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3.3.2. MEJUIIMHCKUE UMMYHOJIOT'MYECKUE ITPEITAPATHI

Ilopsinok ob6ecneyeHuss rocyIapcTBeHHbIX MyYHHIHNAIbHBIX
yupexIeHHi 3ApaBO0XPaHeHHs MeJULIHHCKUMH
HMMYHO0H0JIOTHYEeCKHMH NpenapaTamMu
B paMKaxX HaLHOHAJBHOI0 KaJleHAaps
npogHIAKTHYECKHX IPHBUBOK H KaleHIaps
NpoPUNAKTHIECKUX NPUBUBOK
MO0 INHIEMHYECKHM NOKA3aHNAM

MeTtoanyeckue YKa3aHuA

1. OdnacTh NIpHMEHEHUA

1.1. Hacroswmue MeToauyeckue yKka3aHus NpeAHasHaYeHb! Ajd CHeLHa-
JIUCTOB YUPEXKAEHHH 31paBOOXPaHECHHA H FOCCaHINMUAHAA30pa.

1.2. Meroauyeckue yka3aHus COaepxkaT TpeGOBaHUA 10 obecrneueHuio
roCyJapCTBEHHbIX M MYHUUMMNAIBHBIX YYPEXKACHHH MEJULMHCKHUMH HUMMY-
HoOuonoruueckumu npenaparamu (MHUBII) ¢ cobmionennem ycnosmii, ra-
PAHTHPYIOLIMX MX MCXOAHOE KayeCTBO HA BCEX JTanax UX TPaHCIOPTHPOBA-
HMA, XPaHEHHUs M UCTIONB30BaHUA B paMkax HauuoHanbHOro KaneHaaps npo-
(bunaKTH4ECKHX NPUBUBOK M KaleHAApA NpodMIAKTHYECKHX NPHBHBOK MO
SMUIEMUYECKUM NOKA3aHUSAM.

2. OcHOBHbIE MOJO0KEHHS

B uensax ymyuimeHus obecrieyeHHs yupexaeHuil 30paBOOXpaHeHNs Me-
JULUMHCKHMH MMMYHOOMONOrMYECKMMU IIpeHapaTaMu (BaKLMHAMH, aHATOK-
CHHaMH, MMMYHOIIOOY/IMHAMH, NpeJHa3HAYeHHbIMM JUL CO3M3HUA CIIELH-
¢uyeckoii HEeBOCHPUUMYUBOCTH K HH(pexLHOHHBIM GoJie3HAM) Heo6XxoauMo
OCYLUECTBJIATh ONpEACNCHUE MX NMOTPEOHOCTH U CBOEBPEMEHHO COCTABIATH
3aKa3bl-3afBKH )11 MHHHCTEPCTBA 3APaBOOXPAaHEHHA.
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[MpaBHIbHOE XpaHEHHe U UCIONb30BaHUe GaKTepuitHBIX npenaparoB (B
npezenax CPOKOB UX FOJHOCTH) SBNAETCA ONpPEAENAOWMM GaKTOpOM, rapaH-
THPYIOLUMM KayecTBO MpoBefieHus crneuuduyeckoil npodunaktuku. Pabora
MO [UIAHUPOBaHHIO NMOTPEGHOCTH, pacyeTy, YYeTy, XPaHEHHIO M PacXold0Ba-
Huio MUBII B KaXIOM YupeXXAEHHH 3IpaBOOXPaHEHMs (TOCCAHIMMACTYX-
6bl) BeETCA OTBETCTBEHHHIM JIMLIOM, HAa3HAUEHHLIM IIPUKA30M IJIaBHOIO
Bpaya I10 y4YPEXKAEHHIO.

BHyTpeHHUH KOHTpPOJIb 33 CBOEBPEMEHHOCTBIO COCTaBJIEHHs, 000CHO-
BaHHOCTHIO NMOTPeOHOCTH 3asBOK Ha BaKUMHBI, MX Paclpeie/ieHHEM U HC-
[OJIb30BAHMEM OCYILECTBJIAETCA OTBETCTBEHHBIMHM JIMLAMH OPraHOB yNpaB-
JleHus 30paBooXxpaHeHus cyobekToB Poccuiickoi deneparyu.

