT: cOOCTBEHHbIE U NMPUPABHEHHBIE K HUM CPEJCTBA; CPEACTBA, MOOUIM3YEMbIE Ha
(MHAHCOBOM DBIHKE; TOCTYIUICHHE CPEJCTB B MOPSAKE IEepepacipeieeHusl.

52. JlaliTe onpeneneHue TEPMUHY «(PUHAHCOBBINA aHAIU3Y.
OTBer: (huHAHCOBBIN aHAJIU3 - ATO MPOLIECC, OCHOBAHHbII HA U3YYEHHUHU JaHHBIX O (PMHAHCOBOM
COCTOSIHUYM OPTaHH3aIMU U PE3yJIbTaTax ee AesATeIIbHOCTH/

53. HazoBwure ri1aBHYIO 11eJ1b (DHHAHCOBOTO aHAJIH3a.

OTBeT: CBOEBPEMEHHO BBISIBIISITh M YCTPAHATh HEAOCTATKU B (PMHAHCOBOM JESATEILHOCTU U
HAXOJIUTh PE3EPBHI YIIydlIeHUs: (PUHAHCOBOTO COCTOSIHUSI OPTaHU3AINH U €€
IIaTEeKECTIOCOOHOCTH.



54. aiite onpeeneHre TepMUHY «(pUHAHCOBOE COCTOSIHUE OPTaHU3AIM».
OTBet: (huHAHCOBOE COCTOSIHNE OpPraHU3alMU - 3TO COBOKYIHOCTb IOKa3aTeIel, OTpaXKaroIux
HaJlM4Ke, pa3MelleHue, U UCII0Ib30BaHue (PMHAHCOBBIX PECYPCOB.

55. laiiTe onpeseneHre TEPMUHY «ILIaTEKECIIOCOOHOCTDY.

OTBeT: mIaTexecnocoOHOCTh - 3TO CIIOCOOHOCTH BOBPEMS YIOBJIETBOPSITH IJIATEKHbIE
TpeOOBaHUS MOCTABIIUKOB 000PYA0BaHMS, CHIPbSI U MAaTEPHAJIOB B COOTBETCTBUU C
XO35IICTBEHHBIMU JIOTOBOPAMHM, BO3BpAIaTh KPEAUTHI, IPOU3BOAUTH OILIATy TpyZa IepcoHaa,
BHOCHUTb IIJIATEXKH B OIOKET.

56. ITo kakMM OCHOBHBIM HAITpaBJIECHHsI TPOBOAUTCS (PUHAHCOBBIN aHAIN3 AaNTEYHON
OpraHu3aIuu?

OTBeT: NPOBOIUTCS aHAIN3 (PMHAHCOBBIX PE3YJIBTATOB JEATEILHOCTH OpraHU3alyy (aHaIN3
JUHAMHKH, CTPYKTYPBbI, YPOBHS IPUOBLIN OpraHu3aluy, ee (pakTopHbIN aHAIN3 U T.J.);
NPOBOJUTCA aHAU3 (PMHAHCOBOTI'O COCTOSIHUS OpraHu3aiuu(o01as oneHka (GUHaHCOBOTO
COCTOSIHUS M €70 U3MEHEHHUS 32 OTUETHBIN MEePHOJ], aHaIN3 TUIaTeKeCIIOCOOHOCTH, JTUKBUIHOCTH,
(uHAHCOBOW YCTOWYMBOCTH, JEIOBOM aKTUBHOCTH).

57. JlaiiTe onpenesieHue TEPMUHY «IIOTEHLUATD).

OTBeT: moTeHual - 3T0 UCTOYHUKH, BO3MOKHOCTH, CPE/ICTBA, 3aM1achl, KOTOPHIE MOTYT OBIThH
IPUBECHBI B JIeiCTBUE, UCIIOIB30BAHBI Ul PELICHUs KaKOH-T100 3a/1auu, TOCTHKEHUS
ONpEACIICHHOMN LETH.

58. Uto BKItOUaET B ce0s OIICHKA UMYIIIECTBEHHOTO TTOJIOXKEHUS?

OTBeT: Takas OlIEHKa BKJIFOYAET B ceOs MOCTPOCHHE aHATUTUYECKOTO OajaHca, aHaIU3 BaJIIOThHI
Oayranca, onpeeNieHne XapakTepa U3MEHEHNUN OT/ACIIbHBIX CTATEeH, aHAIU3 HATUNIUS U
yBeIMUYEHUS «OONBHBIX)» cTaTell OanaHca, OLIEHKY JUHAMHUYECKOTO Pa3BUTHS alTeYHON
OpraHU3aIH.

