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ABTOHOMHAas1 HEKOMMEpPUECKas OpraHu3alus J0NOJHUTEILHOTO FyﬁepHaTopy 3a0alKAJILCKOrO0 Kpas
poeCCHOHATBHOTO 00pa3oBaHus Y UeOHO-METOIMYCCKHIA ICHTP

«DUHKOHT» A.M. OCI/IHOBy

tenedon +7(925) 001-61-79, e-mail igor.assanov@fcaudit.ru é

Hcx. Ne DAPM-2907 ot 29.06.2022

YBaxaemblil Anexcanap MuxaiijoBuy!

AHO IO «YueOHO-MeTomuueckuil neHTp «DUHKOHT» (NMIEH3Us Ha OCYIIECTBIECHHE O00pa30BaTEIbHOW NESATEIbHOCTH
Ne038386 ot 03.05.2017r) npurnamaer Bac u Bamux xomer B utone-aBrycre 2022 roja NpUHATH ydacTHE B Kypce IOBBILICHHS
KBaJH(UKAIINN:

«["ocynapcTBEeHHOE peryJIMpoBaHue U OpraHu3alys IesTeIbHOCTH, CBA3aHHOI ¢ 00palieHueM HapKOTHYECKUX CPEJICTB, TICUXOTPOIHBIX
BEILECTB M UX IPEKYPCOPOB»
26 aBrycra 2022 r., . Mocka

TocynapcTBeHHbII HAI30p B cepe odpalieHus IeKapCTBEHHbBIX cpeacTB. OpraHu3aiiis Ha[IeXKaIIero o0panieHus u
MPUMEHEHUS] IMMYHOOHOIIOTMYECKUX JIEKAPCTBEHHBIX TPETapaToB
28-29 urons 2022 r., . MockBa

Kypc npeanazHadeH A mpecTaBUTeNCl OPraHOB HCIIOIHUTEIBHON BIACTH U MECTHOTO CaMOYIpaBIEHHUS, PyKOBOAUTENCH U
CHENMATNCTOB MEIUIIMHCKUX YUIPEKJICHHH, OTBETCTBEHHBIX 32 00OPOT HAPKOTHYECKHX CPEACTB B OPTaHH3AINH; MEIUIMHCKOTO
MIEpCOHANa, YYacTBYIOUIETO B O0OpPOTe HAPKOTHYECKUX CPEACTB; IEepcoHana anTek (¢dapMareBThl, NPOBHU30DPHI), PAOOTHHKOB
(apManeBTHYECKOW TMPOMBIIUICHHOCTH; PYKOBOIUTENEH W CIELUANNCTOB  YUYPEXKACHHH 3ApaBOOXpAHEHMs, OTBEYAIOIIUX 3a
obecrieueHne JIeKapCTBEHHBIX CPEJICTB U METUIIMHCKUX M3/ICJINH, TTIaBHBIX Bpaueil U IIIaBHBIX MEAUIIMHCKHIX CECTED.

C 1 wmapra 2022 r. akTyaJqM3WpOBaH TMOPSAJOK JHIEH3UPOBAHUSA [EATEIBHOCTH MO OOOpPOTYy HAPKOTUYECKHX CPEICTB,
[ICUXOTPOIHBIX BEIIECTB M UX MpeKypcopoB. IIpuHsaTo nocranoBnenue IlpaBurensctBa PO ot 28.02.2022 Ne 270 «O BHeceHuu
n3MeHeHnH B HekoTopble akThl IlpaBurensctBa Poccuiickoit ®enepannmn», B KOTOPOM HPELyCMOTPEH HOBBIM IOPSAOK OLEHKH
COOTBETCTBUSI COMCKATENS JIMIIEH3MN WM JINIIEH3MATa JIMIEH3NOHHBIM TPEOOBAHMSM, a TAKKe MOPSAOK BHECEHHS N3MEHEHHH B peecTp
JUIEH3UH; TpUHAT nprka3 MunzapaBa Poccun u PocsgpaBramzopa ot 09.02.2022 Ne 826 «O06 yrtBepxkmeHuH (GopM TOKYMEHTOB,
ucnonb3yeMbix PenepanbHoi ciryk00i 110 Hafzopy B cepe 31paBOOXPaHEHUs B IPOLIECCE JINICH3UPOBAHMUS JIESITEIEHOCTH 110 000pOTY
HApKOTHYECKHUX CPEACTB, ICUXOTPOITHBIX BELIECTB U MX IIPEKYPCOPOB, KyJIbTHBUPOBAHUIO HAPKOCOAECPIKAIINX PACTCHUI.