TCocynapcTBeHHB KOHTPOJIbL 33 JaHHBIM pasjenom paboTel OCyLIecTB-
JAIOT YYPEXACHHA rOCCaHIMUAHAA30PA.

Omnara u pocraska MUBII npou3BoauTcs 3a cyeT cpelacTs deaepais-
HOT'O M MECTHOTO OIOXKETOB.

JIMLO, OTBETCTBEHHOE 32 YYET, XPaHEHHE M PAcXOJOBaHHE NPENApaToB
Ha BCEX YPOBHAX:

® OnpezenieT rof0BYy0 H TEKYLLY0 NOTpeOHOCTH NPEnapaTos;

® BeeT XKypHal ydeTa nmocTyrieHus u pacxonosanus MHBII (npuio-
XeHus 1, 2, 4, 6, 8 COOTBETCTBEHHO YPOBHIO);

® COCTaBJIET ©XKEKBapTAIbHBIH OTYET O MNMOJYYEHHH M PacXOAOBaHHUH
MUBII (npunoxenus 3, 5, 7 COOTBETCTBEHHO YPOBHIO) HAIlPaBisieT OTYET B
BBILIECTOSALIEE YYPEKIACHHE HE NO3RHEE 5 YHCa MOCEAYIOIEro Mecsaua;

® [IPEACTABI/IAET ©KEKBAPTAILHO HAa |1 YHCIIO ClERYIOmEro Mecslia B Co-
OTBETCTBYIOLIME Jie4eOHO-NPOYUNAKTUHYECKHE YYPEKACHUA, LIEHTP TOCCaH-
anuaHaa3opa (Ha 3 u 2 ypoBeHb) TpeOoBaHus Ha nonydyenue MHBII ¢ ykasa-
HHEM HAaUMEHOBAHMA IPENapara, CAMHULLI M3MEPEHHS, KOJIMYECTBA, CBEME-
HUs O HAJIMYHHU NPENapaToB C yKa3aHHEM HAUMEHOBAHUSA MPENapara, €AUHH-
11bl U3MEPEHHS, KOJIHYECTBA U CPOKA FOAHOCTH;

® [O/lyYaeT H BBIAAET mpemaparthl U oQopmisier HEOOXOAMMYIO OOKY-
MEHTALHIO;

¢ obecrieunBaeT CBOEBPEMEHHOE €XEKBAPTaJIbHOE NPEACTABICHHE OT-
YETOB O NPOBEAEHHBIX IPUBHBKAX H PaCXOAOBAaHUH NpeNaparos.

® OCYIIECTB/IAET ONEPATUBHOE BEACHHE M XPAHEHHE CAEAYIOLUHX JOKY-
MEHTOB:

e xypHan ydera MUBII;

e KonuH TpeGOBaHMIi-HAKIIAAHBIX HA NOJyYeHHe GaKTEpHiHBIX mpemna-
paToB;

o TpeGoBaHMA, JOBEPEHHOCTH U HaK/IaAHble Ha BhAaHHble MUBII;
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® KOMHHU €XEKBAPTA/IbHBIX OTYETOB O NMONYYEHHU H PACXOJ0BAHUM INpe-
1apaTos;

® aKThl NPOBEPKU Y4eTa, XPAaHEHUs W PacXOAOBAHMs TNPENapaToB Clie-
LMATMCTAMHU BbILIECTOALMX OPraHU3aLuii;

® aKTh! IPOBEPKU y4eTa, XPaHEHHA M PACXOJOBAaHHS IPENapaToB B HHU-
KECTOSALIUX 1€4eOHO-IPOPUIAKTHIECKHX YUPEXKACHUIX;

® aKThl Ha cnucande MUBIT;

® HacTaBieHus no npumeHenuo MUBIL

VkazaHHble JOKYMEHTB! XPAHATCA B CHELMANBHO BBIICIEHHBIX OTAEMb-
HBIX TANKax.

