JK3aMeHALlMOHHbIE BONPOCHI
M. 01 «PEAJIM3ALIUSA JIEKAPCTBEHHBIX CPE/ICTB U TOBAPOB
AIITEYHOI'O ACCOPTUMEHTA»
MK 01.02 OTnyck JieKapCTBEeHHBIX NIPENapaToB M TOBAPOB ANITEYHOI' 0

aCCOPTHMEHTA

JJIS CTYJIEHTOB 2 Kypca MeJUIMHCKOro KoJuiea:ka BoarI'MY cneuunajbHOCTH
33.02.01 «®apmanus»

1. Beenmenne B (dapmameBTHuecKkyro  meATenbHOCTE.  OCHOBHBIE — TOHATHS:  (hapmarus,

(dapmareBTHUECKasT JIESTEIBHOCTh, OOpaimleHue JsekapcTBeHHbIX cpeactB (JIC), dapmaneBTHuecKas
MOMOIIb. YTpaBieHne u 3koHomuka dpapmarnun (YIP) kak papMareBTHUecKas TUCHUATUINHA.

2. HopmartuBHo-mpaBoBOo€e  perynupoBaHue (¢apmMalneBTH4ecKol  gearesnpHocTH. CTpykTypa
HOPMAaTHBHBIX JOKYMEHTOB. YPOBHM CHCTEMBl HOPMATHBHOIO TOCYJapCTBEHHOTO pPETYJIHMPOBaHUS.
B3aumocBA3p HOPMAaTHBHBIX JOKYMEHTOB Ha IIpUMEpE OpraHM3allid XPAaHEHUS JIEKapCTBEHHBIX
npemapartoB (JII1) u apyrux ToBapos anrednoro accoptumenTa (TAA).

3. KagectBo MemuuuHCKMX U (apMmaleBTHUYeCKuX ToBapoB. HopmaTHBHas OOKyMEHTalMs.
HopmaTuBHblit 1oxkymeHT. CBoiicTBa (TpOCThle M CJIOXHBIE) M KadecTBa TOBapoB. Mepompusarus,
o0ecrneuynBaroLIe BBICOKOE KadecTBO MEAMLMHCKMX U (apManeBTHUecKuX ToBapoB. Cucrema
YIOPABICHUS KAUECTBOM NpoayKuuu B Poccuiickoit denepanuu.

4. ToBapoBeneHune, ToBap, MOTpeOUTENbHASS CTOMMOCTh (ompeaeneHue noHsaTui). Lenn u 3amaun
TOBapOBeZCHUSI. MeaumHcKoe U (apManeBTHUIecKoe ToBapoBeaeHus. Kiaccudukanuss MeTUIMHCKUX
TOBapOB (MaTepHajbl, U3AEIHS, MEAULNHCKIE TEXHUIECKHUE CPEACTBA, MPEAMETHI YX01a 32 OOJIBHBIMU U
np.). Hopmarusnas noxkymenrtanus: OKII, OKIL/, TH B9/, ATX.

5. ACCOPTUMEHT, acCOPTUMEHTHas TIpymma, TOBapHas €JUHMIA, TOBapHas HOMEHKIIATypa
(ompenenenne noHATHIT). YmakoBka. Onpenenenne noHaTHs. PyHKIHOHANEHOE HazHaueHne. OCHOBHBIC
KOMIIOHEHTHI ynakoBKU. Tapa. Onpenenenue NoHATUs. Buasl Tapsl.

6. MapkupoBka ToBapa. TpeOoBanust k MapkupoBke JIII. OCOOCHHOCTH MapKUPOBKH OTACIHHBIX
JIII u  ToBapoB amTe4yHoro accopTumeHTa. HopMaTuBHO-mpaBoBoe peryauposanue. LITpuxoBoe
KOAMpoBaHKe TOBapoB. [IpenMyiecTBa ITPUXOBOrO KOAUPOBAHUSI TOBAPOB.

7. HopmaruBHO-IpaBoBO€ ~ perynupoBaHue opraHu3auuu xpaneHuss TAA B AO. OOmme
TpeOOBaHUS K YCTPOMCTBY, SKCILTyaTal[MK MOMELIeHUH 1 yciaoBusaM xpaneHust JIIT u TAA.
8. OcoOeHHOCTH XpaHEHUs OTHENbHBIX rpymil JiekapcTBeHHbIX cpeactB (JIC) 1 TAA B

3aBUCHMOCTH OT (PH3UUECKUX, (PU3UKO-XUMHUIECKUX CBOWCTB, BO3ICUCTBUS HA HUX PA3IMYHBIX (PAKTOPOB
BHEIIHEHN Cpebl.