C 1 cenrsa6ps 2022 r. BBOAATCA HOBBIE [IpaBmiia jmomycka JuIl K paboTe ¢ HAPKOTHYECKHMHU CPEICTBAMHM M MCHUXOTPOITHBIMHUII
BelecTBamMu, a Taxxke npekypcopamu (Iloctanosnenue I[IpaButensctBa PD ot 20.05.2022 Ne911). IokyMeHT 3aMEHHUT JEHCTBYIOIINE
ananornunsle [Ipasmia ot 06.08.1998 Ne 892.

[Ipu3Hano yrparuBmmM cuity noctanoBienue [Ipasurenscta PO ot 12.06.2008 Ne 449.

Ocoboe BHMMaHWE€ B TPOTpaMMe BTOPOTO Kypca OyaeT yAeleHO TOCIeIHMM H3MEHEHHMSIM B 3aKOHOAATEILCTBE B cdepe
oOpamieHns JIeKapCTBEHHBIX CPEICTB, TPEOOBaHWAM K IEPEBO3KE, XPAHEHHIO, YUeTy, OOpamleHHIo, NMPUMEHEHHIO, 00eCIedeHUI0
0€301acHOCTH BaKIUHBI Al NPOQUIAKTUKY KOPOHABHPYCHOM MH(EKIMH. DKCIEepThl MPEICTaBsT NPaKTHYECKHe PEKOMEHIANH 110
co0umoieHI0 TpeOOBaHMH K 00palIeHUI0 UMMYHOONOIOTHYECKHX JIEKAPCTBEHHBIX NIPENapaToB.

B kauecTBe cnuKepoB BBICTYIAT: K.M.H, reHepanbHblil qupektop GI'BY «lleHTp MOHUTOpHMHTa M KIMHUKO-3KOHOMUYECKOM
9KCTIepTU3BD» Poc3apaBHai30pa, SKCIIEPT B 00IaCTH OpraHn3aluy 3/[paBOOXPAaHEHUS; IPAKTHKYIOIINH IOPUCT B chepe MEIUIIMHCKOTO
IIpaBa, aBTOP IPOrpaMM IO IPaBOBBIM OCHOBAM MEJULMHCKOW NEATEIbHOCTH M YIPABICHUIO NEpCOHANIOM, mpenogasatens [AOY BO
«MocCKOBCKHIT TOpOACKON yHUBepcuTeT yrpasieHusa [IpaButenbcTBa MockBbI»; npeacTaButenu Poc3apaBHaa3opa, B TOM 4Hucie IO
KOHTPOJIIO B cepe 0OpalieHus JIeKapCTBEHHBIX CPEJICTB U METUITUHCKUX H3ICITUH.

[IecToii yuacTHHK OT perrnoHa ydacTByeT ¢ AuCcKoHTOM 100%.

Bo3mMorkHa opraamuzanus 00y4eHHs B KOPIIOPAaTHBHOM dopmare

IIpocum Bac npomupopmMupoBate 006 00ydeHHH pPYKOBOAWTENEH COOTBETCTBYIOIIUX ]
CaMOYIpaBIICHNS, TOJBEJOMCTBEHHBIX U 3aMHTEPECOBAHHBIX YIPEKICHHUH. §

KonTakTHOE U110 0 BOIPOCaM OpraHu3aluy, IPOBEACHUS Kypca U MOIy4eHUs J0II
BacunbseBud, Tenedon +7(925) 001-61-79, e-mail igor.assanov@fcaudit.ru.

