EBPA3UNCKAS DKOHOMUYECKASI KOMUCCHS
COBET

PEIMNEHMUE

«03» HOs1Ops 2016 T. Ne 80 r. AcTaHa

00 yrBep:kaennu IlpaBui Hagmexkamed AHCTPUOLIOTOPCKOI MPAKTHKH
B pamkax EBpasuiickoro 3x0HOMHYeCKOro cox3a

B coorsBerctBun co crarbet 30 J[oroBopa o EBpasuiickom
dKOHOMHYeCcKOM coro3e oT 29 mas 2014 ronma, crateeit 11 Cormnamenus
O €IUHBIX NPHHLMNAX W MpaBHIaX OOpalleHUs JEKapCTBEHHBIX CPEJCTB
B paMmkax EBpazuiickoro 3KOHOMHUYECKOro coro3a oT 23 mekadbps 2014 roxa,
nyHktoM &5 mpminoxkenus Ne 1 x Pernmamenty paGoter Epasuiickoit
HSKOHOMHMYECKOM  KOMHCCHH, yTBepxkiaeHHOMYy Pemenwem  Bricuiero
EBpa3uiickoro sKOHOMHMUYECKOro cosera or 23 pgekabps 2014 r. Ne 98,
u Pemenmem  Beicuiero  EBpasuiickoro  3KOHOMHMYECKOTO  COBETA
or 23 nexkabps 2014 r. Ne 108 «O peammzamun CornameHus O eIUHBIX
OPUHLUNAX U TpaBUIaxX OOpalleHUs] JIEKAPCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro 9KOHOMHYECKOTO COHO3a» Cogert EBpasuiickoit
HKOHOMHYECKOH KOMUCCHU P € I M JI:

1. YTBepauth NpUJIaracMble [TpaBuna HaJ[JIeXxanien
IUCTPUOBIOTOPCKOH MPaKTUKM B paMKax EBpasuiickoro sKOHOMHYECKOTO

COHIO3a.
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2. llpaBuna, yTBepKJeHHbIE HAcTOSUMM PelieHuem, BCTyNaroT B CHITY
no uctedeHuu | roja ¢ Jarsl BeTylieHus B cuity IIporokona, noanucasHoro
2 nexadps 2015 r., o npucoenunenun Pecniyonuku Apmenus k CornameHHuro
O €JMHBIX MPUHIHUINAX W NpaBWiiax 0OpallleHUs JIEKAPCTBEHHBIX CPEJICTB B
pamkax EBpasuiickoro 3koHOMHUECKOro coto3a oT 23 nexabdbps 2014 roja.

3. Hacrosimee  Pemienwe  BecTymaer B CHIIy 1O HMCTEUYEHHH
10 xanengapHbIX JHEW C JaTel BCTyIUleHUss B cwiy llpoTokoua,
noanucanHoro 2 gaekadbpst 2015 roma, o mnpucoenuHeHun PecryOnuku
Apmenus k CoryalleHUI0 O €IWHBIX NPUHOMNAX W IpaBujiax oOpalleHus
JICKapCTBEHHBIX CPEACTB B paMkax EBpa3uiickoro sKOHOMHUECKOTO COo3a
ot 23 nexabdbps 2014 rona, Ho He paHee yeM 1o HcTedeHHH 10 KajeHIapHBbIX

IHeH ¢ naThl 0pUIUAILHOTO OIyOIUKOBaHUS HACTOsIIEro Penerust.

Yuennsl CoBera EBpa3uiickoii 3k0OHOMHYECKOH KOMHCCHH:

FACKO}
B




YTBEPKJIEHbI

Pewennem Cogeta
EBpaszuiickoil 5KOHOMHUYECKOH KOMUCCHH
oT 3 Hos10pst 2016 1. Ne 80

INPABUJA
Ha/IesKanei JMcTPHObIOTOPCKOH NPaKTHKH
B pamMKkax EBpa3suiickoro 3k0OHOMHYECKOIro cor3a

[. O0ume nosoxenus

1. Hacrosimue IlpaBuia SBISIIOTCS YACThIO CHUCTEMBI OOECIIEUESHMS
KayecTBa M YCTAHABIMBAKOT TNpaBWia B OTHOUIEHWH THCTPUOBLIOLUH
JIEKapCTBEHHBIX CPEJICTB.

2. Tpebosanus Hacrosmux [IpaBun NpuMeHsIOTCS B OTHOIICHHWH BCEX
JHL, YYacTBYIOIIMX B JUCTPUOBIOIUH  JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBUM  C  BBIMOJHSIEMBIMH  WUMH  (QYHKUMSIMH,  BKJIOYas
JUCTPUOBIOTOPOB U MPOU3BOAUTENEN JIEKAPCTBEHHBIX CPEICTB, HE3aBHCHMO
OT BEIOMCTBEHHOH MPUHAIEKHOCTH U (OPMBI COOCTBEHHOCTH.

Llensro  Hagmexamend AUCTPUOBIOTOPCKOM  MPAKTUKU  SIBIISIETCS
coOJI0JleHne  HaANeXalMX YCIOBUH XpaHeHMs, TPAHCIIOPTHPOBKH M
pacrpocTpaHeHus, HeOOXOIUMBIX Jisi o0ecrieueHus! KayecTBa, 0e30MacHOCTH
1 3 (PEeKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB TI0 BCEH LIEIM MOCTABKH, a TAKKe
IpeOTBpAaIlleHUS pUCKa  MPOHHUKHOBEHHS (anbcuGuIupoOBaHHBIX
JIEKapCTBEHHBIX CPEJICTB B LIETIb TOCTABKH.

Cobmronenune TpeboBaHuil Hactosiux llpaBun obecnedyuT KOHTPOIIb

e IMOCTaBKH M TIO3BOJIMT COXpPaHHMTL Kau€CTBO H ICJIOCTHOCTH

JICKAPCTBEHHBIX CPCJCTB.
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3.l'ocynapctBa — unieHsl  EBpa3uiickoro 5KOHOMHYECKOTO — COIO3a
(aylee COOTBETCTBEHHO — rocynapcrBa-uieHsl, Colo3) BIpaBe NMPUHHUMATD
HOPMaTUBHBIE IIPaBOBBIE aKThl, PEryJUpPYIOLIME OT/AENIbHBIE  3Tallbl
JUCTPUOBIONNHU JIEKAPCTBEHHBIX CPEACTB U HE MPOTUBOpPEYAIINEe HACTOSIIUM
IIpaBunam (Hampumep, 3Tambl JUCTPUOBIOLMH JIGKAPCTBEHHBIX CPENCTB,
OTHOCUMBIX K TpyIIlaM HapKOTHYECKHX, MCUXOTPONHBIX JEKAPCTBEHHEIX
CPEJACTB WJIM UX MPEKYpCOpPOB, JIEKAPCTBEHHBIX CPEACTB, OTHOCHUMBIX K
rpynmne ocobo sTOBUTHIX (BBICOKOTOKCHYHBIX) COEIMHEHUH, JeKapCTBEHHBIX

CPEICTB, SIBJISIIOIIMXCS UCTOYHUKAMU HOHU3UPYIOILETO U3TYyUEHUS).
II. Onpenenenus

4. Jlna nened HactoAmux I[IpaBHSI MCHONB3YIOTCS INOHSITHS, KOTOPHIE
03HAYaAIOT CIIEAYIOIEE:

«BaMMIauMs»  —  JOKyMEHTalnbHO  O(QOpMIICHHBIE  NeHCTBHS,
JOKa3BIBAIOIIME, YTO IpoLeAypa, Imporecc, oOOpylnoBaHHWe, MaTepHall,
omepamnys WM CHUCTEMaA COOTBETCTBYIOT 3aJaHHBEIM TpeOOBaHHUSIM M HX
HCIIONB30BaHNe  OyAeT  IOCTOSHHO  NPUBOAUTE K pe3yibTaram,
COOTBETCTBYIOLUM 3apaHee YCTAHOBJIIEHHBIM KPUTEPUSIM MPUEMJIEMOCTH,

«BO3Bpar» — OTOpaBKa JIEKapCTBEHHBIX CPEACTB B  ajpec
IPOM3BOJUTENS UM AUCTPUOBIOTOpA HE3aBHUCHMO OT TOTO, MUMEET JIM 3Ta
NPOAYKLHS Ne(EeKT KauecTBa;

«AMCTPUOBIOTOP» — OpraHu3alysl ONTOBOH pealu3alud, HMEoINas
paspelnTeNbHBIA JOKYMEHT Ha OCYIIECTBICHUE IUCTPUOBIOIIMH, B TOM
YHC/ie Ha XpaHEHME U TPaHCIOPTHPOBKY JIEKApCTBEHHBIX CPEICTB,
U OCYILECTBIISIONIAs ASSITENbHOCTD 110 UX JUCTPHOBIONH;

«IOUCTPUOBIONNS» — NESATEeNbHOCTh, CBA3aHHAS C 3aKyIKOH (3aKyIloM,

nproOpeTeHueM), XpaHeHHEM, BBO30OM (MMIIOPTOM), BBIBO30OM (DKCIIOPTOM),



3

peanu3auueil (3a UCKIIKOUEHHEM peanu3allid HaceleHHI0) 0e3 orpaHHyYeHus
00bEMOB M TPAHCIIOPTHPOBKOHN JIEKAPCTBEHHBIX CPEJICTB;

«30Ha» — TIOMEIlEHHe WM YacTh IIOMEIIEeHUH, CIeHUaIbHO
[peJHa3HAYeHHBIX JIJISl BBIMOJIHEHUS] Pa3IUUHBIX QYHKIINMN;

«KauecTBO»  —  COBOKYMHOCTH  CBOHCTB M XapaKTEPHCTHK
JIEKaPCTBEHHOT'O CPEJCTBA, BJIMSIOIIMX HA €r0 CIIOCOOHOCTH JEHCTBOBATH IO
Ha3HAYEHHMIO;