9. [IpaBuia xpaHeHHUs] OTHEONIACHBIX M B3PBIBOONACHBIX BemiecTB B AO.

10. TpeboBaHus K OpraHU3alUM XPaHEHHS HAPKOTHYECKHX CPEACTB, ICUXOTPOIIHBIX BELIECTB M UX
npexypcopoB B AO. HopMaTuBHO-TIpaBOBOE peryInpOBaHUE.

11. TpeboBanust k opranmzaruu xpaneHusi B AO CHIBHOICHUCTBYIONUX U STOBUTHIX BEIIECTB,
cnupTa 3TIiI0Boro u apyrux JIII, mopnexamux npeaMeTHo-konndectBeHHOMY yuéty (IIKY).

12. Cucrema rocynapctBeHHoro KoHTponsi kadectBa JIC. CrammapTtusanus. [ocymapcTBeHHas

peructpanusi JIC. Ceprudukanus. OnpeneneHre MOHATHA. JJOKYMEHTBI, MOJATBEPKIAIONINE KAaueCTBO
npoxnykiuu. HemoOpokauecTBeHHas1, danbcudupoBanHasi, KOHTpadaKkTHas MPOAYKIHs (onpeneneHue
nousaTHi). HopmatueHO-IpaBoBOE perynpoBaHUeE.

13. Posznnunas TtoproBida. OCHOBHBIE JIOKYMEHTBI, PETJIAMEHTHPYIOLIHE TOPSAOK PO3HUYHOM
toprosiu B AO. Buael AO, ¢pynkium, nepconan. O0opynoBaHue U ocHameHue padounx mecT. I'pynmbl
TOBapOB, pa3peléHHbIX K peann3anuu B AO. HopMaTUBHO-IpaBOBOE PETyIUpOBaHHE.

14. Mepuanmaii3usar (OINpeneneHne MOHATHA). OJIeMEeHThl W TPHUHIUIB MepYaHJaii3uHra JUIs
MpOABIKEHNS TOBapoB. [IpaBuia odopMieHHs BUTPHH C MO3WIINI MepUYaHIaii3uHra.
15. [opsimox nekapcTBeHHOTO OOECIeYeHHus! CTalMOHAapHBIX OonbHBIX B Poccuiickolt ®enepanum.

Buasr AO, oCymecTBISIOMNX JICKAPCTBEHHOE 00CCIICUCHNE CTAIIMOHAPHBIX OOIBHBIX. 3amaduu, GyHKITHH,
COCTaB MOMEIICHUH, 000pyI0BaHue, OcHaleHue, epcoHan. [lopsaok ormycka, xpanenus u yuéra JIII.
Hopmatusel 3anacoB B AO u OTAENEHUSIX CTAIMOHAPOB.

16. Penent. Onpenenenue mOHATHA. 3HAYCHHWE JIOKyMEHTa (MEAMIIMHCKOE, IOPUINYECKOE,
SKOHOMHYECKoe). Bunbl penentypHbix OnaHKoB. PexkBu3uThl perenta. dapmarieBTudeckasi dKCIepTH3a
peuenta. HopMaTuBHO-TIpaBOBOE peryIupOBaHUE.



17. TocymapcTBeHHOE peryiaupoBaHue o0opora Hapkotudeckux cpeacte (HC), meuxoTpomHbix
BemecTs (I1B) m ux mpekypcopos. [Ipeamerro-konmaectBernbiit yuét (IIKY) JIIT B AO. HopmaTtusHo-
MPaBOBOE PETYIUPOBAHUE.

18. [opsimox BeimuckiBanusi perentoB u ornycka HC u IIB (Cmucok Il). @opma peuentypHOoro
Omanka. Cpokn nedcTBUS W XpaHeHus perentoB. [lpemenpHo momyctmmble koimuecTBa JIIT mms
BBINUCHIBaHUSI Ha ofguH penent. Curnatypa. Ilopsnok yHudroxenus peuentoB B AO. IlpaBuna yuéra
obopora HC u [1B B AO. HopmaTHBHO-TIpaBOBOE pETyIHUpPOBAHUE.

19. [opsimox BeIMHCHEIBAaHUS penentoB u oTmycka mpexypcopoB HC u IIB. ®@opma penentypHOTO
6nanka. [IpegensHo nomycTuMble KoaudyecTBa I oTirycka. [pasuna yaéra odbopora mnpexypcopos HC u
I1B B AO. HopmaTuBHO-IIPaBOBOE PEryIUPOBAHHUE.