3. Ilopsagox cocTaBJieHUs 3asiBOK Ha MeAHLMHCKHE
HMMYHOOHOJ0THYeCKHe NPenapaThl B paAMKaX HAHOHAILHOTO0
KajieH1aps npogrIaKTHYeCKUX NPHBHBOK

B cucteme niaHMpoBaHHMA M COCTaBJE€HMS 3aKa3oB-3agBok Ha MUBII
MMEIOTCS CIERYIOIUE YPOBHH:

4-i yposeHs — NONUKIMHUKM, aMOyIaToOpuu, GenbAlepCKo-aKyiep-
CKH€ NYHKTbI, MEAMKO-CAaHUTAPHbIE YaCTH;

3-u yposenb — LEHTpallbHbIE palioOHHBIE GOMBHHLBI, FOPOACKUE GONBHH-
1ibl, TEPPUTOPHAJBHBIC LEHTPHI FOCCAHINMAHAA30pa (paiioHHbie, TOPOJCKHE);

2-11 ypogeHb — OpraH YNpaB/IeHHs 3paBOOXpaHEHHEM B CyOBeKTe, LieH-
TpPBI FOCCaH3MMAHAA30pa B CYObeKTe;

1-i1 yposeny — MuHuCTEPCTBO 3apaBooxpaHeHus Poccutickoit denepauun.

3.1. Jluuo, OTBETCTBEHHOE 3a IUIAHMPOBAHHE NMOTPEOHOCTH U pacuer
MHMUBII B yypexaeHHsX, OTHOCAIIMXCA K 4 YPOBHIO:

e paccunThiBaet norpebrocts B MUBII oTAENbHO 110 KaXKAOMY BHAY Ha
clenyroIui rox;

® COCTaBNACT 3aKa3-3aj4BKy Ha HEOOXOAMMblE NPENapaThl B 2 3K3EMILULA-
pax Ha OCHOBRHUH PACUETOB,;

® MepBBI 3K3EMIULAP 3aKa3a-3adBKM HAMpPAaBJACT B LIEHTPaJbHbIE paii-
OHHbIe 60JIbHHULIBL, FOPOJCKHE OOTBHULL],

® BTOpO#t 9K3EMIUIAp 3aKa3a-3agBKU MOJIIMBACT B CIELHANBHO Bblfie-
NEHHYIO NanKy, KOTOPYIO XPAaHUT B YUPEKASHUH B TEUEHUE 5 JIET.

Pacuer HeoGxoaumoro xonnuecrsa MUBII npoBoaAUMTCS Ha OCHOBaHMH
CIeAYIOIUUX JaHHBIX:

e KaneH1apsa NpOodHUNAKTHIECKUX NIPHUBHBOK;

® DOXAEMOCTH (iaHHbIE O HOBOPOXACHHBIX MPEACTABIAIOT TEPPUTO-
pHalIbHbIE POAMIBHBIE AOMA), IIEPENUCH HaceleHHs (JaHHbIE MOYHalT CO-
Tpyauuku JIITY nyTem npoBeaeHUs €XKeroAHbIX NOABOPHbIX 06X0N0B);
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e dopma 5 u 6 PenepanbHOro rocyAapCTBEHHOTO CTaTHCTHYECKOTO Ha-
OmoaeHus — roJoBas).

ITpu 3TOM CpaBHHBAIOT KOJHYECTBO M3PACXOAOBAHHBIX IPENapaToB B
COOTBETCTBMU C YUCJIOM MPUBUTHIX NPOTUB UHQEKUMOHHBIX 3ab0JeBaHMUIA,
YKa33HHBIX B (hopMe 5 33 pcTeKwmii IOl 3 TAKKE C YHCIOM NPUBUTHX B
(opme 6, U He NPUBHUTHIX JAEKPETUPOBAHHBIX M BHEAEKPETHBIX BO3PACTOB 33
MCTEKIUM rof.