«KBamUpUKAUUs» — JOKYMEHTabHO OGOpMIIEHHBIE  IeHCTBUS,
YAOCTOBEpSIOIME M MOATBEpXKIaloIMe, 4YTo  o0OpyIdOBaHHE WM
BCIIOMOTaTeJIbHbIE CUCTEMbI CMOHTHUPOBAHBI JIOJDKHBIM 00pa3oM, IPaBHIILHO
(OYHKUHMOHUPYIOT U JIEHCTBUTENBHO TIPUBOIAT K OKUIAEMBIM Pe3yJILTATaM;

«HaANexamas JUCTPUOBIOTOpCKasi MPaKTHKA» — YacTh CHCTEMBI
oOecrieueHHs KauecTBa, rapaHTUPYIOIIasi KAueCTBO JICKAPCTBEHHBIX CPEICTB
Ha TMPOTSDKEHWM BCEX J3TaloB IelNM IOCTaBKH, BKJIIOYAS XpaHEHHe WU
TPAHCIIOPTUPOBKY, OT IPOU3BOAMUTENS JIO CYOBEKTOB, OCYIIECTBIISIOIINX
IIPOU3BOJICTBO, ONITOBYIO PEAIM3AlHIO, POSHUUHYIO pealM3aldio WM OTIYCK
HAaCElIeHUI0  JIEKapCTBEHHBIX CpPeICTB, BKJIIOYast OpraHu3alluH,
OCYIIECTBIISAIONINE MEAULIMHCKYIO JIEATENBHOCTS;

«obecrieyeHre KayecTBa JIEKAPCTBEHHBIX CPEJICTB» — COBOKYIHOCTE
BCEX  OpPraHW3alMOHHBIX  MEPONpPHITHH, TPOBEAEHHBIX B  ILENAX
yIOBJIETBOPEHUSI  TpeOOBaHMSM  KadyecTBa  JICKAPCTBEHHBIX  CPENCTB
B COOTBETCTBUHU C UX Ha3HAUECHHEM;

«0030p puckay — 0030p WM MOHUTOPHHI pPe3yJbTATOB Tpollecca
yIpaBJICHUs PUCKOM C ydeToM (IpM HEoOXOJMMOCTH) HOBBIX 3HAHUIA
1 OIbITa OTHOCHUTENBHO PHUCKA;

«OT3BIB» — JEHCTBHE, KOTOpOE HAIMpaBlIeHO Ha HW3BATHE W3 LIENH
MOCTaBKM JIEKAPCTBEHHBIX CPEJICTB B CIIy4yae BHISBICHUS UX HEHAJICIKALIErO

KauCCTBa MIIM BLBISABICHHA CEPLC3HBIX HCMKCIIATCIBHBIX peaKHHﬁ U KOTOpOE



MOJET OBITE MHHUITMHPOBAHO H3TOTOBUTEJICM, UMIIOPTEPOM,
JMCTPHOBIOTOPOM,  TNOCTABLIIMKOM MM  YIOJHOMOYEHHBIM  OpPraHOM
rocy/iapcTpa-ujieHa,

«OLIEHKa pHUCKa» — CpaBHEHHE MPEAroJaraéMoro pHcKa ¢ JaHHLIMU
KPUTEPUSMM PHUCKA C HCIOJB30BAaHUEM KOJMYECTBEHHOH M KauecTBEHHOM
OTIpe/IeNIeHHOCTH 3HAYMMOCTH PHCKa;

«IIEPEIyTBIBAHUE) — CMELIEHHE HEeCKOJBbKHX BHIIOB, PA3HBIX CEpHU M
(unM) nNapTUil JIEKapCTBEHHBIX CPEACTB WM IOJMEHA OJHOr0 BHIA
NPOAYKILUH APYTUMH NIPH XpaHEHUH, TPAHCIIOPTHUPOBAHUM 1 PeaTH3aLiH;

«PYKOBOJICTBO TIO0 Ka4eCTBY» — MOKYMEHT, OINUCHLIBAIOIIUN CHCTEMY
Ka4yecTBa OpraHU3allii U OXBATHIBAIOIIMN BCHO JIESTEILHOCTH OpraHHU3alliu
WU TOJBKO €€ YacTh;

«CUCTEMa KauyecTBa» — COBOKYNMHOCTh BCEX DJIEMEHTOB CHCTEMEI,
HallpaBJICHHOM Ha BHEIpEeHHEe MOJUTHUKU B 00IACTH KauecTBa M 00ecIeueHus
JIOCTHIKEHHS 1eJieii B 00J1acTH KauyecTna,

«CKIam»  —  KOMIUIEKC  CHEUUAJM3MPOBAHHBIX  ITOMEINEHUM,
00OpylOBaHUsl, TEXHUYECKUX CPEJCTB, NMpPEIHA3HAUCHHBIX IS IIPUEMKH,
XPpaHEeHHUs U peanu3allii JIeKapCTBEHHEBIX CPEJICTB;

«yIpaBlIeHWE KayeCTBOM» — METOJIbl W BHJbI JESTEIHHOCTH,
UCTIONIb3yEeMBIE NSl BBIIOJHEHUs TPeOOBaHUIN 1O KAueCTBY M HaIlpaBICHHEIE
Ha yIpaBlIEHUE IPOLECCOM, YCTpaHEHHE MPHUYUH HEYIOBIETBOPHTEILHOIO
(PyHKIIMOHMPOBAHUS Ha BCEX dTAlax XXHU3HEHHOTO IMKJIA MPOAYKIIHH;

«yIPAaBICHHE PUCKAaMH JUIsl KayecTBa» — CHUCTEMATHYECKHI MpPOIECe
OLIEHKH, KOHTpOJsi, oOMeHa uHpopMaIreil 1 0030pa pPUCKOB JJIs KauecTBa
JIEKapCTBEHHBIX CPEACTB Ha MPOTSKEHUHM UX )KU3HEHHOTO 1IMKIIA;

«(anscuPuUUpPOBaHHbIE JIEKAPCTBEHHBIE CPEICTBA» — JIEKAPCTBEHHEIE
CpencTBa, IIPOTUBOIIPABHO M IIpelHAMEPEHHO CHaO)XEHHBIE HEIO0CTOBEPHOM

uHpopmanueit 00 nx cocrase U (MJIK) IPOU3BOJUTENE, a TAKIKE O MOCTABKAX,
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BKJIYOYAs 3allUCH M JOKYMEHTbI, 3aTparuBarolllie HCIMOIB30BAHHEBIE KaHAIbI
JTUCTPUOBIOIIUH.

Jna nene#t Hacroswux [Ipasui:

TIOHATHS «KJIIOUEBOH 3Tal» U «3HAUUMOE U3MEHEHHE» TPUMEHSIOTCS B
OTHOILIEHMH JII00O0T0 Ipolecca, KOTOPBIH criocoOeH MOBIHATH Ha IoKa3aTelu
KauecTBa JIEKAPCTBEHHOTO CpeACTBa JHOO H3MEHHTHh CTAOMIIBHOCTL HX
COXpAaHEHUsl C YYeTOM BMJa HOMEHKJIATypHBIX MO3MLUN (JeKapCTBEHHOM
ne(eKTyprl), ¢ KOTOPBIMH pabOTaeT KOHKPETHBIN TUCTPUOBIOTOD;

MOHATHSL  «3HAYUMBIM», «HaJUIeXaNMi» M «JI0CTATOYHBIN»
NPUMEHMTENBHO K  JIIOOOMY  Ipoleccy WM  3JIEMEHTY  CHCTEMBI
JIUCTPUOBIOLUH JIEKAPCTBEHHBIX CPEJICTB O3HAYAIOT, YTO MAHHBIA IMPOLECC
WIN 3JIEMEHT crocobeH o0ecreunuTh BBIMOIHEHHE TPeOOBAHMH HACTOSILIIX
IIpaBun u rapaHtupoBaTh pabOTy CHCTEMBI OOECIICUCHHs KauecTBAa TaKUM
o0OpasoMm, 4YTOOBI CBOEBPEMEHHO YCTAHOBUThL JH000€ OTKJIOHEHHE OT
[oKazaTesiefl KayecTBa JIEKAPCTBEHHOIO CpEeACTBA JHOO H3MEHEHUs
CTaOMIIBHOCTH UX COXPaHEHHUs C YUYeTOM BHJIa HOMEHKJIATYPHBIX ITO3HI[Hil
(lekapcTBeHHOH  JedeKTyprl), C KOTOPBIMH  paboTaeT KOHKPETHHIH
JUCTPHOBIOTOD;

NOoJ  KJIMEHTaMH  IIOHMMAIOTCS  MOCTABIIMKH, AayTCOPCHHIOBEIE
OpraHu3aliy, IoIydaresu (MOoKynarenu) JIEKAapCTBEHHBIX CPEICTB, a TaKKe
Bce CyOBEKTHl c(epbl OOpalleHUs! JIEKAPCTBEHHBIX CPEACTB, C KOTOPBIMH
IUCTPUOBIOTOP HAXOAUTCS B JIOTOBOPHBIX OTHOIIEHHUSX (BHE 3aBUCUMOCTH OT
TOro, O()OPMIIEH IOTOBOP B YCTHOM MU IMHUCEMEHHOU opme), U 1Ip.;

MOHSATHE  «PAacClIEIOBAHUE» O3HAuaeT YCTAHOBICHHE IPHYHUHHO-
CIIeZICTBEHHOM CBSI3U MEXKTY BO3HHUKIITUM OTKJIOHEHHEM B
OUCTPUOBIOTOPCKOM HENH U BO3MOXKHBIMU (DaKTOpaMu, JIEKAIUMH B €ro

OCHOBE,  BBIIIOJIHEHHOE  JUCTPUOBIOTOPOM WM AyTCOPCHHIOBOMA

Opra”u3aiien.
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[1I. OcHOBHAS YaCTh
1. YnpaBnenue kauecTBOM
1.1. IIpuHumn

5. IMcTpUOBIOTOPEI  CO3MAIOT U MOJJIEPKUBAIOT CUCTEMY KadecTBa,
ONPEENSIONTYIO 00S3aHHOCTH, IIPOLIECCHl U IPUHIMIIBI YTIPABICHHS PUCKAMHE
B OTHOLIEHHH OCYIUECTBIAEMON HWMHU JeITE/IbHOCTH. Bce pmelcTBus,
CBSI3aHHBIC C JUCTPUOBIOLMEH, NODKHBI OBITH OJHO3HAYHO OMNpeNeeHEl U
npoaHanu3upoBanbl. KiroueBele 3Tambl Ipolecca ONTOBOM peau3alyu
(Bitovasi Hanbosee 3HAYMMEBIE HM3MEHEHHS) JOJKHBI OBITh OOOCHOBAaHBI U
1pu HEOOXOIUMOCTH BAJIUIUPOBAHEI. OTBeTCTBEHHOCTD 3a
(yHKIIMOHMPOBAaHUE CHCTEMBl Ka4ecTBAa HECET PYKOBOJMTENb OPraHU3ALMU.
Ilepconan opraHuzaluu JODKEH HaJJIekKalluM  00pa3oM  HMCIOIHSATE

06HS&HHOCTI/I, CBs3aHHBIC C CI)YHKHHOHI/II)OBaHHeM CHCTCMLI Ka4CCTBaA.