JCHUI OpraHoB MECTHOTO

uuu Accanos Uropp

[ DHHKONT

C yBaxxeHHEM, LY veSkeii Ly

PexTop
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I'ocynapcTBeHHOe peryiMpoOBaHue U OPraHU3al U JesiTeJIbHOCTH, CBSI3AHHOI ¢ o0palieHueM
HAPKOTHYECKHUX CPEJACTB, NICHXOTPOMHBIX BelIeCTB U UX MPEKYPCOPOB

CemuHap-IIpakTUKYM

. Mocksa

26 aBrycra 2022 . ¢ 10.00 mo 17.30 Aptukyi (ID): MC
Aptukyn (ID): MC  (Ownnaiin-
TpaHCIALUSA)

C 1 mapra 2022 r. akTyaJn3MpoBaH NOPSAAOK JMIEH3NPOBAHNS AeATEIbHOCTH MO 000POTY HAPKOTHYECKHX CPEACTB,
NICUXOTPOIHBIX BEIIEeCTB U X IIPEKYPCOPOB.
IIpunaro mnocranoBnenue IlpaButensctBa PO ot 28.02.2022 Ne 270 «O BHECeHMH HU3MEHEHHH B HEKOTOpBIE AaKThHI
IIpaButenscTBa Poccuniickoin denepanuu», B KOTOPOM IPELyCMOTPEH HOBBIM MOPSNOK OLICHKHM COOTBETCTBHUSL COMCKATEIS
JMLEH3UH WIN JIMLIEH3UATa JIUIEH3UOHHBIM TPEOOBAHUAM, a TAKXKE MOPSAI0K BHECEHHU U3MEHEHUH B PEECTp JIULICH3UH;
[Ipunst npukaz MunzapaBa Poccunm u PoczmpaBHamzopa ot 09.02.2022 Ne 826 «O06 yrBepx)aeHHd (HOpM TOKYMEHTOB,
ucnonb3yeMbix DenepanbHoON ci1yk001 Mo HaA30py B chepe 3IpaBOOXpaHEHHUS B MPOIIECCE JIMIICH3UPOBAHUS IS TETLHOCTH
1o 000pOTy HAPKOTHYECKHUX CPEICTB, NCUXOTPOMHBIX BEIIECTB U UX HPEKYypPCOPOB, KYJIbTHBUPOBAHMIO HAPKOCOAEPKAILNX
pacTeHui».
C 1 cenTs10ps 2022 r. ycTaHABJIMBaETCSl HOBbIN MOPS/A0K NePEeBO3KH HAPKOTHYECKHX CPEACTB, ICMXOTPONHBIX BellleCTB
U MX NpeKypcopoB Ha Tepputopun P®, a Takike opopMiieHus1 HeOOXOAMMBIX AJISl 3TOT0 JOKYMEHTOB: ITOCTAHOBJICHHE
[IpaButensctBa PO o1 31.03.2022 Ne 526 «O06 yrBepx)aeann. [IpaBui mepeBo3KH HAPKOTUIECKUX CPEJICTB, ICHXOTPOITHBIX
BEIIECTB M WX MPEKypcopoB Ha Tepputopuu Poccuiickoit denepanuu, a takxke ohopMiIeHHS HEOOXOIUMBIX UIS STOTO
JOKYMEHTOB W O MPHU3HAHUM YTPATUBIIMMH CHJIy HEKOTOPBIX aKTOB M OTHENbHBIX IOJO0KEHUH HEKOTOPHIX aKTOB
IIpaButenscTBa Poccuiickoit @enepannn». YTBep:kaeHnsle IlpaBuia geiicrByior 10 1 centsiops 2028 r.
IIpn 3TOM mNpHU3HAHO YTPaTHBIIMM CHIy NocTaHoBieHue IlpaButensctBa PO ot 12.06.2008 Ne 449, perynupyromee
aHAJIOTUYHBIE PABOOTHOIICHHUS.
B mnporpamMme cemMuHapa BHHUMaHMe OyIeT Y/AeJdeHO NOCJeIHMM H3MEHEHUSIM 3aKOHOAATeJIbCTBA B 00JacTH
peryJiupoBaHusi 000p0Ta HAPDKOTHYECKUX CPEICTB U NMCUXOTPONHBIX BelleCTB, PACCMOTPEHA OPraHN3anus padoThl ¢
HAPKOTHMYeCKUMH U MCHXOTPONMHBIMH JIEKAPCTBEHHBIMH NMpenapaTaMm.
CemMuHap mnpexHasHaYeH AJsA: TpEACTABUTENEd OpPraHOB WCIOJIHHUTEIBHONW BIACTH W MECTHOTO CaMOYIpaBICHHUS,
PYKOBOAMTENEH M CIEHUAIMCTOB MEIWLUHCKUX OpraHu3alri, OTBETCTBEHHBIX 3a O0OpPOT HAPKOTHUECKUX CPEICTB B
OpraHu3alMy; MEAULIUHCKUN NIEPCOHAN, YUYaCTBYIOIIUI B 000pOTE HAPKOTHUYECKUX CPEACTB; IIEPCOHAN anTek ((papManeBThl,
MPOBHU30PHI), PAOOTHUKOB (papManeBTHYECKON MPOMBIIIJIEHHOCTH.
Leas cemuHapa: 3HaTh TPeOOBAaHUS JEHCTBYIOLIETO 3aKOHOJIATENLCTBA B OOJACTH KOHTPOJIL 000pOTa HApPKOTHUECKUX
CPEJICTB, NPHUHLUIBI JUIEH3UPOBAHUS, MOPSINOK TOJYYEHHUS, XPAaHEHHs U ydeTa HApKOTHYECKHX CpEJCTB, a TaKkKe
OTBETCTBEHHOCTH NEPCOHAIIA, yIACTBYIONIUX B 000pOTE HAPKOTHUECKUX CPEACTB, IICHXOTPOIHBIX BEMIECTB U X MPEKYPCOPOB.
MPOrPAMMA OBYHEHMA