59. JlaiiTe KpaTKyrO XapaKTEPUCTHKY MOCTPOCHHUIO aHATUTHYECKOTO OasiaHca.

OTBerT: B poliecce COCTaBIEHHs aHAIUTUYECKOT0(yINIOTHEHHOT0) GajlaHca MPOBOIUTCS
IpYNIUPOBKA OJHOPOAHBIX CTATEH, IPH 3TOM COKpAIAE€TCs YUCIO cTaTell OanaHca, MOBBILIAETCS
€ro HaIJISIIHOCTh, YTO MO3BOJISIET YK€ Ha 3TOM 3TaIl€ BbIABUTH JOMUHHUPYIOLINE TEHACHIIUU
(bMHAHCOBOI'O COCTOSHUSI.

60. JlaiiTe KpaTKyIO XapaKTEPUCTUKY OLIEHKE UMYIIECTBEHHOTO TIOJIOKCHHUS.

OTBeT: Takas OlleHKa MOXKET BKIIIOUATh pacyeT MoKazaresei, OTpaxaronmx Ka4eCTBEHHbIE
WU3MCHEHUS B UMYIIIECTBEHHOM ITOJIOKCHHUU aNTCYHON OpraHu3alii, ¥ CTEIICHU MX
IPOTPECCUBHOCTH, TAKUMU TTOKA3ATEIISIMU SIBJITFOTCS: CyMMa XO3SIHICTBEHHBIX CPEJICTB; OIS
AKTUBHO YaCTH OCHOBHBIX CPEACTB; KO3 PUIIMEHT U3HOCA; T0JIS APCHIOBAHHBIX OCHOBHBIX
CpPE/CTB; yIIEIbHBIN BeC ObICTPOPEaIN3yeMbIX AKTHBOB; YICIbHBINA BEC TEOUTOPCKON
3aJ10JDKEHHOCTH.

61. Uro nonpa3ymeBaeTcs 04 CyMMON XO3SIIICTBEHHBIX CPE/ICTB, HAXOASILUXCS B
pacnopsLKEHUH IPENTPUSITHS?

OTBeT: 3TOT MOKa3aTelb AaeT 000OMEHHYI0 CTOUMOCTHYIO OLIEHKY aKTUBOB, YHCIISIIUXCS HA
OanaHce NpeANnpHUsITHS.

62. Uto Takoe ko3 duimeHT uznoca?
OTBeT: moKa3zareib XapakTepU3yeT JOII0 CTOMMOCTH OCHOBHBIX CPEJICTB, OCTABIIYIOCS K
CIMCaHUIO Ha 3aTPAThl B OCJICIYIOIUX EPUOIaX.



63.Ilepeunciure MoKa3aTeNN OIEHKHU JTUKBUIHOCTH U TUIATEKECTIOCOOHOCTH OpraHU3aIiu.
OTBeT: BeTMYMHA COOCTBEHHBIX OCHOBHBIX CPEJICTB; MAHEBPEHHOCTh COOCTBEHHBIX 00OPOTHBIX
CpencTB; KOAPPUITUEHT TeKyIIeH TUKBUIHOCTH; KO (OUIIUEHT OBICTPOIl TUKBUIHOCTH;

K02 purmeHT abCoOMOTHON JTUKBUIHOCTH; JI0JISI OOOPOTHBIX CPEJICTB B aKTUBAX; JOJIS
COOCTBEHHBIX OOOPOTHBIX CPEJICTB B 0OIIEH UX CyMMe; OISl COOCTBEHHBIX CPEACTB B MOKPBITUN
3arnacoB; KOA(QGUIUEHT MOKPBITUS 3a11acoB.

64. Uto xapakTepu3yeT BeIUYMHa COOCTBEHHBIX OOOPOTHBIX CPeCTB?
OTBeT: XapakTepu3yeT Ty 4acTh COOCTBEHHOI'O KaluTaja MpeInpusThs, KOTopast SBIsSeTCs
HMCTOYHUKOM MOKPBITHS €r0 TEKYIIUX aKTHBOB.

65. Uto xapakTepu3yeT MaHEBPEHHOCTh ()YHKIIMOHUPYIOIIETO KarmuTami?
OTBeT: XapakTepu3yeT Ty 4aCTh COOCTBEHHBIX OOOPOTHBIX CPE/ICTB, KOTOpask HAXOAUTCS B
(hopme TEHEKHBIX CPECTB, T.€. CPEACTB, UMEIOIMNUX a0COTIOTHYIO TUKBUIHOCTD.