1.2. Cucrema KauecTBa

6. CucremMa  ympaBiieHHsT ~ Ka4eCTBOM  BKJIIOYaeT B cebd
OpraHM3allMOHHYIO CTPYKTYpY, IPOLEAYpbl, IPOIECCH M PEeCcypChl, a TAKKE
IeHCTBUs, HEoOXoAuMble JJIs1 OOecTedeHUs] COXpPaHCHHS KayecTBa U
LIEJIOCTHOCTH MOCTABISIEMBIX JIEKAPCTBEHHBIX CPEICTB M HEBO3MOKHOCTH HX
(anpcudukanyuy B mpouecce XpaHeHus U (MIM) TPAHCIIOPTHPOBKH.

7. CucTeMa KauecTBa JOJDKHA OBITH MOJHOCTBIO JIOKYMEHTHPOBAHA, €€
3(ppeKTUBHOCTEL MOMMKHA MOABEPraThCsi MOHUTOPUHTY M aHAIU3y. JleHcTBUA
IIEpCOHajla, OTHOCSIIMECS K CHCTeMEe KauecTBa, JOJKHBI ObITh ONMHUCAHBI B
COOTBETCTBYIOUIMX MNUCbMEHHBIX mpouenypax. HeobxoguMo BHemputs u

NOOACPKHBATH B aKTYaJIbHOM COCTOSAHHHU PYKOBOJCTBO IO KaUE€CTBY.
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8. PykoBoziCcTBOM oOpraHu3aldd Ha3HAYaeTCsi OTBETCTBEHHOE JIUIO,
Ha/IeJIEHHOE NIOJIHOMOUMSIMUA M 00SI3aHHOCTSAMU [JIs1 0OeCTIieueHusl BHEIPEHUS
U TIOAIep KaHMsl B aKTyaJIbHOM COCTOSIHUHM CHCTEMBI KauecTBa.

Bce uwactu cucTembl kayecTBa JODKHBI OBITH HaJUJIeKaldM 00pazom
o0ecrieyeHbl KOMIIETEHTHBIM IIEPCOHATIOM, MJOCTAaTOUYHBIM KOJIMYECTBOM
MIOMEIIeHHH, 000PYIOBaHUS U TEXHUYECKUX CPEJICTB.

9.1lpu co3naHum, nojAepXKaHUM WIM U3MEHEHUM CUCTEMBI KauecTBa
HEOOXOMMO  YYMTHIBaTh  OPraHU3AIMOHHYIO  CTPYKTYpYy,  00beM
BBIIIOJIHSIEMBIX  pa0OT ¥ YCAYr M MHOTOIUIAHOBOCTH  JESTEIbHOCTH
TUCTPUOBIOTOpA.

10. ¥V nuctpubbiotopa moipkHa OBITH BHEApEHA CHUCTEMa YIpaBIEHHS
U3MEHEHUsIMHU, KOTOpasl JO/DKHA OBITh MPONOPLHUOHAIBHON U 3G (hEKTUBHOM,
a TaKyKe OCHOBAHHOW HA MPUHLMIAX YIPABIECHUS PUCKAMM JIJIS KAYECTBA.

11. Cucrema KayecTBa AOMKHA FapaHTUPOBATH CleyIOIIee:

a) IeKapCTBEHHBIE CpefcTBa npuobperarores, XpaHsTCs,
TPAHCIIOPTUPYIOTCS, MOCTABIISIFOTCS WJIM SKCIIOPTHPYIOTCS € COOMIOMEHUEM
TpeboBanuii HacTosux [Ipasun;

0) 00513aHHOCTH PYKOBOJICTBA OPTaHMU3AIIUH YETKO OTpe/IeICHEI,

B) JIEKaPCTBEHHBIE cpelcTBa JOCTaBIISIOTCS HaJJIe)KaLUM
TIOJTy4YaTelisiM B COTJIACOBAHHBIN MEPHOJ] BPEMEHH,

) JOKyMeHTallbHOe odopmiIeHHe JeHCTBUH OCYIIECTBISICTCS B XOJe
BBITIOJIHEHUSI WM HEMOCPEICTBEHHO IOCIIEe 3aBEPUICHUS COOTBETCTBYIOIIHMX
JICUCTBUH;

1) OTKJIOHEHUSI OT YCTAaHOBIIEHHBIX HPOLEAYpP [JOKYMEHTaJIbHO
0(opMIISIIOTCS X B UX OTHOILIEHUU MPOBOJSITCS pacCiieJOBAHUS;

¢) HeoOXOIUMbIE KOPPEKTHUPYIOLIME W Tpeaylnpexaarole aeicTBUs

NpeANIpUHUMAIOTCA AJIA YCTPaHCHHSA OTKJIOHCHUH U IPCAYHPEKACHHUA HX



[NOoABJIEHHA B COOTBETCTBHUHU C IMPHHOUIIaAMH YIIPABICHHUA PHCKaMH IJId

KadycCTBa.

1.3. Ynpasienue nesTeIbHOCTBIO, MepeJaBaeMOM JIJIsl BBIMOTHEHUS
IPYroMy Uiy (ayTCOPCHHT)

12. Cucrema kadecTBa BKJIHOYAeT B ceOsl KOHTPOJbL M aHAJIHU3
JeATEIbHOCTH, TMEepelaHHOM Ha  ayTCOPCHHI W OTHOCSIIEHCS K
NpUOOPETEHNIO, XPAaHEHHIO, TPAHCIOPTUPOBKE, IOCTABKE WM JKCIIOPTY.
JleaTeNIbHOCT 110 ayTCOPCUHIY JIOJDKHA YUUTBHIBATH BO3MOXHBIE PUCKH IS
KauecTBa U COMECPIKATH:

a) OIIEHKY IPUTOJIHOCTH M KOMIIETEHTHOCTH UCIIOJHUTEINS BBIMOJIHHUTE
00s13aTeNbCTBA M0 IOTOBOPY JO/DKHBIM 00pa3oM, a TakKe IMPOBEPKY HaIMUUs
Yy  UCHOJHUTENST  HEOOXOAUMBIX  pa3pelIUTEeNbHBIX  JOKYMEHTOB B
COOTBETCTBHUH C 3aKOHOJATENLCTBOM TOCYIapCTB-UJIEHOB;

0) onpeneneHue OTBETCTBEHHOCTH, MOPSAKA B3aUMOJCHCTBUS CTOPOH |
oOMeHa mHpopManueil 0 AeHCTBUIX B paMKax MEPOIPHSITHI, OTHOCSIIUXCS
K KauecTBY;

B) MOHUTOPUHI W aHalIW3 JeSTeIbHOCTH HCIOJHUTENS, a TaKxKe

OIlpe/ielieHHe W BHEApPEeHUe Ha PeryJsipHOM OCHOBE Mep, HEOOXOIUMBIX IS

YIIYULLIEHHUS.

1.4. MOHUTOPUHT M aHAJIU3 CO CTOPOHBI PYKOBO/ICTBA

13. PykoBoacTBO OpraHu3aluu JIOJIZKHO YCTaHOBUTH
(GopManu30BaHHbIM MpOIEcC MEPUOTUUECKOr0 0030pa CHCTEMBI KadyecTBa.
O0630p 10JDKEH BKIIIOYATh B ceOsI:

a) OLIEHKY CTEIEHU JIOCTIKEHUS LIeJIel CUCTeMBI KauecTBa,

0) oueHky mokazareneil d(QPeKTHBHOCTH, KOTOpBIE MOTYT OBIThH
WCIONB30BaHbl 71 MOHHUTOpPHHTa A(POHEKTUBHOCTH TaKUX TIPOIECCOB

CUCTEMBl KayecTBa, KakK KOJIUYECTBO IIPETEH3MH, OTKJIOHEHUH OT
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YCTaHOBJIEHHBIX HOPM, 3 peKTUBHOCTD KOPPEKTUPYIOIIUX U
NpeAyIpeXIaoluX NeHCTBUM, HW3MEHEHHWsT B M[poleccax, OT3BIBE 0O
JEeATENBFHOCTH 110 ayTCOPCUHTY, MPOLECCHl CaMONpPOBEPKH (BKJIIOUAs aHAIIN3
PHUCKOB M ay[UTHI), pe3y/bTaThl BHELIHETO KOHTPOJS (BKIIIOYAsT WHCTIEKIIUH U
ayJUThl), BBISIBICHHBIE HECOOTBETCTBUS, AYAUThI KIIMCHTOB;

B) U3MEHEHHMsl, BHECEHHBIE B HOpPMATHBHBIE TIIPABOBEIE  AKTEI,
PYKOBOJCTBA, a TAKXXE€ BO3HUKHOBEHHME HOBBIX OOCTOSITENBCTB, CBSI3AHHBIX
C KauyeCTBOM, KOTOpEIE MOIYT OKas3aThb BJIMSHUE HA CHUCTEMY YIpaBJICHHUS

KaueCTBOM;

') MHHOBAIlMH, KOTOpPBIE MOTYT MOBBICHTH 3G(EKTHBHOCTH CHCTEMEI
KauecTBa;

1) U3MEHEHUS B JIEJIOBOH cpeJie U MOCTABJIEHHBIX HEIsX.