HopmaTuBHO-IpaBoBoOE peryjnpoBaHue 000p0Ta HAPKOTHYECKUX CPEICTB U MCUXOTPOMHBIX BElIEeCTB.

e TocynmapcTBeHHass TmoONUTHKAa B cdepe 000poTa HAPKOTHYECKHX CPEICTB, TCHUXOTPONHBIX BEHIECTB H
MPOTUBOJEHCTBHE UX HE3aKOHHOMY 000pOTY.

e YCI0BHS JIETAIBHOIO 000POTa HAPKOTUYECKHUX CPEACTB M ICUXOTPOIHBIX BEILIECTB.

e l3MeHeHMs B 3aKOHOJATENbHBIX M HOPMATHMBHBIX akTax, perynupytommx obpamenune HC u IIB. IloBbrimenue
JOCTYITHOCTH HApKOTHYECKUX W TICHXOTPOIHBIX JieKapcTBeHHbIX mpemnaparos (JIII) u kadectBa oOe30onmBaHus
MalEHTOB.

e OTBETCTBEHHOCTh 3a TMPABOHAPYIICHHS MESITEIBLHOCTH, CBSI3aHHOW C OOOpPOTOM HAapKOTHYECKHUX CPEJICTB,
IICUXOTPOIHBIX BEIIECCTB.

JlnneH3upoBaHue AeITEJILHOCTH M0 000POTY HAPKOTHYECKUX CPEACTB, ICHXOTPONMHBIX BENIECTB H UX MPEKYPCOPOB.
e HopmaTuBHBIC IPABOBBIC aKTHI, PETYIUPYIOIINE JTUIICH3UPOBAHKE ACITCIBHOCTH, CBsi3aHHOM ¢ 06opoTom HC u I1B.
e [lopsnok MoTy4YeHUs TUIICH3UH.
e Ilepeodopmnenue nmuneH3un. JINTIEH3NOHHBIE TPEOOBAHMUS.