66. OxapakTepuzyite KO3PPUIMEHT TeKyIIeH TUKBUIHOCTH.
OTBert: naHHBIH KO3)PULIKEHT JaeT O0IIyI0 OLEHKY JTUKBUIHOCTU aKTHUBOB, IIOKA3bIBasi, CKOJIBKO
pyOJIel TeKyluX aKkTUBOB MPUXOIUTCS HA OJMH PyOJIb TEKYIUX 0053aTEeIIbCTB.

67. Uto Takoe k03(hPUIMEHT NOKPHITHS 3a11acoB?

OTBeT: pacCUUTHIBAECTCS COOTHECEHUEM BEJIMYMHBI «HOPMAJIbHBIX» UCTOUHUKOB MOKPHITHS
3anacoB(coOCTBEHHBIE 00OPOTHBIE CPENICTBA) U CYMMBI 3amacoB. Eciii 3HaYeHHne 3TOTro
HIOKa3aTessi MEHbIIIE €AUHULIBI, TO TeKyIllee (PMHAHCOBOE COCTOSTHUE alITEKH pacCMaTpUBACTCS
KAaK HEyCTOWYHUBOE.

68. Kakue mokasarenu BKIIOYAET B CeOsI OLIEHKA JICIOBOM aKTUBHOCTU?

OTBeT: BeIpyUKa OT peanu3alliu; YucTasi NpuobUIb; POHI00TAaYa; 000PAYHMBAEMOCTh CPEICTB B
pacuetax (B JHSX); 000pauyMBaEMOCTh 3aMIaCOB; 000PAYMBAEMOCTH KPEAUTOPCKON
3aJI0JKEHHOCTH; TIPOAOKUTEIHHOCTh ONEPAIIMIOHHOTO IIMKIIa; 000pauynBaeMOCTh COOCTBEHHOTO
KanuTaia; KodQPUIMEHT MoramaeMoCT! AeOUTOPCKON 3aI0JDKEHHOCTH; PECYpPCOOTIaua;
KOA(PPUITUEHT YCTOWYMBOCTH HYKOHOM.POCTA.

69. KpaTtko oxapakTepu3yiTe OLIEHKY peHTa0eIbHOCTH.

OTBeT: K OCHOBHBIM I10KA3aTeJIsIM 3TOT0 0JI0Ka OTHOCATCS pEHTa0EIbHOCTh ABAHCUPOBAHHOTO
KaluTajga U peHTabeabHOCTh COOCTBEHHOTO KaluTala, KaKIbli U3 HUX ONPEAEISIeT, CKOJIbKO
pyOuieii mpuObLT MPUXOAUTCS HAa OJUH PYyOJIb aBAHCHPOBAHHOTO MJIM COOCTBEHHOT'O KamuTaa.

70. HaiiTe onpeaeneHne TepMUHY «(PUHAHCOBOE INIAHUPOBAHUEY.

OtBeT: ¢puHAHCOBOE MIIAHUPOBAHUE - 3TO IJIAHUPOBAHHUE JI0XO/I0B U HAMPABICHUIMA
pacxoI0BaHUs ICHEKHBIX CPEACTB IJIsl oOecriedeHust 3PPEKTHBHON ESATETFHOCTH U Pa3BUTHS
OpTraHH3aIliH.

71. HazoBure sTansl nporecca (UHAHCOBOTO IIIAHUPOBAHUSI.

Otger: 1 3Tan - aHam3 PUHAHCOBOTO COCTOSIHUS, 2 JTall - MEPCIICKTUBHOE (DMHAHCOBOE
IUTAHUPOBAHME; 3 3Tall - TeKyllee (UHAHCOBOE MJIaHUPOBAHUE; 4 ATAIl - ONIEPaTUBHOE
(maHHCOBOE TUIAHUPOBAHHUE.

72. Yo BKIIIOYAET B c€0s MEPCIEKTUBHOE (PMHAHCOBOE TNIAHUPOBaHUE?
Otsert: 1)pa3paboTKy pUHAHCOBOW cTparee NpeAnpUsLTHS; 2) IPOTHO3UPOBaHNUE (PUHAHCOBOM

JACATCIIBHOCTH.