14. Pesynberarel 0030pa CUCTEMBI KauecTBa CO CTOPOHBI PYKOBOJICTBA
JOJDKHBI OBITH CBOEBPEMEHHO JOKYMEHTaJbHO O(GOpPMIIEHBI U JIOBEEHBI

0 CBEICHHA IICPCOHAJIA.

1.5. YnpasneHnue puckamu Jijisl KayecTBa

15. Ynpasnenue puckamu Jjsi KauecTBa SBJISIETCS CHCTEMATHYECKHM
IPOLIECCOM OILIEHKH, KOHTpOJIsl, oOMeHa undopmanueid 1 0630pa pucKoB s
KauecTBa JIEKAPCTBEHHBIX CPEACTB. DTOT MPOLECC MOXKET MPOBOIUTHCS Kak
IIEPCIIEKTUBHO, TaK U PETPOCIEKTUBHO.

YiopaBiaeHHe pHUCKaMU Ul KayecTBa IMpeArnojaraer, 4YTo OIeHKa
PUCKOB JJIsi Ka4yeCTBa OCHOBBIBACTCS HA HAYYHBIX 3HAHUAX, IPAKTHYECKOM
OIBITE pabOTHl U HalpaBlieHa Ha 3allUTY 3[0pOBhs manueHTa. O6beM paboT
10 yIOpaBICHUIO PUCKAMU Ul KayecTBa M JIOKYMEHTaIbHOE O(opMIIeHHE
pE3yJILTaTOB OLEHKM PUCKOB JIOJDKHBI OBITH COM3MEPUMBIMHU C YpPOBHEM
pucka. IIpuMepsl mpolieccoB M HHCTPYMEHTOB MO YMPAaBJICHHUIO PHUCKAMH

IPUBENECHBl B IIpaBWJIAX HajUlexalled MpPOU3BOJACTBEHHON IPaKTHKU
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EBpa3suiickoro 5KOHOMMYECKOTO COK3a, YTBEpPXKJAaeMBIX EBpasuiickoii

AKOHOMHUYECKON KOMHUCCUEH.

2. Ilepconan
2.1. IpuHuun

16. BeinosniHenne  TpeboBaHUi  Hamnexamed AUCTPUOBIOTOPCKOM
IPAaKTUKMA 3aBUCUT OT YeJoBeuecKoro (akropa. JucTpuOBIOTOp MOIKEH
UMETh JIOCTATOYHOE KOJMYECTBO KBAIU(PULMPOBAHHOTO TEepcoHanga s
pelIeHus Beex 3a/1ay, 3a KOTopele 0TBevaeT opranusaius. Kax s paboTHHK
NOJDKEH 3HAaTh M IIOHUMAaTh TpeOOBaHUSI HaIekKalled AUCTPUOBIOTOPCKOM
IIpaKTUKH B YacTH, Kacalolleucs ero aesaTeabHOCTH. Kaxaplii pabOTHHK

HAOJDKCH IMOHUMATh WHAWBUAYAJIBHYIO OTBETCTBCHHOCTBH, KOTOpasA OOJIKHA

OBbITH IOKyMEHTHPOBAHA.

2.2. OTBETCTBEHHOE JIUIIO

17. PykoBomcTBOM — AMCTpUOBIOTOpA  JIODKHO — OBITH  HA3HAYEHO
OTBETCTBEHHOE JHLIO. OTBETCTBEHHOE JHIIO JIOJUKHO COOTBETCTBOBATH
KBAJIM(UKALIMOHHBIM TpeOOBaHUSAM, YCTAHOBIIEHHBIM 3aKOHOIATEIbCTBOM
rocyjlapcrtea-ujieHa, W oOmagatb — HeoOxomumoW — kBanmvduKanpein
(mpeanoyTtuTensHO  (papMaleBTUYECKMM  OOpa3oBaHHMEM), OIBITOM U
3HAHUSMH B oOnacTu Haajexaiued AMCTpuObonMU. B oTHenbHBIX citydasx
OTBETCTBEHHOE JIUI[0O MOXET HUMeTh HedapMaleBTHueckoe 00pa3oBaHue,
B TOM YHCJIE€ NPH AUCTPUOBIONMHU paarodapManeBTHUECKUX TPenaparoB —
obpasoBaHue B 00nacTu paguoOUONOTMM, SJACPHOH  GU3MKH WM
paguo(U3KUKU, TPU TUCTPUOLIOLUH MEAMLIUHCKHX Ta30B — 00Opa3oBaHHe
(pusnko-rexuuyeckoro npoduns. [Mpopuns oOpa3oBaHHUsS OTBETCTBEHHOIO
JIALA JOJDKEH OBITh YCTAHOBJIEH PYKOBOJICTBOM I10 Ka4eCTBY AUCTPHOBIOTOpA

HCXOIs U3 €0 HOMECHKIIATYPhl TOBAPHBIX MO3HIIMH JICKAPCTBCHHBIX CPEACTB.
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18. OTBeTCTBEHHOE JIMLO JIOJDKHO BBITIOJHSITE CBOHM  O0S3aHHOCTH
AM4HO. JlocTynm K KOHTakTaM C OTBETCTBEHHBIM JIMIIOM JO/DKEH OBIThH
obecriedeH B TOCTOSSHHOM  pexxume. OTBETCTBEHHOE JIMIIO  MOXKET
JIeNIerHpoBaTh 4YaCTh CBOUX O0s3aHHOCTEMH, HO HE OTBETCTBEHHOCTD.

19. IlonHoMOUNsI OTBETCTBEHHOTO JIMLA MO TPUHSATHIO pEIIECHHI B
paMKax CBOMX JIOJDKHOCTHBIX O0sI3aHHOCTEH, a Takke HeoOXOIUMBIE PeCypPChl
JUIs  UX BBIIOJHEHMs] [JIOJDKHBI OBITH  ONpeAeNieHBbl  JIOJKHOCTHOM
UHCTpyKUruerd. OTBETCTBEHHOE JIMIO JODKHO OBITh HAJeeHO YETKO
OIIpeIeJICHHBIMU IIOJJHOMOYUSIMU, PEeCypcaMu M 30HAMU OTBETCTBEHHOCTH,
HEOOXOAMUMBIMH JI7Is BBITIOJIHEHUST BO3JIIOXKEHHBIX HA HETO 00s13aHHOCTE.

20. OTBeTCTBEHHOE JMLIO JOKHO BBINOJHATE CBOM O00S3aHHOCTH
TakuMm o00pa3oM, 4YTOOBl JUCTPUOBIOTOP MOT MOATBEPAUTH COOJIIONCHHE
HajyIexaiel qucTpuObOTOPCKOH MPaKTHKH.

21. K 00s13aHHOCTSIM OTBETCTBEHHOTI'O JIMIIA OTHOCSTCS:

a) oOecrieueHue BHEAPEHHUS W MOJACPIKAHUS CHUCTEMBl YIIpaBIICHHUS
Ka4eCTBOM;

0) KOHLIEHTpalMsI Ha YIIPABJIEHHH YCTAHOBJICHHOU ACATEIIBHOCTLIO U Ha
obecrieueHrH TOYHOCTH M KauecTBa 3alkcei;

B) obecriedeHre BHEIPEHUS U MOAJIEPKAHUS TPOrpaMM IIePBUYHOIO U
HOCTIEIYIOIIEero o0yUYeHHs [ BCEro MepcoHalia, BOBJIEUEHHOTO B IIPOIIECC
JTUCTPUOBIOIINH;

I') KOOPJIMHUPOBAHWE W  CBOEBpPEMEHHAasl OpraHU3alMs  OT3bIBA
JIeKapCTBEHHBIX CPEACTB U3 OOpaIieHus;

1) obecrnieyeHne >PPeKTUBHON pabOTHI C MPETEH3WSIMU IMOKyMaTeleit
(momyyateneil);

€) YTBep)KJIeHHEe MOCTABIIMKOB U TOJyUaTelei;
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K) YTBEpXKIIeHMe  IepefJaud  Ha  ayTCOPCHUHI  JIeSITeJIbHOCTH,
NOTEHIMAJIBHO BJIMSIOIIIEH Ha coOronenue HajJIexalei
JUCTPUOBIOTOPCKON TIPAKTHKHY;

3) obecrieueHre TPOBEACHUS CAMOMHCICKIHMA B COOTBETCTBHH C
YCTAaHOBJIEHHOH NEPUOAUYHOCTBIO U IOATOTOBJIEHHON IIPOrpaMMOH, a TakkKe
MPUHATHS HEOOXOTUMBIX KOPPEKTUPYIOLIUX MED;

1) XpaHeHHe HEOOXOAMMBIX 3anucei, OTHOCSIIUXCS K
JeJIErMPOBAHHBIM 00S3aHHOCTSIM;

K) TIPUHSTHE peleHuit OTHOCHTEJIEHO BO3BpAIlEHHBIX,
OTO3BAHHBIX,  OTKJIOHEHHBIX, IPU3HAHHBIX  HEJOOPOKAYECTBEHHBIMH,
(panbCcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB;

1) o0OpeHHEe BO3BpAILCHUS JICKAPCTBEHHBIX CPEACTB B KATETOPHIO
IIPUTOIHBIX JJIsl pealii3allki;

M) obecrieueHue COONIOIEHUsT JTIOOBIX JIOTIONHUTENBHEIX TpeOOBaHMI,
YCTaHOBJICHHBIX B OTHOIICHHH OTpeeNIeHHOH IPOAYKIIHUH

3dKOHOAATCIILCTBOM I'OCYAapCTB-4JICHOB.

2.3. IIpounii nepconan

22. JIacTpuOBIOTOP  JIOJDKEH  MMETh  JOCTaTOYHOE  KOJIMYECTBO
KBAJIM(UIIMPOBAHHBIX pPAOOTHUKOB, BOBJEYEHHBIX B JICATEIBLHOCTH IIO
JIUCTPUOBIOLIMK JIEKAPCTBEHHBIX CPENCTB Ha Bcex ee aramax. KojauuecTBo
pabOTHHUKOB ompeensieTcss 00beMaMU BHITIOIHIEMBIX padoT U TpeOOBaAHUSIMH
3aKOHO/IATEIbCTBA FOCYJAPCTB-UICHOB.