Opraﬂmauuﬁ paﬁoTbl C HAPKOTUYE€CKUMHU U (](l.]'l](l) INCUXOTPONMHBIMH JII ¢ YueToMm M3MEHEHHH B 3aKOHOaTeJIbHbIX
W HOPMATUBHO-NIPpaBbIX aKTaX.
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e BHyTpeHHHE OpraHU3aIOHHO-PACTIOPATUTENHHBIE TOKYMEHTHI, OTPaXKaIOIIHe TOPSIIOK pabOThI C HAPKOTUIECKUMHU,
ncuxorponssiMu JIIT.

e TpeboBaHuUs K IEpCcOHATY.

e [lopsimok morrycka K paboTe ¢ HApKOTHIECKIMH CPEICTBAMH 1 TICHXOTPOITHBIMH BEIIECTBAMHU.

e [Tlopsgok mprobpeTeHnss HapKOTHIECKHX, ICUXOTPOITHbIX JIIT.

e HopmaTtuBbl 11 pacuera NOTPEOHOCTH B HApKOTUYECKHX, MCHUXOTPONHBIX JIEKAPCTBEHHBIX MpenapaTax.
Omnpenenenne TEKyIIMX 3a11aCOB HAPKOTHIECKHX, ICUXOTporHbIX JIII.

o [Ipuémka HapKOTHUYECKUX, TcuXOoTponHbiX JIIT.

e Ilopsnok npué€MKH OT IOCTABIIHUKA.

o [Ipumepnas cranmaptHas npouenypa (COII) no npuemke.

e ComnpoBoauTenbHas TOKyMEHTAIHS.

HoBble TpeOoBaHMSI K TEXHMYECKOH YKPEIUVIEHHOCTH IIOMELIeHNWH XpPaHEeHUs! HAPKOTHYECKHMX CPeACTB M
IICHXOTPOIHBIX BEIIECTB.
e OcoOeHHOCTH XpaHEHUs! HAPKOTHUECKUX, ICUXOTpormHbIX JIIT.
e Cucrema obecriedeHHs] KauyecTBa XpaHEHHsS HAPKOTUYECKUX U McuxoTponHbix JIII, B MeauuuHCKOW (anmTeyHoil)
OpraHu3aluy.

KonTpoJss 3a cpokamu ronaoctu JIII. lokymMeHTAIMA 10 XpaHEHMIO JieKapcTBeHHBIX npenapaTos (COIlbL, :KypHaJIbI,
Ap.). Y4eT HAPKOTHYECKHX CPeJICTB M NMCUXOTPONHBIX BellecTB. U3MmeHnenus ¢opmsl xypHaaa u IlpaBun BeneHus
JKYPHAJIOB PerucTPaluM oNnepanuii, CBI3aHHBIX ¢ 000POTOM HAPKOTHYECKHUX CPeICTB M ICMXOTPONMHBIX BelIeCTB.
IIpumeps! 3anmceil B :KypHajgax perucrpauuu. IlopAanok npoBeaeHMsi HWHBEHTAPHU3alMU W OTpPa’keHHe ee
pe3yabtartoB. Ilopsiiok oTmycka HAapKOTHYECKHX, MCUXOTPOMHBIX JeKapCTBEHHBIX npenapatos. UcnoJb3oBaHue
HAPKOTHYECKHX, ICUXOTPONHBIX JEKAPCTBEHHbIX IPenapaToB B MeIUIMHCKUX LeJsiX, MH3MeHeHUs] B
3aKOHOJATeJbHbIX H HOPMATHBHBIX PAaBOBbIX akTaX. Pacuinmpenne HoMeHKIaTYpbl HapkoTH4eckux JIII. Iopsanok
Ha3HAYeHUs] M BbINUCHIBAHUS HAPKOTMYECKHMX W TMCHXOTPONHBIX JIEKAPCTBEHHBIX MmpenapatoB. Mepsl
roCy1apCcTBEHHOH TOJHUTHKH, HANPABJEHHbIEe HAa COBEPLICHCTBOBAHUE MPONEAYP, CBA3AHHBIX ¢ Ha3HAYeHHEM H
BBINMUCHIBAHMEM HAPKOTHYeCKHX W IICMXOTPONHBIX JeKapcTBeHHbIX mnpenaparoB. Ilopsigok cnucanus u
YHUYTOKEHUS] HAPKOTHYECKHUX M TCHXOTPONHBIX JIEKAPCTBEHHBIX IMpenaparoB, JajbHelilllee HCIOJb30BaHUe
KOTOPBIX NPH3HAHO HeleI1ec000Pa3HbIM, JOKYMEHTaNbHOe oopMmiieHHe. TpedoBaHHs K NepeBo3Ke HAPKOTHYECKHX
CpeIcTB U MCUXOTPOINHBIX BellleCTB.