20. [lopsimox BBIMUCHIBaHMS PELENTOB U OTIYCKAa CHJIHHOACHCTBYIOIIMX W SIIOBUTHIX BEILECTB.
®opma peuentypHoro Onanka. Cpoku neiicTBUS M XpaHeHusl penentos. llpemenbHo nomycTuMble
kosnmuectBa JIII amst BeImuchIBaHust Ha oauH peuent. [IpaBuna yuéra 06opoTa CHIBHOACHCTBYIOIHUX H
sanoButhix JIC. [Topsinok yanurosxenus peuentoB B AO. HopmaTuBHO-TIpaBOBOE peryIHpOBaHHE.

21. [lopsinox BBIMKCBHIBAHUS PELENITOB U OTIIyCKa STHIOBOTO crupTa. Popma penenTypHoro OjaaHka.
Cpoku peiicTBust W XpaHeHus pementoB. IlpaBmia yu€ra obopora compra stmioBoro B AO.
HopmartuBHO-IpaBOBOE peryiupoBaHHUe.

22. [lopsimox BBINMCHIBaHMS PELIETITOB M OTIIyCKa JIEKAPCTBEHHBIX MPENapaToB, CONEPXKALINX KPOME
manbix konmdecte HC u [1B apyrue dapmakonormueckun akTHBHBIE BelmiecTBa. Dopma perenTypHOTO
Onmanka. Cpoky IEHCTBHUS M XpaHEHHUs! perentoB. HopMaTuBHO-IpaBOBOE PETYIMPOBAHHUE.

23. [lepeuens rpymnm HaceneHHss U KaTeropuil 3a0oieBaHMid, MMEIOMIMX MpaBO Ha OecIulaTHOE U
JTBTOTHOE ToTy4deHne tekapcTB. Ocobennoctr HazHaueHus JII1 1 odopmienns penenTos.

24, Opranuszaius JbrOTHOTO OOCCIEUYCHUs HACEICHHS B paMKaX OKa3aHHs TOCYJapCTBEHHOMU
counansHOi momoty. [IporpaMMbl 1 UCTOUYHUKH (PUHAHCUPOBAHUSI.

25. Usroronenne u otmyck JIII B anteke. OCOOCHHOCTHM W OpraHU3alUsl H3TOTOBJICHHA
HKCTEMIIOPAJIbHBIX JIEKAPCTBEHHBIX (HOpM, Mony(hadpuKaTOB, KOHLIEHTPATOB, BHYTPUANTEYHOH 3arOTOBKH
1 (acoBKH.

26. Opranuzanysi BHYTPUANTEYHOTO KOHTPONA. JlesTenbHOCTh MPOBU30pa-aHATUTHKA. Buisl
BHYTPHANTEYHOTO KOHTpossa. OO0s3aTeNbHBId W BBEIOOPOYHBIN KOHTPOJNb. [IpHEMOYHBIN KOHTPOIb.
[MpenynpeautensHble MEPONIPUSATHS, CIOCOOCTBYIOIINE TTOBBILICHUIO KauecTBa MPOoAyKUuul. CaHUTapHBIH
pexxum B AO. HopMaTuBHO-TIpaBOBOE peryinpoBaHue.

217. [opsimox 6e3penentypHoro ormycka JIIT u npyrux TAA. O6opynoBaHre U OCHaIIeHHE pabodnx
MecT Oe3penenTypHoi nponaxu. HopmMaTuBHO-TIpaBOBOE peryIHpOBaHUE.

28. 3aKOHOATEILCTBO O 3amuTe npaB norpedutened. [Ipapuna npogaxku. OCOOCHHOCTH MPOIAKH
JIII, kocmermueckoi mpoaykuuu. IlpaBuma Bo3Bpata m oOmeHa B AO TOBapoB HEHAIJICKAIIETO U
Ha/JIeKallero KayecTna.

29. dapMmarieBTHUECKast THKA U JCOHTOJIOT . DTUYECKHI KOJCKC (papMaIleBTHUECKOTrO paOOTHHKA.
30. Bunpl, mokazatenu (cBoiicTBa) wuH(popMmanmu. Hocurenn W HCTOYHHKH WHQOPMAIUHL.
Wndopmarnust o JIC. HopmarusHo-paBoBoe peryiupoBanue. MH}popMaoHHbIe TEXHOIOTHH.

3aB. kadenpoit YOO u MOT ["annuena JI.M.
n.¢.H., TOLEHT