23. OpranuszanMoHHasl CTPYKTypa ITUCTpHOBIOTOpa OQOpMIIsSeTCS B
BUJIE CXEMBl U YTBEPXKJAeTcs pykoBoauteseM. DYHKIUU, OOSI3aHHOCTH U
B3aMMOJIEHCTBHE PAaOOTHUKOB HOJDKHEI OBITh YETKO 0003HAYEHBI.

24. Ha paOOTHHMKOB, 3aHUMAIOLIUX KIIIOYEBble IOHKHOCTH, JOJDKHBI

OBITH COCTABJIEHEI HOJDKHOCTHBIC HHCTPYKUHH, B KOTOPBIX ONPEACTATCA UX
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JOJIXXHOCTHEIC 06H3&HHOCTH, a TaKXXC MOpsAO0OK HX 3aMCIIEHHs APpYTUMH

paboOTHUKAMH.,

2.4. Obyuenue

25. Bce paboTHMKM, BOBJIEUEHHEBIE B JESTEIBHOCTD MO JUCTPHOBIOLUH
JIEKapCTBEHHBIX ~CPEJCTB, JOJ/DKHBI IPOHTH O0Oy4YeHHEe 10 BOIpOcaM,
KacarolmuMes — Haajuekalled  AUCTPUOBIOTOPCKOM — MPaKTHUKH,  HUMEThH
HEeoOXO0AUMYIO KBaIM(UKALIUIO JI0 Hayasla BEITOJHEHUS! CBOMX JOJKHOCTHBIX
00s13aHHOCTEH.

PaboTHUKH TOIKHBI IPOXOAUTH NIEPBUYHOE U MOCTEAYIOIIee 00yueHHe
B COOTBETCTBMM C BBINOJHSIEMBIMA HMU OOS3aHHOCTSIMH Ha OCHOBAaHUU
MHUCBMEHHO  O(OPMIIEHHBIX  INPOLEAYpP M  IPOrpaMMBl  OOyuYeHHS.
OTBETCTBEHHOE JIMLIO JOJDKHO MOANCPXKUBATH KOMIIETEHTHOCTD [IEPCOHANA B
obnmacTH  Hamnexkamedl  IUCTPUOBIOTOPCKON — MPAKTHKH  [OCPEACTBOM
perysipHoro o0y4yeHwusl.

JlonoaHuTENBHO oOyueHue JOJIKHO BKJIFOYATh ACIEKTHI
UIECHTH(UKAIUU TPONYKIUM U TPEJOTBPAICHUS IIONaJaHusl B IEmb
NOCTaBKU (hanbCU(PHULUPOBAHHBIX JIEKAPCTBEHHBIX CPECTB.

26. Ilepconai, paboraromuii ¢ IpoayKUuel, B OTHOIIEHHH KOTOPOit
YCTaHOBJIEHBI 0oJiee JKECTKHE YCJIOBHsS OOpalieHus, MODKEH IpoTH
CIENMANIbHYI0 IIOATOTOBKY. llpumepamMu TakoW NpORYKLIMH  SIBISFOTCS
OIHEOIAaCHBIE, B3PHIBOONACHEIE, JIEMKOBOCIUIAMEHSIIOIINECS, JIETKOTOPIOYHE,
paJlMOaKTUBHEIE MaTEpHAJIBl, JIEKAPCTBEHHBIE CPEACTBA, IOMAJIEKAIUE
0CcO0OMY KOHTPOJIO B COOTBETCTBHH C 3aKOHOJATE/LCTBOM TOCYAApCTB-
YJICHOB, TepMOJIaOUIbHbIE JIEKAPCTBEHHBIE CPE/ICTBA).

27.3anmMcu 0  IpOBENEHUH  OOYYEeHHsS TOIJIEKAT  XPaHEHMIO,

a >(QQexkTHBHOCT, O0OOyUeHHs [OJDKHA TMEPHOAMYECKH OLEHUBATHCS U

HAOKYMEHTHPOBATHCA.
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2.5. T'uruena

28. JlIolokHBl  OBITH ~ yYCTAHOBJIEHBI M JOJDKHBI  COOJIIONATHCS
COOTBETCTBYIOIIME MPOLEAYPHl IO THUTHEHE TpyJa M JIMYHOM TI'MrueHe
pabOTHHUKOB, NpPUMEHHUMBIE K OCYIIECTBISIEMOH JIESITEIBHOCTH. OTH
NpOLeLyphl IO/DKHBI BKIIOYaTh TpeOOBaHMs, OTHOCSIIHECS K 3I0POBLIO,

T'HT'HCHE U OACHKC.

3. Ilomenienust u obopy10BaHUE
3.1. Ipunnun

29. JluctpubproTOp  JODKEH  HMMETh  NPHUTOJHBIE  MOMELIEHMS,
obopyioBaHHe TUTSI obecrnieueHus HaJJIeKaLEero XpaHEeHUs
U pacIpoCTpaHEHUs JIEKapCTBEHHBIX cpencTB. [loMenieHuss MOMKHEI OBITH

YUCTEIMH, CYXMMH, B HHUX JOJDKHBl TIOJAEPXKHUBAThCI TpeOyemble

TEMIEPATYPHBIA PEKUM U BIAKHOCTb.

3.2. [ToMermenus

30. IlomemnieHus OIKHBL OBITH CIIPOEKTUPOBAHBI I IIPUCIOCOOIIEHEI
TakuM o00OpazoM, uyToObl oOecrneuuTb coOmoAeHHe TpeOyeMBIX YCIOBuiA
XpaHeHus. OHM JOJDKHBI OBITH 3AIUMIICHHBIMH, NPOYHBIMH W 00Iajarhb
JOCTaTOYHON BMECTHMOCTBIO JJIs1 O€30IIaCHOTO XpaHEHUS JIEKaPCTBEHHEIX
CpeacTB U oOpaieHus ¢ HUMHU. [l obecriedeHust TOUHOCTH U 0€30MacHOCTH
BCEX IIPOBOJUMBIX OIEPAllMil 30HBI XpPaHEHUS JOJDKHBI UMETh HaJIEKAIIYIO
OCBEIIIEHHOCTb.

31.B cinyuae ecnu momelleHHe HE MPUHAMIEHKHUT HEOCPE/ICTBEHHO
JUCTPHUOBIOTODY, JTAaHHOE MOMellleHue MOYKET UCMOJIb30BATHCS
JUCTPUOBIOTOPOM IO JIOTOBOPY apeHisl (cyOapeH]ibl) MO0 Ha OCHOBAHUH
MHOTO BEIIHOIO (MMYIIECTBEHHOI'O) WM OOs3aTelhCTBEHHOIO IIpaBa.

HOMGIJ_IGHHH, HCIIOJIB3YCMBIC [JIsI  XpaHCHUA JICKAPCTBECHHBIX CPEACTB,
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JOJDKHBI BBOAUTBLCS B DKCIUIyaTallMI0 B COOTBETCTBUM C 3aKOHOAATEIIBCTBOM
rOCy1apCTB-4JICHOB.

32. JIekapCTBEHHBIE CPEJCTBA JOMKHBI XPAaHUTHCS COOTBETCTBYHOIIMM
00pasoM B BBIJICJIEHHBIX U Y€TKO 0003HAYeHHBIX 30HAX, JIOCTYIl B KOTOPBIE
paspelleH TOJIBKO IIepCOHAlly, UMEIoleMy Ha 3To mpaBo. JIrobas cucrema,
3aMeHsoIas  (QU3MYecKoe  pasfeNieHue 30H  XpaHeHus  (Hampumep,
KOMITBIOTEpU3UPOBAHHASI CHCTEMA), JOJDKHA OOecneurBaTh SKBUBAJIEHTHEIN
ypOBEHE 0€30MacCHOCTH U OBITH BATMIMPOBAHA.

JlekapcTBEHHBIE CPEACTBA, B OTHOIIEHHMM KOTOPBIX HE IPHHSTO
OKOHYATENFHOE pelleHue o0 oOpalleHnd wunM oOpalleHHe KOTOPBIX
IPUOCTAHOBIIEHO, JOJDKHBI OBITH M30JHUPOBAHBI JHOO (u3MuYeckHu, JHUbOO ¢
NPUMEHEHHUEM D3JIEKTPOHHOM CHCTEMBI, 00eCIeUHBAIoIIell HSKBHBAJIEHTHOE
pasnenenue. JlanHoe TpeOoBaHHWE OTHOCHTCS, Harpumep, K JHOO0OH
NPONYKUMH C IOMO3peHHeM Ha (anbcuuKauulo W K BO3BpalleHHON
IPOAYKIUH.

JIrobast danecudumpoBaHHas MPOAYKIHUs, HPOLYKIHS C HCTEKIIAM
CPOKOM TOJHOCTH, OTO3BaHHas MPONYKLIMs, a Takke 3abpakoBaHHAs
(OTKIOHEHHAs B LENW IMOCTAaBKH) MPOAYKIMS JOKHA OBITH HEMEIICHHO
(u3nYecKy H30/IMpPOBaHA U pa3MelleHa B CHEIHAIbHO BHIIEICHHON 30HE,
OTAENEHHOH OT JpYrMX JIeKAPCTBEHHBIX CPENCTB, TPUTOJHBIX IS
IMCTpUOBIONNHU. JIeKapCTBEHHBIE CPElICTBA, MTOJlyuYeHHBIE U3 TPEThHX CTPaH
HE Tpe/Ha3HayeHHble i obOpairmeHus Ha poiHKe (Coro3a, TaKKe JIOKHEI
OBITh GU3UYECKU W30IHPOBAHEI.