BuyTpeHHHMI KOHTPOJIb 32 00pallieHHeM HAPKOTHYECKHUX, IICHXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos.
e  Opranuszanus BHyTPEHHETO KOHTpOIs. PapMaKoHaA30p B MEIUIIMHCKON OpraHU3alliy.
e [lpumepHBIlE MEpONPHUATHA MO OPTAHMW3ALMK BHYTPEHHErO KOHTPOJS, HANpPABICHHOTO Ha MPEJOTBpalleHHe
MPaBOHAPYLICHUH PY OOpallleHNH HAPKOTUYECKUX, TICHXOTPOIIHBIX JEKAPCTBEHHBIX MPENapaToB.

I'ocynapcTBeHHBIIi KOHTPOJIb M HAA30P B cepe 000p0OTa HAPKOTHUECKHX CPEICTB H MICHXOTPONMHBIX BelIeCTB.
e  YIOTHOMOYCHHBIC HAaJ30pHBIE OPTaHbl IO MPOBEICHUIO MTPOBEPOK B chepe oOpalieHus] HAPKOTHUECKHX CPEJICTB,
IICUXOTPOIIHBIX BEILIECTB.
e AHany3 TUNWYHBIX HAapYIIEHUH, CBA3aHHBIX C OOOPOTOM HAPKOTUYECKHUX CPEICTB M ICHXOTPOIHBIX BEIECTB,
BBISIBJIIEMBIX IIPY IPOBEPKAX HAJA30PHBIMU OPraHaMH.

AHAJIU3 TUNUYHBIX HAPYLIEHUIi, BbISIBJIsIeMbIX HA/I30PHBIMH OPraHAMH B X0/ie NPOBEPOK AeATeIbHOCTH, CBI3aHHOI
¢ 000pOTOM HAPKOTHYECKHUI CPEICTB M MCHXOTPOIHBIX BelleCTB.

Opranuzanust padoThl ¢ MIPEKYPCOPaMH HAPKOTUYECKUX CPECTB U MCHXOTPONHBIX BEIECTB.
e  Cromcku MpeKypcopoB.
e  YCTaHOBJICHHBIC 3aKOHOJIATEIILCTBOM MEPBI KOHTPOJISI B OTHOIIICHHUH MTPEKYPCOPOB.
e XpaHEHHUE, PETUCTPALUs ONEPAINI, TIPU KOTOPHIX U3MEHSIETCSI KOJHUYECTBO MPEKYPCOPOB.

KoHTakTHOE IHII0 10 BONPOCAM OPraHHM3AINH, IPOBEICHHUS Kypca U NOJTy4YeHHs NOMOTHHUTEeNbHOH HHPOPMAITH ACCAHOB
Hrops BacuiabeBuy, Tesedon +7(925) 001-61-79, e-mail igor.assanov@fcaudit.ru.



mailto:igor.assanov@fcaudit.ru

KOHTaKTHOE L0 No BONPOCaM OpraHM3auuu, NPOBeAEHUA Kypca U NoNyYeHUs A0NONHUTENbHOM nHPopmaumn
AccaHos Uropb Bacunbesunu, tenedoH +7(925) 001-61-79, e-mail igor.assanov@fcaudit.ru

I'ocynapcTBeHHbIil Haa30p B cepe oOpaleHNs JeKAPCTBEHHbIX cpeAcTB. Opranuzanus HaajiesKaiero
o0paieHnst ¥ NPUMeHeHUs IMMYHOOMO0JIOTHYeCKHX JIeKapCTBEHHBIX NPenapaToB