IIpu onpeaenexuu noTpeGHOCTH NPENapaToB TAKKE YUUTHIBAIOT:

® KPaTHOCTh HMMYHH3aLUH;

® JO3UPOBKY KaXXJOro npenapara,

® [IOTEPH Npenapara, CBA3aHHbIE C MPOBEAECHUEM NIPUBHBOK (OTKpPBITHIE
(1axoHBI, HEMCIIONBL30BAHHBIE K KOHLY pabouero JHf, a Takxe pa3jMB Bak-
UMH NpH MYJILTHIO3HOM pachacoBke, KOTOPBIii AO/KEH COCTaBIATh He fonee
30 % OT pacyeTHOro KOjM4ecTBa);

® OCTaTOK NMPENaparoB NpeANIECTBYOILEro roaa;

® HECHI)KAEMBIi 3anac NpenapaToB, KOTOPHIH NO/KEH COCTaBIATh HE
meHee 30 % 0T pacyeTHOro KOJIHYECTBa.

[opoBas norpebHocts MUBII npenapatoB paccYUTHIBAETCH C YYETOM
BBILIEHA3BaHHBIX (HAKTOPOB MM CpEHEapM(PMETHYECKOTO KONUYECTBA JIHLL,
NOANEXKABIUMX IIPUBUBKAM 3a [IOCJAEJHHE 3 roa, KOIUYECTBO BaKLHHEI, pac-
XOIyeMO€ Ha Pa3/uB M KOJIMYECTBO BAKLHHbI, HEOOX0AMMOE 15 HECHIDKae-
MOTO0 3araca Hpenaparos.

3.2. JInuo, OTBETCTBEHHOE 3a IUIAHUPOBaHHWE MOTPEOHOCTH M pacuyera
MMUBII B yupexaeHUAX, OTHOCALIMXCA K 3 YPOBHIO:

o cobHupaeT 3aKa3bi-3asABKU U3 YUPEXKAEHUH 4 YPOBHS, aHATM3UPYET HX
000CHOBaHHOCTB, IPH HEOOXOAUMOCTH BHOCUT KOPPEKTHBBI;

® CyMMHpYET JaHHbIE M COCTaBISAET 3aKa3-3asiBKY IO MOABEAOMCTBEH-
HOM TEpPUTOpUM B 2 3K3EMIUIApaX, COrNAacOBBIBACT € TEPPUTOPHANBHBIM
LIEHTPOM FOCCaHINHUAHAA30DA;

® NIepBbIi 3K3EMILIAp 3aKa3a-3asgBKH IIOC/E COrJIACOBAHMS C TEPPHUTO-
PHaJbHBIM HEHTPOM TOCCAaHINUIHAA30PA HANpaBiseT B OpraH ynpaBlIeHHs
3apaBooxpanenus B cyOnekre Poccuiickoit denepaunu;

® BTOPOI JK3EMIUIAp 3aKa3a-3asBKM IIOALIMBAECT B CIELMANBHO BblIE-
JICHHYIO MaIKy, KOTOPYIO XPaHHUT B yYPEXACHHHU B TEYEHHE 5 JIeT.

3.3. JIuuo, OTBETCTBEHHOE 32 MIaHUPOBaHWE NOTPEOHOCTH M pacyera
MUBII B yupexaeHHaX, OTHOCAILUXCA KO 2 YPOBHIO:

® COOMpAET U CyMMHpYET 3aKa3bl-3asiBKU U3 YYPEXACHHH 3 ypoBHS;

® COCTaBIISIET 3aKa3-3as4BKy B LIENIOM 1O TeppuTOpHu cyObexTa Poccuii-
ckoii denepaluu B 2 IK3eMIUIAPAX, COINIACOBBIBAET C LEHTPOM IOCCAHIMMA-
Haj3opa B cybbexte Poccuiickoii Penepaumy;
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© fIepBBIi OK3EMIUIAP 3aKa3a-3asiBKM HampaBiser B MUHHCTEPCTBO
3apaBooxpaHenus Poccuiickon Peaepauun;

® BTOpO#l IK3EMIVIAP 3aKa3a-3asBKU MOJUIMBAECT B CHCHUAJLHO Bbifie-
JIEHHYIO NANKy, KOTOPYIO XPAHUT B YYPEXICHHU B TEYEHHE 5 JIeT.