IIpennpunsaTeie Mepel 0€30MaCHOCTM JOJDKHBI TapaHTHPOBATh, YTO
JlaHHBIe 30HBI O0ECIeUYMBAIOT XpaHEHWe MPOAYKIMU OTHAEIBHO OT
JIEKApCTBEHHBIX CPEACTB, MPUTOAHBIX Ui AUCTPUOBIOLNUN, U B YCIOBMSIX,

UCKJIIOYAIOIMX WX IOCTyIUIEHHE B cBOoOomHOE oOpaieHue. JlaHHble 30HEBI
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JOJDKHEI OBITE MACHTH(GHULIHPOBaHEl (0003HAYEHBI) HAUIeKAIIUM 00pa3oM U
3alUILEeHb] OT HEMPABOMEPHOIO AOCTYIIA.

JlekapcTBeHHbIE  cpescTBa,  Tpedyromiue  ocoboro  oOpaineHus
(Hanpumep,  HApKOTHYECKHE  CPENCTBa,  ICHXOTPOIHEIE  BEIIEeCTBA
H IPEKypCOphl, bl (AJ0BUTHIE BELIECTBa), APYTHe OIMACHBIC BEIIECTBa),
JOJDKHBl ~ XpAaHUTBhCS B YCIIOBHSIX, COOTBETCTBYIOIIMX TpeOOBaHUIM
3aKOHO/IATENIBCTBA FOCYAAPCTB-UICHOB.

PagnodapmaneBruyeckue M Jpyrde  OMAacHBIE  JIEKAPCTBEHHEIE
CPEIACTBA, a TaKXe OrHEONAacCHble M B3PBIBOONACHBIE JIEKAPCTBEHHBIE
cpeicTBa (HampuMep, MEJIMUMHCKUE Ta3bl, JIETKOBOCIIIAMEHSIONMECS
JKHJIKOCTH W TBEpABIC BELIECTBA) MODKHBI XPAHUTBCS B  CIEIHAIBHO
OTBEJECHHBIX 30HaX B COOTBETCTBHHM C 3aKOHOJATENhCTBOM TI'OCYIApCTB-
YJIEHOB C NPUMEHEHHEM COOTBETCTBYIOLIUX Mep Oe30MacHOCTH M IOJIKHEI
OBITH 3allUIIEHBl OT HEMTPABOMEPHOI'O JIOCTYIIA.

33. B 30HaxX IpUEMKH U OTTPY3KH JIOJDKHBI OBITH 0OeCIeueHbl 3aluTa
OT BO3JIECTBUS TOTOJHBIX YCJIOBUH, aJleKBaTHOE pa3/ieJICHUE 30H MPHEMKH,
OTIPY3KM M XpaHEHHs, a TaKKe JOJDKHBI OBITh pa3paboTaHBl MPOIENypH,
ONpElEAIONUe MOPSANOK OCYIIECTBJICHUs] KOHTPOIS 3a BXOUSIIMMH H
UCXOISIIMMH  IOTOKaMM  JIEKAPCTBEHHBIX  cpeAcTB. JIOKHBI  OBITH
CIIELMAIBHO OIpeJieIeHbl U 00ecIedeHbl HaJJiexanmM 000pyaoBaHuEM
30HBI IPUEMKH, UCIIONB3yEMbIE ISl IPOBEPKU MOJYYSHHON IIPOIYKIIHH.

B 30H€e npreMKku 10JDKHA OBITH IPEAYCMOTPEHA OUUCTKA TaPHL.

34. HeoOxoguMo  o0ecrnieduTh  HajqMude  OXPaHHOM  CHUCTEMBI,
MO3BOJIAIOLIEH IPEeAOTBpallaTh HENpaBOMEPHOE MPOHUKHOBEHHE B JIIOOBIE
MIOMEILIEHUS ¢ KOHTPOJMPYEMBIM AocTynoM. IIpenynpenurenbrbie Mepsl, Kak
IIPaBUJIO, NOJIKHBI BKIIIOYATh B ce0sl OXPaHHYIO CHTHAJIM3AIMIO ¢ CHCTEMOM
MOHMTOPHHIA U NPONYCKHOH peskuM. [loceTuTenu He JOKHBI HAXOIUTHCS B

IMOMCIICHU X 0e3 COIMPOBOXACHUA.
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35. Ilomemiennss 1 oOOpylOBaHWE [JIs XpaHEHHUS MO/KHBI OBIThH
YUCTBIMH, B HUX HE JIOJDKHBI HAKaNJIUBaThCS MBUTh B Mycop. JIO/OKHEI OBITE B
HAJIMYUU [IPOrpamMMBl, JOKYMEHTHPOBAHHBIE IPOLENYPEI, 3alIUCH 110 OUHCTKE
noMeuieHuii 1 obopynoaHus. OOopynoBaHHe, WHBEHTAph M MaTepPUAJIEI,
UCIONIb3yeMble Uit YOOpku  (OYMCTKH), a TaKKe MOIOUHE U
Ae3UHQUUUPYIOIIKME CpelICTBA JODKHBI BBEIOMPAThCs, HCIOJB30BATHCS U
XPaHUTBCA TakuM 00pazoMm, 4UYTOOBI OHM HE SBWIMCH HCTOYHHKOM
KOHTaMHUHAaIHH.

36. Ilomerienus: JOJDKHBI OBITH CIIPOEKTHPOBAHEI H OCHAIIEHBI TAKUM
obOpa3oM, 4YTOOBI oOOecredyuTh 3alUTYy OT TPOHHKHOBEHHS HACEKOMBIX,
I'PBI3yHOB WM APYruX >KUBOTHBEIX. [lomkHa OBITH paspaboraHa mporpamMma
NpOQHIAKTUYECKOTO KOHTPOJIS BpeAUTEIEH.

37. KoMHaTel OTABIXa, TapiepoOHBIC KOMHATHI, JYIIEBBIE M TyaJeThl
JUsl paOOTHUKOB JOJKHBI OBITH HaJIeKaluuM o0pa3oM OTAENEHBl OT 30H
xpa"eHus. Hamnume muiieBbIX NMpPOAYKTOB, HANMTKOB, TAOAUHBIX H3JIEIIH,
a TaKKe JIEKApPCTBEHHBIX CPEACTB JUIsl JIMYHOIO HCIIONh30BaHUS B

IMOMEIICHHMAX CKJIaZla 3allpCIIcHoO.

3.2.1. KonTpossp 3a TeMnepaTypoil 1 yCIOBHIMHU
NIPOU3BOJCTBEHHON CPEIBl TOMEIEHUSI

38. lomxkHbl OBITH B HaNMYUM COOTBETCTBYIOIIEE OOOpyIOBaHHE,
a TakkKe PpEerIaMEeHTUPYIOUIME IpoLenypbl JOKYMEHTHl (HampuMmep,
CTaHJApPTHBIE OIIEPALIMOHHBIE IPOLEIYPBl) JUISi KOHTPOJSA 3a YCIOBUSMH
IIPOU3BOACTBEHHON Cpe/Ibl IOMEILICHHSI.

K yciioBusM npou3BOICTBEHHON CpeAbl IOMEIICHHUS, KOTOpPhIe MOTYT
noTpeOoBaTh KOHTPOJIsl, OTHOCSTCS] TEMIIEPATYPA, OCBEIIEHHOCTH, BIAXKHOCTE

U YUCTOTAa B ITOMEIIEHUAX.
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39. Heobxonumo BBITIOJIHUTH MepBOHAYAJILHOE H3y4YeHHe
pacrpezeiieHuss  TeMIeparypel  (TeMIeparypHoe  KapTHpOBaHHE) B
IIOMEIIEHUAX [l XPaHEHWsl Tepe] HauyajoM WX HCIIONL30BaHUS C
COOIIONEHMEM  YCJIOBUH, OTpaKaroIMX  MapaMeTphl  3KCIUTyaTallVH.
OOGopynoBanue [Uisi KOHTPOJIS TeMIIEpaTypbl IOJDKHO OBITH pa3MEIIEHO B
COOTBETCTBHUU C pe3yJibTaTaMM aHalIM3a TEeMIEpaTypHOro KapTUPOBAaHHUS B
TOYKaX HanuboJee 3HaYUTEeNILHOTO KOeOaH s TeMIIepaTy PEI.

TemneparypHoe  KapTHpoBaHHE  HEOOXOMUMO  TOBTOPATL B
COOTBETCTBUU C pe3y/lbTaTaMy aHalli3a PUCKOB WM B CJIy4ae CyIIeCTBEHHBIX
U3MEHEHMH B yCTPOMCTBE IIOMEIIEHHs WM OOOpYIOBaHMM JUISl KOHTPOJIS
TeMIIEpPaTyphl.

B cnyyae ecnu miomaab omelleHrud, UCTIONb3yeMBIX IS XpaHeHHs
NpU KOMHATHOM TeMIeparype, He IIPEeBBIIaeT HECKOJbKHUX KBaJIPaTHBIX
METPOB, JOIDKEH OBITb IPOBEJEH aHalM3 TOTEHIMAJIBHBIX PHCKOB
(HampuMep, HaJIWYMs OTONMMTENBHBIX NPUOOPOB) U obOpymoBaHMEe s

KOHTPOJISI TEMIIEPATyphl IODKHO OBITH pa3MelleHO B COOTBETCTBHH C

pe3yJibTaTaMH aHaJIKu34a.

3.3. O6opynoBanue

40. ObopynoBaHue, OKa3bIBAIOLICe BIHUSHHE Ha  XpaHEHHE U
pealM3alMio JIEKAPCTBEHHBIX CPENCTB, IMPOEKTUPYETCs, pa3Meliaercs Hu
o0CIIy’kMBaeTCsl  COMMACHO  HMHCTPYKIUSM TI0 €ro  MCIOJIB30BAHMIO
(oxcrutyarauuu).  JlomkeH  OBITH  yTBEP:KOEH  IUIAH — TEXHUYECKOTO
00cIly>kMBaHUsl HauOosee 3HAYUMOTO JJISl BBIOJHEHUS] COOTBETCTBYIOIIMX
olnepanuii 000pyaOBaHUS.