73. Yrto npenrnonaraet puHAHCOBAs CTpaTerus?



OtBeT: ¢puHAHCOBAs CTpPATETHUs MPEANoaraeT onpeaeleHNe T0JITOCPOUHBIX IieNiel (PMHAHCOBOMH
JeSATeTLHOCTH U BBIOOp Hanbosee 3pPEeKTUBHBIX CITOCOOOB UX JTOCTHKEHUSI.

74. HazoBuTte TUIBI (PUHAHCOBBIX CTpATETUH.
OtBert: 1)BX0OX/1€HUE B HOBBIN OM3HEC; 2) CTpaTerus «I0WHOM KOPOBBI»; 3) CTpaTerus BhIX0a
W3 TaHHOTO OM3Heca; 4) paciMpeHre JaHHOTO On3Heca; 5) MHHOBAIMK B TaHHBIN Ou3HEC; 0)

CTPATCrus BbIDKUBAHUS.

75. HazoBuTe OCHOBHBIE 3Talbl pa3paboTKH (PUHAHCOBOI cTpaTeruu.
OtBert: 1)pacuer nepuoia pean3aluy cTpaTerun; 2)aHanu3 GakTopoB BHENTHEH (PUHAHCOBOU
cpenbl; 3)bopMUpOBaHUE CTpaTErHUECKUX 1esiel (MHAHCOBOM e TeNbHOCTH; 4)pa3paboTka

(rMHAHCOBOM MOJUTHKU OPraHU3AlMK; 5)pa3paboTKa CUCTEMbI MEPOIIPUITUN MO 0OECTIEYEHUIO

peanu3aiuu cTpaTeruy; 6)oneHka pa3padboTaHHON (UHAHCOBOM CTPAaTEruu.

KPUTEPHUMU oneHuBaHus KOMIIETEHIIMIA U IIKAJbI OLIEHKH

Onenka

Onenka

OneHka «xopouio»

OueHka «0TJINIHO»

3HaHHWA IIpU pCHICHUN
SaHaHHﬁ, OTCYTCTBUC

YMEHUI U HaBBIKOB K
peLIeHnI0 y4eOHbIX

YMEHUI U HaBBIKOB
IpU peIeHUN

«HEeYIOBJIETBOPUTEILHOY» «y/1OBJIETBOPUTEJIHHO» (3auTeHo) (3a4TeHo) Wi
(He 32a4TEeHO0) NI (3aYTeHo) WU HJTH IOCTATOYHBIH BBICOKHIi YPOBEHD
OTCYTCTBHE Y/IOBJIETBOPHUTEIbHBII YPOBEHb OCBOEHUS
copmupoBaHHOCTH (moporosblii) OCBOCHMS KOMIIETCHIM U
KOMITeTeHI[HH YPOBEHb 0CBOECHHSA KOMITeTEeHI[HH

KOMIIETeHIIUH
HecniocobnocTh Oo6yuaromuics Oo0yuatommuiics Ob6yuatomuiics
oOyJaromerocs JIEMOHCTPUPYET JIEMOHCTPUPYET JIEMOHCTPUPYET
CaMOCTOATENBHO CaMOCTOSITEIIbHOCTh B CaMOCTOSITENILHOE CITOCOOHOCTD K
NIPOAEMOHCTPUPOBATH [IPUMEHEHUY 3HAHUH, IIPUMEHEHUE 3HAHUM, | MOJHON

CaMOCTOSITEIBHOCTH B
BBIOOpE criocoba

CaMOCTOSITEIIbHOCTH B 3aJlaHUH B ITOJTHOM 3a/laHuil, peleHus
MPUMEHEHUHN YMEHUH. COOTBETCTBHUHU C AHaJIOTHYHBIX HECTaHAaPTHBIX
OtcyrcTBUE 00pa3LoM, TaHHBIM o0pasuam, 4to 3aJlaHUI B paMKax
MOATBEPKJICHUS HAIMYKS | TperoiaBaTesieM, 1Mo TIOATBEPXKIACT JCIMTUTAHEI C
c(hOpMHPOBAHHOCTHU 3aJ]aHusIM, PeLICHNE HaJTN9ue HCTIOJIb30BaHHEM
KOMITETCHIINU KOTOPBIX OBLJIO c(OpMHUPOBAHHOM 3HAaHUH, YMEHUU 1
CBHJICTEIILCTBYET 00 MIOKa3aHO KOMITCTEHIIUH Ha HaBBIKOB,
OTpHIIATEIBHBIX MpernojaBareiem, 0oJiee BHICOKOM MOJYYCHHBIX KaK B
pe3yabTaTax OCBOCHHS CIIelyeT CUNUTATh, YTO ypoBHe. Hannuue XOZIe OCBOCHUS
y4eOHOM JUCIUIUTNHBI KOMITETEHIINS TaKOH KOMIICTEHIINN | JaHHOH AMCIMIUIUHEL,
copmupoBana Ha Ha JIOCTaTOYHOM TaK U CMEKHBIX
yIIOBIETBOPUTEIEHOM ypOBHE JUCUUILTNH, CIIEIyeT
YpPOBHE. CBHUIIETENILCTBYET 00 | CUUTATh
YCTOMYHBO KOMIIETEHLIUIO
3aKpETUICHHOM cOopMHPOBaHHOI Ha
MIPaKTUIECKOM BBICOKOM YPOBHE.
HaBBIKE
Kpumepuu ouenusanus mecmogozo KOHmMpoOna:
IPOLICHT NPABUIILHBIX OTBETOB OtmeTkn
91-100 OTJIIMYHO
81-90 XOPOIIO
70-80 YJOBJICTBOPUTEIHHO