Kypc noBbltienns kBadpuxkaniu

. Mocksa

28-29 mtona 2022 r. ¢ 10.00 1o 17.30 Apruxyin (ID): MC
Aptukyn (ID): MC  (Ownnaiin-
TpaHCIALUSA)

HopmaruBHo-nipaBoBoe pery;iupoBaHue B cepe oopameHus JiekapcrBeHHbIX cpencts (JIC).
e TpeboBaHMS K XpaHEHHMIO, IE€PEBO3KE, OTIYCKY, MPUMEHEHHIO, Y4eTy HMMYHOOHOIOIHYECKHX
JIEKapCTBEHHBIX IpernapaTroB (B TOM 4YMCJIE BaKIMHBI Uil NPO(QWIAKTUKA HOBOH KOPOHABUPYCHOM
MH(EKINH), 0COOCHHOCTHU U TOCIICAHNE H3MEHEHUS TPeOOBaHUH.

TpaHcnopTHPOBKA H MPUEMOYHBII KOHTPOJIb KAYeCTBA MOCTYNAIOIINX B anTeYyHylo opranuzanuio JIII.

e OCOOCHHOCTH TIPUEMOYHOTO KOHTPOJISI KadecTBa TIIOCTYMAOIIUX B MEIUIIMHCKYIO OPTaHH3AIUI0
MMMYHOOMOJIOTUYECKMX  JICKAPCTBCHHBIX  MpermapaToB  (BaKMH Uil  MPOQUIAKTHKH  HOBOM
KOpPOHABUPYCHON MH(DEKINN).

¢ ABTOMaTH3WPOBAHHAS CHCTEMAa MOHHUTOPUHTA JIBFKEHUS JICKAPCTBEHHBIX MPEMApaTOB OT MPOU3BOTUTEIIS
710 KOHEYHOTo roTpedurens (mapkuporka JIC).

XpaHeHHe HMMYHOOHOJIOTHYECKHX JICKAPCTBEHHBIX NPENapaTosB.
e Hannexamas npaktuka xpaneHnus u nepeBo3ku JIC.

e  Opranuzanus xpaHeHus1, BakuuHsl 115 mpodunaktukn COVID-19, TpeboBanus X0710/10BOH HETTH.

e OcobeHHOCTH XpaHeHUsd UMMYyHoOHoIornueckux JIII.

e (Cucrema obOecriedeHHs KauecTBa UMMYHOOMOJIOIMUYECKHX JIEKApCTBEHHBIX IPEraparoB.

e Pa3paborka u O0OHOBIEHME CTaHAApTHHIX onepanuoHHbIX mnpouenyp (COII), HampaBieHHBIX Ha
co0IIroIeHHE MTPaBWJI XpaHEHUSI MMMYHOOHOJIOTMUECKUX JIeKapCcTBEHHBIX npenaparon (MJIIT).

e 3oHbI KapaHTHHHOTO Xpanenus WJIIL.

e JlokyMeHTHI 0 xpaHenuto JIII.

e VYuer u koHTpoJb ABHKeHNA WJIII BHYTpY MEIMIIMHCKON OpraHU3alHH.

e AHaju3 TUMHYHBIX IPABOHAPYIICHUN, CBA3aHHBIX C XPAaHEHUEM U YUETOM.

e CaHkKuuu 3a HapylIeHue TpeOOBaHUN K 0OpaIlleHUIO JIEKaPCTBEHHBIX CPE/ICTB.

Hopsaok nHazHavenus: u BpinuceiBanus UWIII JIC.
e U3menenust B HIIA, perymupyronux HasHaueHue u BbinucbiBanue WJIII, odopmieHue penenTypHbIX
6saHKoB, ipaBuia ormycka MJIIL.
e Odopmienne TpeboBaHuii-HakmagHbix Ha monydenue WJIII B moapazmeneHuss MeAWIIMHCKON
OpraHu3alyHy.
e Ornyck WUJIII B cTpykTypHBIE TOAPA3IETIECHHUS.