41. ObopynoBaHue (CpeAcTBa U3MEPEHHH), HCHOJIB3YyeMOE IS

KOHTPOJISI HJIIM MOHHTOPHHI'a YCHOBHﬁ XpPaHEHUsI JICKAPCTBCHHBIX CPCICTB,



19

JIOJDKHO OBITH MOBEPEHO B TOPSIIKE, YCTAHOBJICHHOM 3aKOHOAATELCTBOM
rOCYapCTB-YICHOB, U OTKalIMOpOBaHO B OMNpe/eleHHbIe MEKIIOBEPOUHBIE
UHTEPBalbl MCXO/Isl U3 aHAJIKM3a PUCKOB M HAJCKHOCTH 000pYyIOBaHUS,

IIpu kanuOpoBke oOopymoBaHHS JODKHA OBITE  oOecrieyeHa
METPOJIOTHYECKasi  NPOCIEKUBAEMOCTh  HCIONB3YEMBIX  OTAJOHOB K
HallMOHAJIBHBIM MM MEXAYHAPOIHBIM 3TalIOHAM €IUHUI] BEJIUYHH.

42. JIns omnepaTMBHOTO BEHISIBJICHUS] OTKJIOHEHUH OT TpebyeMbIx
YCIIOBH XpaHeHUs: HeOOXOUMO HCIOIB30BATh COOTBETCTBYIOIIHME CHCTEMEI
CUTHAJIM3alMU. YPOBEHb  OIOBEIEHHWs JOUKeH OBITh  yCTaHOBIIEH
COOTBETCTBYIOIIUM  oOpazoM.  CuHcTeMBl  CHTHAIM3alMM  JOJKHEI
NEepUOAMYECKH TECTHpPOBAaThCs ISl  OOECTEeUeHHs WX  HaJUIekKaIero
GYyHKIMOHUPOBAHHUS.

43. Onepany O PEMOHTY, OOCIIY)KUBaHHIO, NOBEpKE U KaauOpOBKe
o0opynoBaHUs JODKHBL OCYIIECTBISATHCS TaKHM 00pa3zoM, 4TOOBI KayeCTBO
JIEKapCTBEHHBIX CPEJCTB HE MOJABEPrajioch HETaTMBHOMY BIMsHHIO. [lpu
HEOOXOMMOCTH JODKEH OBITh CO3/1aH pe3epBHBIA  (OHJ MPHTOAHBIX
00opynoBaHUS U CPEACTB U3MEPEHUM IS UCIIOIB30BAHHSI BO BpEMsI PEMOHTA,
o0CITyKUBaHUS WJIH TTOBEPKH.

44. Onepauuu 1Mo peMOHTY, OOCTY>KHMBAHHMIO U KaJIMOpOBKe Hambojee
3HQUUMOTO O0OpYOBaHMS [OJDKHBEI OBITH COOTBETCTBYIOLIUM 00Opa3zoM
NOKYMEHTaJIbHO OQOPMIIEHBI, JOKYMEHTAIMS JIOJI’KHA ObITh COXpaHeHa.

K Haubonee 3HaunMomy 00OpYHOBaHMIO OTHOCSTCS KOHIHIIMOHEPHI,
XOJIONWIIbHEIE KaMephl (XOJOAWJIBHHUKH) WM YCTPOWCTBA, OXpaHHAs H
MOXKapHasi CUTHAJIM3alMsA, CHCTEMBbl KOHTPOJSI JOCTYIA, BEHTHIISIIMOHHAs
CUCTEMA, CHUCTEMa  yBIAXHEHUST MW  (MIM)  OCyIIeHHS  BO3[yXa,
TEPMOTUIPOMETPHI (IICHUXPOMETPHI) WM MHOE 000pYIOBaHUE, UCTIONB3YEMOe
JUIsL PETUCTpalldd TeMIepaTypbl M BIXHOCTH, a Takke 000pyldoBaHHE,

HCIIOJIB3YEMOC MJIA TPAHCIIOPTHUPOBKH.
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3.3.1. KoMnbroTepu3upOBaHHEBIE CUCTEMBI

45. 1lepen HauanoM HCIONB30BaHUS KOMIIBIOTEPHU3UPOBAHHON CHUCTEMBI
HeoOXOAMMO  MPOAEMOHCTPUPOBATHL €  MOMOLIBIO  BalWAalMM WX
BepU(UKAIMK, YTO CHCTeMa CIOCOOHA MONMy4yaTh 3aJaHHbIE Pe3YJIbLTaThI
TOYHO, €EAMHOO0PA3HO U BOCIIPOU3BOJUMO.

46. JlojokHo OBITH B HAJWYMM IMHMCBMEHHOE JE€TAJbHOE OIHCAHHE
KOMITBIOTEPU3UPOBAHHON cUCTEMBbI (BKITHOYAs 110 BO3MOXKHOCTH JHArPaMMBI).
Takoe omnucanue AODKHO IOANEPKUBATBCS B aKTYyaJIbHOM COCTOSIHUM U
JOJDKHO BKJIIOYATh B ceOsl MPUHIMIIL, L[eNId, Mephl Oe30IacHoCTH, 00IacTb
IPUMEHEHHSI 1 OCHOBHBIE (DYHKIIMOHAJIbHBIE 0COOEHHOCTH, a TaKXke MOPSII0K
MCTIOIB30BaHMs U UHTepdeic AT B3aUMOIeHCTBHSI ¢ APYTUMH CHCTEMaMHU.

47. BRog [MaHHBIX B KOMIIBIOTEPU3UPOBAHHYIO CHUCTEMY WM HUX
MU3MCHEHHE JIOJDKHBI OCYILECTBIISATHCS TOJIBKO paboTHUKaMH,
OTBETCTBEHHBIMHU 32 JIaHHBIH Bu padoTel. KoMnbloTepu3npoBaHHas CUCTEMA
NOJDKHA pPEerucTpUpoBaTh BCe HW3MEHEHUs B CHCTeEME C yKa3aHHeM
110JIb30BaTEIIsl, COBEPLIAIOLIETO OTH U3MEHEHHUSL.

48. JlomkHbl OBITH MpelyCMOTpPeHbl (U3HUYECKHE WU DJIEKTPOHHBIE
CpeACTBa JUIsl 3allUThl JAaHHBIX OT CIy4YallHOrO WJIM HEMpPaBOMEPHOTO
BHECEHHUS! HW3MEHEHUH. JlOCTYNMHOCTh COXpPAaHEHHBIX [JaHHBIX JIOJDKHA
peryisipHo mnpoBepsiThes. HeoOxonumo Ha perynsipHOH OCHOBE CO3JaBaTh
pe3epBHBIE KONMM COXPAaHEHHBIX JaHHBIX. Pe3epBHBIE KONMM JaHHBIX,
BBEICHHBIX B KOMIIBIOTEPU3UPOBAHHYID CUCTEMY, JOJDKHBI XPAaHUTHCS B
COOTBETCTBUM  CO  CPOKamH, YCTAHOBJIEHHBIMH  3aKOHOAATEIHCTBOM
roCylapCTB-WIEHOB, HO HE MEHee 5 JieT, B U30JIMPOBAHHOM U 0Oe30macHOM
MecTe.

49. lomxHbl  OBITH MPEAYCMOTPEHBI MPOLEAYPHI, OIMpeestoIIe
HOpsiAOK AeifcTBUil B ciydae cOoeB B paboTe CHCTEMB! WIIM BBIXOAA €€ W3

CTpOA, a TAKKE MEPHI IO BOCCTAHOBJIIEHUK) TdHHBIX.
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3.3.2. Kpanudukanus v BaJauIaius

50. Opranuzanusi J0DKHA OMNPEISTUTh KIIoueBoe OOOpymIOBaHHE U
MPOIIECCHI, KOTOPhIE MOJIEkKAT KBATU(UKAIIUKA U (MIIH) BaJUJALUK C LEJIbIO
NOATBEPXKJICHUS  HaJUlekallero MoOHTaxa M oSkcrutyaramud. OO0bem
MPOBOAMMBIX pPabOT MO KBAMU(pUKAIMM K (WIM) BamuAalUud (HampuMep,
XpaHeHHUe, MOJATOTOBKAa K OTTPYy3Ke M YIAKOBKa) OMpEIesieTcsi Ha OCHOBE
JOKYMEHTaJIbHO 0(OPMIICHHOTIO aHAJIM3a PUCKOB.

OO6opynoBanue 1 NpoOLECCHl JODKHEI OBITh KBaTU(QHUIIMPOBAHLI U (WJIN)
BaJIMIMPOBAHEI 10 Hayaja dKCIUTyaTallil UK Mociie JI000ro 3HaYuTeIbHOTO
U3MEHEeHUs (HarmpuMep, ocjiae peMOHTA UM TEXHUYECKOTr0 00CTy KIBAHHS).

IIpoBenenue BanumaUMy WM KBaMU(pUKALUA O0(QOPMIISETCS OTYETAMH,
B KOTOPHIX JOJKHEI OBITH 0OOOIEHBI TOIMYYEHHBIE PE3YIBTAThl, a TaKKe
JaHbl OOBACHEHUS BLISIBICHHBIM OTKJIOHEHHSIM.

51. OTKIOHEHUs] OT YCTAHOBIIEHHBIX TMPOLEAYP JOKYMEHTaJIbHO
oopMIISIOTCS, pa3padaTbIBAlOTCS Mephl, HAIIPaBIIEHHBIE HA UX YCTpaHEHHe,
a TaKXe Ha MpeloTBpalleHue UX MOSBICHUs B OyayuieM (KOPpEKTHPYIONIHE 1
npeaynpexaaomue  JeicTBus). HeobxomumocTh OCYUIECTBIICHHUS
KOPPEKTHUPYIOIIKX U IIPEAYIPEKAAIONMUX TEACTBUMN ONPENEIAETCS HA OCHOBE
CTaTHUCTUYECKOrO IPOTrHO3MpoBaHus (mpuMmeHeHue baifecoBckux mopenei
MIPOTHO3UPOBAHUS), MPUMEHEHUs KOHIENIUKN aHanmu3a (apMmareBTUYeCKHX
PUCKOB M HHCTPYMEHTOB IO YIPABIEHUIO pPHCKaMH, IPUBEIEHHBIX B
OpaBWJiax HaJJieXkalled MPOU3BOACTBEHHON MpakTUKu EBpasuiickoro
HKOHOMHMYECKOTro coro3a. JlomkHbl OBITH  MOJNIyYEHBl  JOKa3aTebCTBA
YCIIEIIHON BaJWAallMM M MPUEMJIEMOCTH Ipoliecca WM O0OpyHOBaHHMS,

KOTOPBIC YTBEPIKAAaOTCsI COOTBETCTBYIOIIHMMH paGOTHHKaMH.
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4. JlokymMeHTaLUst
4.1. IlpuHuun

52. Hagnexamass AOKYMEHTAUMsl SIBJSETCS HEOTHhEMJIEMOM YacTbiO
CUCTEMBI KayecTBa. 3aflayaMHu JTOKyMEHTAllUU SIBJSIOTCS IpeloTBpalleHne
OIIMOOK, KOTOpble MOTYT BO3HUKATh BCIICACTBHE YCTHOW KOMMYHHKAIIHH,

H OTCICKHBAHHUEC OTHCJIBHBIX onepauuifl B IIpoHecce ,E[HCTprI6I:}O]_IHI/I

JIEKAPCTBEHHBIX CPEJICTB.