| Memnee 70

| HEYJIOBJIETBOPUTEIHHO

[Ipu onteHMBaHMH 3a1aHUH C BRLIOOPOM HECKOJIBKHX MPABIIIFHBIX OTBETOB JIOITYCKAETCS OJTHA OITHOKA.

Kpumepuu oyenusanusn cobecedosanus:

Jeckpunropsbl

YMeHHE 00bSICHATH

JJOTHYHOCTh M

OTMeTKa (mpeacTaBJIsATh) nocjae10BaTeJbLHOCTD
NMPOYHOCTH 3HAHUIA CYUIHOCTH SIBJIEHMIA, 0TBETA
NMPOIIECCOB, 1eJ1aTh
BbIBO/IbI
OTJINYHO MPOYHOCTh 3HAHUH, 3HAHUE BBICOKOE YMEHUE BBICOKAsI JIOTUHYHOCTh U
OCHOBHBIX ITPOIIECCOB OOBACHSTH CYIIHOCTb, MOCJICTIOBATEIFHOCTh
HU3y4aeMoi mpeaMeTHOU SIBJICHUM, ITPOLIECCOB, OTBETa
00JacTH, OTBET OTIIMYAETCS COOBITHH, 1e1aTh BEIBOIBI
IyOMHOM U TIOJTHOTOM u 00001IEeHns, 1aBaTh
PACKPBITHS TEMBI; apryMEHTUPOBAaHHEIE
BJIaZICHUEM OTBETHL, IPUBOJIUTH
TEPMUHOJOTUYECKUM pUMEPHI
anmapaToM; JOTUIHOCTHIO U
MOCJEI0BATENbHOCTHIO
OTBETa
XOPOIIIO MIPOYHBIC 3HAHMSI OCHOBHBIX | YMEHHE OOBICHSTH JIOTUIHOCTD U
MPOIIECCOB U3yUYaeMOil CYIIHOCTb, SIBJICHHH, MOCJIEIOBATEILHOCTh
IpeIMETHON 00IacTH, MPOIIECCOB, COOBITHIA, OTBETa
OTIIMYAETCs TITyOUHO 1 JIeNaTh BBIBOJBI U
MIOJTHOTOM PacKpBITHS TEMBI; | 0000IIEHHS, 1aBaTh
BIIAJICHUE apryMEHTUPOBaHHbIE
TEPMUHOJIOTUYECKUM OTBETHL, IPUBOJINUTH
amnmnapaToM; CBOOOIHOE MIPUMEPHI; OTHAKO
BIIaJICHUE MOHOJIOTHYECKOM | JOIMYyCKaeTCs O/HA - IBE
peYblO, OTHAKO JOMYCKAECTCA | HETOUHOCTH B OTBETE
OJIHA - JIB€ HETOYHOCTH B
OTBETE
YAOBIETBOPUTEN | YAOBICTBOPUTEIbHEIE YIOBIETBOPUTEIBHOE YAOBIETBOPUTEbHAS
BHO 3HaHUS IPOLECCOB YMEHUE AaBaTh JIOTUYHOCTD U
U3ydaeMol MpeIMETHON apryMEHTHUPOBAaHHEIE MOCJIC/IOBATEIBHOCTh
00JacTu, OTBET, OTBETHI U IPUBOJIUTH OTBETa
OTJINYAIOLIUICS PUMEDBI;
HEZOCTAaTOYHOH ITyOMHON U | yJIOBJIETBOPUTEIHHO
MTOJIHOTOM PACKPBITHS TEMBI, | CHOPMHUPOBAHHBIC
3HAHUEM OCHOBHBIX HaBBIKY aHaJu3a
BOIIPOCOB TEOPUHU. SIBIICHUM, ITPOLIECCOB.
Homyckaercst HECKOIBKO Homnyckaercsi HECKOJIbKO
OIUOOK B COJIEPIKAHUH OIINOOK B COJICPIKAHUU
OTBETa OTBETa
HEYAOBIETBOPHUT | claboe 3HAHWE N3ydacMOu HEyMECHUE J1aBaTh OTCYTCTBHUE
€JIbHO MpeIMETHON 00J1acTH, apryMEHTHUPOBaHHEIE JIOTUYHOCTU U
HernyOoKoe pacKphITHE OTBETHI MOCJIEI0BATEIbHOCTH
TEMBI; cj1a00e 3HAHHE OTBETA