3.4. MunucrepcTBo 3apaBooxpanenus Poccuiickoit denepaunu:

® (opmuUpyeT CBOAHYIO 3aiBKY B LiesioM 1o Poccuiickoit @enepaunn Ha
MEIMUUHCKHE UMMYHOOHONOrHYeCKUe NpenapaTsl JuIg o0eciedeHus npose-
JIeHHs NpOQHUIaKTHYECKUX NPUBHBOK B pamkax HauuoHansHoro kaneHaapsa
NPHBUBOK;

® OCYLIECTBIIAET HHPOPMAaLMOHHOE obecneyeHUe OpraHoB YNpaBiAeHHA
31paBOOXpaHeHHeM B cyObekTax Poccuiickoit deepauuu 0 COCTOAHUM Npo-
M3BOJCTBa M NIOCTaBKaX NPENapaToB.

4. HOPSI}.IOR COCTAaBJICHHA 3aABOK Ha BAKIIHHbBI
B paMKaX KaJjicHAaps npot])nnamnqecxnx IIPUBHBOK
MO IMHAEMHIECKUM MOKA3AHUAM

4.1. JInwo, OTBETCTBEHHOE 3a IUIAHHPOBaHHE NOTPeOHOCTH M pacyera
BaKIMH B YYPEKACHUIX, OTHOCAILMUXCA K 4 YPOBHIO!

® PacCYMTHIBAaET NOTPEGHOCTH B BAKUMHAX OTAENbHO 110 KAKAOMY BHRY
Ha cieayIomuii roa;

® COCTaBJISET 3aKa3-3as4BKY Ha HEOOXOAMMBIE NPENapaTsl B 2 IK3EMILLA-
pax Ha OCHOBAHWH PaCcyYETOB;

® NepBblii 3K3EeMIUIAp 3aKa3a-3asiBKH, COIIACOBAHHBIA C TEPPUTOPHANIb-
HbIM HEHTPOM FOCCaH3MMAHAA30PA, HANPaBAAET B LEHTpalbHbie palOHHbIC
60nbHULIB, TOPOACKUE DOJILHHUILDI;

® BTOPOH 3K3EMILIAP 3aKa3a-3asiBKM MOMIUMBAET B CHCHHANBLHO Bbife-
JIEHHYIO [1afIKy, KOTOPYIO XPaHHT B YUPEXAEHHH B TEYEHHUE 5 JIET.

Pacuer HEOOXOMMMOro KOJMYECTBA BAKUMH NPOBOAAT HA OCHOBAHHH
ClIEAYIOLHUX JaHHBIX:

® KajeHJaps MPUBUBOK M0 3MUAEMUYECKMM [OKA3aHWAM, ACHCTRYIO-
LIAX HOPMATUBHBLIX JOKYMEHTOB 1O crienupuyeckoil npoduiakTixe HHPeK-
LHOHHBIX 3a00/IeBaHUI;

® [IEpENICH AETCKOr0 U B3POCIIOro HACENEHHUs, IPOXKUBAIOLIETO Ha 3H-
JEMHMYHBIX WM IH300THYHBIX TEPPUTOPUAX, YUCIEHHOCTH NpodecCUoHansb-
HBIX KOHTHHI'€HTOB NOBBIILIEHHOTrO PHUCKa 3a007€eBaHNi;

® hOpMBI 5 rocyapCTBEHHOTrO CTATUCTHYECKOrO HaOMIOJEHUSA, aHaNU3a
OXBaTa NPUBMBKAMM HaCeNeHUs NMPOTUB MH(EKIHOHHBIX 3aboneBanuM, yka-
3aHHBIX B KaJieHJape NPUBUBOK [0 SMHAEMHYECKHM IOKA3aHUAM;

® aHaJIN3a BHINONHEHHMS IUIaHa N0 KaXJOMY BUJY NPUBHUBOK;

314



TIpu onpeneneHuu rogoBoi MOTpeOHOCTH B NpenapaTax TAOKE YYUTHIBAIOT:

® KPaTHOCTh MMMYHH3ALIUH;

® I03UPOBKY KaXKIOTO KOHKPETHOTrO NpernapaTa;