Opranusanust padoThl MMMYHOJIOTHYECKHX KOMUCCHH HA YYPEKICHYECKOM H PErHOHATbHOM YPOBHSX.
e PazpaboTka MoyoKeHni 0 UMMYHOJIOTHUECKOM KOMHCCHUU Ha YPOBHE MEIUIIUHCKON OpTraHU3alIHH.
e Opranuzanus paboThl UMMYHOJOTHYECKOW KOMHCCUH, OPOPMIICHHE JOKYMEHTOB, (HOPMUPOBAHHE UTOTOB
U HaIlpaBJICHUE JAHHBIX B PETYJISITOPHBIE OPTaHBI.

MoHnTOpPHHT 0€30MACHOCTH HMMYHOOHO0I0THYECKHUX JIEKAPCTBEHHBIX NPenaparTos (B TOM YHCJIe, BAKIHHbI
s npodpuaakruku COVID-19).

e Mownutopunr 6e3zomnacHocta MJIIT B Meaunmuckoii opranuzanun. GapMakoHaa3op.

e Mepomnpustus o papMakoHaI30py.



KOHTaKTHOE L0 No BONPOCaM OpraHM3auuu, NPOBeAEHUA Kypca U NoNyYeHUs A0NONHUTENbHOM nHPopmaumn
AccaHos Uropb Bacunbesunu, tenedoH +7(925) 001-61-79, e-mail igor.assanov@fcaudit.ru

e Opranuzanus HaJJIexallero yuera HexkenareabHbix peakuuii Ha I, nopsaok aeiicTBuii 1 HallpaBJIeHUs
JAHHBIX B PEryJISTOPHBIE OPraHbl.

YTuauzauuss HMMYHOOMOJI0THYECKHX JIEKAPCTBEHHBIX NMPeNnaparTos.
e [lopsnok cnucanus u yauuroxxenus: MJIII.
e Cnucanne WIIII ¢ HCTEKIIMM CPOKOM TOJHOCTH, MPHUIIEAIINX B HETOJHOCTb. YHHUUYTOXKEHHUE
He00pOKaYeCTBEHHBIX, KOHTpadakTHIX U (anbcuduupoBanabix UIIIL.

Iopsinok npoBenenusi BaknuHauuu npotuB COVID-19 B3pociioro Hacesnenmust.
e CranmaptHas omnepauuonHas mnpouenypa «l[lopsmok mnpoBeaenuss BakumHanuu nporuB COVID-19
B3POCIIOMY HACEJICHUIOY.
YcnoBust MpOBEACHUS BaKIIMHAIIMK. MeCTO pOBeIeHHS BAKIIMHAIHH.
OcHarieHue NTpUBUBOYHOTO KaOMHETA.
Crioco6 npuMeHEeHHS BaKIIMHBI U JO3BI.

AJIFOpI/ITM HeﬁCTBHﬁ MCIULIMHCKHX pa60THI/IKOB, OCYHICCTBIAIOIIUX IMMPOBCACHNUEC BAKIMHALIUKM IIPOTUB
COVID-19 y B3pocIbIX.

Tunu4yHbIe HAPYIICHUS.
e TunuyHble HapyLIEHUS, BBISBISIEMbIE HAI30PHBIMUA OpraHaMU IIPU IPpOBepKax cyObekToB obpameHus JIC.
Meponpusitusi, HanpaBiIeHHbIE Ha NpeAoTBpalleHue HapymeHuil npu oopamenun JIII. OTBeThl Ha yacTo
3aJjaBaéMble BOIIPOCHl [0 OpraHM3alUU OOpalleHUs M TNPUMEHEHUS BaKUMHBI Ul HPOPHIAKTUKU
KOPOHABUPYCHOM MH(EKIUH.

KoHTakTHOeE JIUII0 110 BONPOCAM OPTraHU3AIMHU, IPOBEAEHUS KYpca U MOJTy4YeHUsl J0MOJIHUTEeTbHOM
undopmanuu Accano Uropns BacuiabeBuy, Tesedon +7(925) 001-61-79, e-mail
igor.assanov@fcaudit.ru.
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