OCHOBHBIX BOIIPOCOB TEOPHH,
cia0blc HABBIKK aHAIN3a
SIBJICHUH, ITPOIIECCOB.




JlomyckaroTcst cepbe3HbIE
OMOKHU B COIEPKAHUU

OTBCTAa

R'pumepuu OUCHUBAHUA CUMYAUUOHHbBIX 3a0au:

Jeckpunrtopsbl
OTMeTKa HOHAMAHIE aHaIu3 HABBIKHA npodeccuoHaIbLHOE
CUTYyaIUH peleHust MBIILJIEHHEe
npoodJieMbl
CUTYAUMHU
OTJIUYHO MOJIHOE BBICOKAS BBICOKAS BHICOKUH YPOBEHB
[MOHUMaHUE CIIOCOOHOCTH CIIOCOOHOCTH MpohecCHOHANTBHOTO
mpobmemsl. Bee AHAIM3UPOBATH  [BEIOPATH METON MBIIILTCHUS
TpeOoBaHMS, CUTYaIHIo, [pelICHUs
MPEIbABISIEMBIC K |[IEJIaTh BBIBOABI  [IPOOJIEMEI,
3aTaHIO, YBEpEHHBIC
IBBITIOJTHCHBI IHABBIKH PCIICHUA
cuTyarmmn
X0pouIo [OJIHOE CIIOCOOHOCTD CITIOCOOHOCTH IMOCTaTOYHBIN YPOBEHb
MOHUMaHNE AHAIM3UPOBATH  [BEIOPATH METO MmpoheccHoHaTBHOTO
rmpo0Osiemsl. Bee CUTYaLHIO, [PEIICHU MBIIILICHUS.
TpeOOBaHUs, NeNaTh BBIBOABI  [TPOOJIEMBI /lomyckaercst ogHa-11Be
MPEIbABISIEMBIE K YBEpEHHBIC HETOYHOCTH B OTBETE
BaJaHHIO, IHABBIKH PCIICHUA
IBBITIOJTHCHbI CUTyallun
YAOBIETBOPUTEN [HACTUYHOE Y IOBJIETBOPUTEND [yIOBICTBOPUTENbH |[1OCTATOUHBIN YPOBEHB
BHO MOHUMaHUe Hasi CIIOCOOHOCTE  [bI€ HABBIKHT MmpoheccHoHaTBHOTO
POOJIEMBI. AHAIIM3UPOBATH  [PCLICHUSA MBIIIICHUS.
bonpmHCTBO CUTYaIIHIO, CUTyaIHH, Jomyckaetcst 6onee
TpeOOBaHMIA, NenaTh BBIBOABI  [CJIOXKHOCTH C MBYX HETOYHOCTEH B
MPEABABIIEMBIX K BEIOOPOM MeToJla  [0TBETE JIMOO OINOKa B
3aJlaHMIo, PEIICHUS 331aUl  |TOCJIEIOBATEIHLHOCTH
BBITIOJTHEHBI peteHus
HEYJIOBIIETBOPUT [HEMIOHUMaHHUE HU3KAas HEJIOCTaTOYHbIE OTCYTCTBYET
13: (¢ MpoOIEeMEL. CITIOCOOHOCTH HABBIKH PEIICHUS
MHuorue AHATU3UPOBATh  (CUTYallUU
TpeOOBaHMUS, CUTYaIHIO0

Hpe)l’LSIBJ'ISIeMI)Ie K
BaJaHuIO, HE
BBIITOJIHEHEL. Her
orBeTa. He ObLIO
IIOIIBITKHU pCHII/ITI)

Bajaqy