® [10TEpH Npernapara, CBA3aHHbIE C IPOBENECHHEM IIPUBHBOK, (OTKpPHITHIE
(1aKoHBI, HEUCTIONB3OBAHHBIE K KOHIY paboyero AHfA, a TAKXKE Pa3/MB Bak-
UMH NpY MYJIbTUAO3HOM pactacoBke, KOTOPbIH JOJDKEH COCTaRATH He Gonee
30 % oT pac4eTHOro KOJIMYECTBA ;

® KOJIMYECTBO M3PacXOJ0BaHHOIO IpenapaTa 3a MCTeKIUHii ToA;

® OCTATOK NPEALIECTBYIOLIETO roja;

® HECHIDKAEeMBIHl 3amac npenapara, KOTOPbIM JOJDKEH COCTaBIsITh HE
meHee 30 % OT pacueTHOro KOJIMYECTBa.

T'opoBas notpe6HocTs B MUBII o 3nMAeMHYECKUM NOKA3aHUAM BKIIKO-
YaeT: KOJIMYECTBO IperiapaTa, HeoOX0NUMOe Ul NPOBEAEHHUS NPUBUBOK, KO-
TOPOE PacCUYUTBIBAETCA M3 CPeNHEApPU()METHUECKOTO KOJHYECTBA JIMLL Mojjle-
XKalKMX NPOBEAEHHUIO NIPUBUBKH 3a Mocieauue 3 roja (MM ¢ y4eToM BhILIEHa-
3BaHHBIX ()aKTOPOB), KOJMYECTBO Mpenapara, pacXoJyeMOro Ha pasjiuB, U KO-
IMYECTBO HECHMKAEMOT'0 3a1aca Ipenapara.

4.2. JInuo, OTBETCTBEHHOE 32 IIAHHPOBaHHE MOTPEOHOCTH H pacyera
BaKUHH B YYPEXKIACHUAX, OTHOCAILUXCA K 3 YPOBHIO:

e cobupaer 3aKa3pl-3aABKH U3 YUPEXKAEHUH 4 YPOBHs, aHAM3UPYET HX
060CHOBaHHOCT, [IPH HEOOXOOUMOCTH BHOCHT KOPPEKTUBBI;

® CyMMHPYET JaHHBIE H COCTAaBIACT 3aKa3-3ajABKY IO IOABEAOMCTBEH-
HOM TEppUTOpUM B 2 3K3EMILIAPAX, COIJIACOBHLIBAET C TEPPUTOPHANIBHBIM
LIEHTPOM TOCCaHIMHAHAA30Pa;

® nepBhlii 3K3EMIUIP 3aKa3a-3a4BKM HAMNpaBIAET B OPraH yNpasjeHHs
3apaBooxpaHeHus B cyonekre Poccuiickoit ®enepauuu.

® BTOPO# 3K3EMILIAP 3aKa3a-3asBKM MOALIMBAET B CIIELHANbHO BbIE-
NIEHHY!O TaNKy, KOTOPYIO XPaHHUT B YYPEXACHUHU B TeueHue 5 ner.

4.3. JIuuo, OTBETCTBEHHOE 3a IUIAHUPOBaHHE MOTPEOHOCTH M pacyera
BaKLIMH B YYPEXKAEHUAX, OTHOCSIIUXCS KO 2 YPOBHIO:

e cobupaeT U CyMMHUPYET 3aKa3bl-3aiBKH U3 yupEKAEHNI 3 ypoBHS;

® COCTaBJIAET 3aKa3-3aABKY B Li€JIOM N0 TeppuTopuu cybnexra Poccuii-
ckoit Penepauuu B 2 3K3eMIUIAPAX, COracoOBBIBAET C LIEHTPOM FOCCAHIMHA-
Haazopa B cybwsekre Poccutickoii denepauny;

® [IepBbIii 3K3EMIUIAP 33Ka3a-3aABKM HANPABJIAET B YCTAHOBJEHHOM NO-
pAAKe B yYpeXAEHHS, NPEANpUATHa, 00ecneynBaoIMe NOCTaBKY NPENaparos;

® BTOPO#l 3K3EMIUIAp 3aKa3a-3ajABKM MOJIUMBACT B CIELMANbLHO BblIE-
NEHHYIO NaNKy, KOTOPYIO XPAaHHUT B YUpEeXIECHUM B TEUCHHUE 5 JIeT.
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5. CxeMa nocTaBox MeIMHHHCKHX
HMMYHOGHOJIOTHYECKHX NpeNnapaToB

5.1. JIuno, oTBeTcTBEHHOE 3a obecrneyeHHe MEAULUHMHCKHUMH HMMYHO-
GHOJIOrHYECKUMH NIpeNnapaTaMH B YYPEX/IEHUAX 2 YPOBHI:

® OAYYAET ¥ CKIAJUPYeT MEAMLMHCKHE UMMYHOOMONOrHYecKue npe-
1apaThl CO CKJIAZA0OB NMPEANPHATHI-H3rOTOBUTENEH B COOTBETCTBUH C YTBEp-
*KIeHHbIMH M3 Poccuu 3aKa3aMH-3asiBKaMu;

® ohopMIIsieT JOKYMEHTALMIO Ha nocrynawoume MUBIT;

e ocyuiecTaser xpaHenue MUBII B COOCTBEHHBIX MIM apeHAYEMBbIX
CIUTAJICKUX NIOMEIIEHUX;

e obecrieynBaeT KOHTPOJb 3a COOMONEHHEM XOJIOA0BOM LiENH B EPHOA
XpaHeHus;

® npousBoauT Beiaadyy MUBII yupexaeHnuam 3 ypOBHA B COOTBETCTBHH
€ MX 32Ka3aMHU-3a4BKaMH;

® IDH HAJIMYHU COOTBETCTBYIOIIETO JOrOBOpPa OCYIUECTBIISET JOCTABKY
MMUBII B yupexneHus 3 ypoBHA.

5.2. JIuuo, OTBETCTBEHHOE 32 OOecneyeHHe MEIULMHCKUMH HMMYHO-
6HOIOTHYECKUMU NPENIAPATAMH B YUPEKAEHHAX 3 YPORHA:

® NIONYYAeT M CKIAAMPYET MEIMLMHCKHE MMMYHOOHONOrHYECKUE Mpe-
napatel €O CKJIazia 2 ypoBHs;

¢ opopMIIseT JOKYMEHTALHIO Ha nocTynarowue MUBII;

e ocywectaiser xpanenue MUBIT B cOGCTBEHHBIX WIM apeHAYEMBIX
CKJI3ACKHX MOMELICHUAX;

e obecnieyuBaeT KOHTPOJIb 32 COOMOIEHHEM XOI0J0BOMH LienHy B EPHOI
XpaHeHus;

e npou3BouT Bhigady MUBII yupexneHusM 4 ypoBHS B COOTBETCTBUU
C MX 33Ka3aMu-3asIBKaMHU;

e ocymecrsnser cnucanie MUBII u odopmiser cooTBeTCTBYIOMYIO
JOKYMEHTALHUIO.

5.3. JIuuo, oTBETCTBEHHOE 3a obecneyeHHe MEIULMHCKHUMU MMMYHO-
6HONOrUYECKUMH MPENAPATAMH B YUPERIACHHUAX 4 YDOBHA:

¢ nony4aer MUBII co cxnaga 3 ypopns;

® 0pOpMIIAET JOKYMEHTALHIO Ha nocTynaromue MBI,

® OCYLIECTB/IAET XpaHeHue nonyseHHsix MUBII;

¢ o0ecneyuBaeT KOHTPONIb 3a COONIOAEHUEM XONOAOBOH UENHU B NEPHOA
XpaHeHus u ucnonszoBauus MUBIL,

® npou3BoAMT Bblaady MUDBII noaBenoMCTBEHHBIM YHPEXKACHUAM B
COOTBETCTBHH C UX NMOTPeOHOCTHIO;

® opopmutsiet pacxogosanue MUBIT;
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o cnuceiBaeT MUBII Henpuroausie K UCNONb30BaHHIO € 0HOpMIEHUEM
COOTBETCTBYIOIUEH JOKYMEHTALMHU;

® ocyiecTsiseT yHuuroxeHue MUBII HenpuroaHsix K HCMOJIB30Ba-
HUIO B COOTBETCTBHH C JEHCTBYIONLIEH HOPMAaTHBHOM JOKyMEHTaLUEH.

5.4. Ilopsanok Boiaauy MUBIIL.

IlpenapaTsl OTHYCKAKOTCA IOJBEAOMCTBEHHBIM YUYDEXAEHHAM IpU
NpexbABNEHNUH TPEOOBAHMA U JOBEPEHHOCTH CO IUTAMIIOM U KpYIJIOH meva-
ThIO yupexxaeHusa. Yuer BbiaaHHBIX MUBII ocymecTBisieTcs B cnequansHOM
KypHaue.

Brigaya npenapaToB NPOM3BOAMTCH MO Pa3pELICHHIO OTBETCTBEHHOIO
nuua ¢ 0popMACHUEM JOKYMEHTA 3a €r0 NMOAMUCHIO.

Ipu Bhzaye npenapatoB odopmisercs TpeGoBaHHe-HAKIAAHAA B
3 ax3eMIIAPaxX — OAMH IK3EMIUIAP NepeaeTcs ULy, MoMy4arolleMy nperna-
paThl, 2 APYTMX OCTAIOTCA B YYPEXACHUH, BbIAABIIEM NpENapaThl — OJHH B
fyxranrepuu, BTOPOi Ha CKiaze.

ExeMecsayHo B OyXranTepuio BHILECTOSIUMX OPraHU3aLMii nepenaercs
OTYET O PacXOJOBaHHUU OaKTEpHHHBIX NpenapaToB, a TAaKKe TPeGOBaHUA-
HAKIAJHbIE, BBITHCAHHBIE B 3TUX Y4YpEXIEeHUsX, TP€OOBaHUA M NOBEPEHHO-
CTH, IIOJIyYEHHbIE U3 HHXKECTOALUIMX YUPEXKACHUM.

Ilpu 3anpeileHUH HCIONb30BAHHA HEKOTOPbIX CEpUH OTAENBHBIX Mpe-
NapaTOB OHH XPaHATCA HAa MecTe 0 0cO00ro pacnopsKeHUs M pelleHUs BO-
npoca 0 BO3MOXXHOCTH MX MCIOJIb30BaHMsA. [10 HCTEYeHHU CPOKA IOJHOCTH
NOAIEXKAT YHUYTOKEHHIO B YCTAHOBJIEHHOM MOpPAAKE, C MOCIEAYHOLIUM
ohopMIIEHHEM aKTa O CIIUCAHUH.

6. HopmaTHBHbIE CCBIIKH

1. ®enepanbhblii 3akoH 0T 17 centabps 1998 r. Ne 157-03 «O6 ummy-
HOTPOdHIAKTHKE HHPEKLIMOHHBIX Gone3Hei».

2. YCIIOBHS TPaHCIOPTUPOBAHMS M XpaHEHHUS MEAMLIMHCKUX WMMYHOOHO-
noruyeckux npenaparos. CII 3.3.2.028—95.

3. IIpuka3z Munucrepcrsa 3apaBooxpanenns Poccuiickoit ®enepatn
Ne 229 ot 27.06.01 «O HaunHOHAaNbHOM KajeHAape NPOGUIAKTHYECKHX HPH-
BUBOK M KaJIeHape NPUBHBOK MO 3MHAEMUYECKUM [I0KA3aHUAM.

4. dopma Ne 5 peaepasibHOro rocy JapcTBEHHOTO CTaTUCTHYECKOTO Ha-
6monenns «Cseaenns o NpoQpuNaKTHYECKHX IPUBUBKaxX» (IOJyroaue, roa).

5. ®opma Ne 6 denepanbHOro rocy1apCTBEHHOTO CTATUCTHYECKOrO Ha-
6moneHns «CBefeHus O KOHTHHIEHTaX eTeil, NOJPOCTKOB, B3POC/bIX, IPH-
BUTHIX NPOTHE MHPEKUMOHHBIX 3a00neBaHuii M0 cocToAHMIO Ha 31 nexabps
OTYETHOTO TOJa».

6. IIpuxasz Munzapasa Poccun Ne 184 ot 30.05.00 «O coaHoii 3akas-
3asBKe Ha MEAMLIUHCKYIO NpoaykuHio Ha 2001 roay».
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