4.2. O6ume TpeboBaHMS

53.K  [QOKyMEHTaUMH  OTHOCATCS:  INUCBMEHHBIE  TPONEAYPHI,
UHCTPYKLMH, JOTOBOPBI, 3aMIUCH, OTUYETHI, IPOTOKOIBI UCIBITAHUN U OpyrHe
OyMa’kHBle WM D2JIEKTPOHHBIE HOCHUTENH HUHPOPMALMH, HA KOTOPHIX
PErUCTPHUPYIOTCS NaHHbIE. JJoKyMeHTalus JoKHa OBITh JIETKO JOCTYITHA IS
nepcoHaNa AUCTPUOBIOTOPa U BOCCTaHABIIMBAEMA.,

54. O6paboTKa IEepCOHAIBHBIX JaHHBIX PaObOTHUKOB TUCTPUOLIOTOpA,
UL, HaIpaBUBIIMX IPETEH3UHU, a TAKXKe JIIOOBIX ApYrux (HU3NYEeCKUX JIHIL
OCYUIECTBIISIETCSI B COOTBETCTBUM C TpeOOBAaHUSAMH 3aKOHOJATENILCTBA
roCyJapcTB-4ICHOB, MPEAYyCMaTPUBAIOIIUMHU TOPSAOK 00pabOTKH, XpaHEeHuUs
IIEPCOHANBHBIX JAHHBIX, BKJIKOUas Niepeaady IepCOHAIbHBIX TaHHBIX TPEThUM
JULIAM.

55. JlIokyMeHTalus AOJDKHA B JIOCTAaTOUYHOW CTENEHHW OXBaThIBaThb BCE
MPOLECCH, BBIIONHAEMBbIE TUCTPUOBIOTOPOM, U OBITh MOHATHOW pabOTHUKAM.
TexkcT [OKYMEHTOB [JOJDKEH OBITh OHO3HAYHBIM, HE JOMYCKAOIIHIM
JIBYCMBICJICHHBIX TOJIKOBaHUI 1 OIHOOK.

56. IIpouenypsl  OJMKHBI  OBITH  YTBEpPXKAEHBI, IOANMKCAHBI H
JATUPOBAHBl OTBETCTBEHHBIM JULOM. JlOKyMEHTauusi JOJDKHA OBITh
YTBEPKAEHA, MOANMCAaHA U JaTUpOBaHa CIelHaIbHO HA3HAYCHHBIMU JIMIIAMH,

COTIIACHO YCTaHOBJICHHBIM Tpe6OBaHI/IHM. HOKYMGHTB_HI/ISI HEC J0OJIKHa
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oopMIsTECS OT pyKU. B Tex ciydvasx, Korja BHECEHHE PYKOIMCHBIX
3anucel HeoOXoUMO, TOJIKHO OBITh MPEYyCMOTPEHO HATHUYHE HEOOXOMUMBIX
TIIOJIEH.

57. JIroOsle UclpaBiieHUs], BHECEHHbIE B JOKYMEHTAITHIO, JIOJDKHEI OBLITH
JaTHPOBaHbl U IMOMIHUCAHBI, UCIpPABIEHUS JOKHBI OBITH BHECEHBI TaKHM
00pazom, 4TOOBI COXpaHsIACh BO3MOYKHOCTH MPOYTEHHs IePBOHAYANBLHBIX
sanuceil. Ilpm HeoOXomuMoOCTHM cleAyeT yKa3bslBaTh IPUYMHBI BHECEHHS
UCIIpaBICHUM.

58. JlokyMeHTaLUsl  NOMISKUT  XpPaHEHHIO B  TEUEHHE  CpOKa,
YCTaHOBIIEHHOTO 3aKOHO/ATEILCTBOM I'OCY/IapCTB-YJIEHOB, HO HE MEHEE 5 JIeT.
IlepconasibHble JaHHblE pPAOOTHUKOB JIOMKHBI OBITH YHHUTOXKEHBI WIIH
00e3JIMYeHbl, KaK TOJIBKO WX XpaHeHUE TepecTaeT TpeboBaThes s Lenel
JUCTPUOBIOLINH IEKAPCTBEHHBIX CPENICTB.

59. Kaxnplii  paOOTHUK [JOKEH MMETh OIEPAaTUBHBIA  JOCTYII
K JTOKyMEHTallu¥, HEOOXONWMOH MJis BBINIOJHEHUS CBOMX JOJYKHOCTHBIX
00s13aHHOCTEH.

60. Ocoboe  BHHMaHWe  MJODKHO  VIAEIATHCS  HMCIOJIL30BAHHUIO
JEHCTBYIOIIMX M YTBEPXKIEHHBIX B YCTAaHOBJIECHHOM TMOPSIKE MPOIEIyp.
JomwkHBl OBITH 4YeTKo 0003HAueHBl HAWMMEHOBaHHME M II€JIb JOKYMEHTA.
JIOKYMEHTBI JOJDKHBI PEryisipHO TepecMarpuBaThbesi M TMOANEPIKUBATECS B
aKTyaJlbHOM cocTossHHU. K mporenypaM HeoOX0IUMO IPUMEHSITh KOHTPOIE
BEPCUI. JlomxHa CyIIECTBOBATh CHUCTEMA, IIpeloTBpaLlaroas
HENpeIHaMEPEHHOE  MCIIONB30BAaHWE  yTPaTUBLICH  CUJIBI  pegaKlUiu
JOKyMeHTa. YcTapeBIIME€ M YTpPaTUBIIWE CHIY peJakUud JOKYMEHTOB,
periaMeHTUPY IO X pOLETYPHI, JOJIKHBI M3BIMAaThCS U3
JOKYMEHTO000pOTa U apXUBHPOBATHCSL.

61. JIoJKHBI COXpaHATHCS 3aMUCH, OTHOCSIIHUECS K BBITIOJHEHHIO BCEX

JEUCTBUH, KacalolUXCs IIOIYyYEHHONM WM IOCTABICHHOM MPOMyKITHH,
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a TaKXe 3aliCH MO OKa3aHHIO OPOKEPCKUX YCiyr (Hampumep, 3asiBKM, CUETa,
TOBapHbIE HAKJIAJHbIE) WM JPYTHE 3aIHCH B 3JEKTPOHHOM BHJE WM WHOU
dbopme.

3anucy AOJKHBI BKJIIOYATh KaK MUHUMYM CIEAYIOUIYIO HH(OPMAIHIO:
JlaTta, HAMMEHOBaHUE JIEKAPCTBEHHBIX CPEJICTB, KOJIHYECTBO IIPHOOPETEHHBIX
WM IIOCTABIEHHBIX JIEKApPCTBEHHBIX CPEACTB, HAaMMEHOBAaHHME H ajpec
MOCTaBIIMKA, MOJydaTessl WM rpy3onoayyaress (B 3aBUCHMOCTH OT TOTIO,
YTO MPUMEHHUMO ), & TAK¥Ke HOMEP CEPHH.

3anmucu  JOJDKHBI  OBITH  CHIENaHBl HEMOCPEACTBEHHO B  MOMEHT

OCYILIECTBJIEHHS] COOTBETCTBYIOIIUX OIEpaIlnid.

5. IIponecc nucTpuOBIONIH IEKapCTBEHHBIX CPEICTB

5.1. ITpunuun

62. Bce nelicTBus OUCTPUOBIOTOpPA AOMAKHBI OCYIIECTBISTLCS TaKUM
o0pa3oM, 4yToObl He ObUIA yTpaueHa MJEHTHYHOCTh JIEKAPCTBEHHBIX CPEJCTB
U coOmopanuck TpeOOBaHHWs, yKa3aHHbIE Ha YNAaKOBKE JIeKapCTBEHHEIX
cpencTB. JUMCTpHOBIOTOpP HOJKEH NPUHUMATh HEOOXOAMMBIE MephI [iist
MUHUMHU3aLUAN pHcKa NIPOHUKHOBEHHSI (panbcuduIUpoBaHHbBIX
JIEKAPCTBEHHBIX CPEJICTB B IEMb Peali3alliH.

63. [lucTpuOpronyy MOANEKAT CleAyIOolIUe JICKAPCTBEHHbIE CPECTBA:

a) 3aperuCTPUpPOBaHHBEIE B  COOTBETCTBUU C  3aKOHOJATENHLCTBOM
rOCylapCTB-WIECHOB;

0) 3aperucTpupoBaHHbIE B COOTBETCTBMM C AaKTaMHU, BXOISIIMMH B
npaso Coro3a;

B) HE3apeTHCTPUPOBaHHbIE U (WJIKM) BBO3UMBIC (BBIBO3HMEIE) B
COOTBETCTBUU € 3aKOHOJATEJLCTBOM TOCYJApPCTB-UJIEHOB M aKTaMH,

BXOASIIAMHU B IIpaBo Coro3a.
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64. Iuctpudsotop, KpoMe Aepikarelis (Blajenblia) perucTPaldoHHOro
YIOCTOBEpPEHHS (Toprosoi JTULEH3UH ), KOTOPBIH npuodperaer
JIEKapCTBEHHOE CPENICTBO B JIPYTOM rocyaapcTBe-ujieHe, 00sS3aH YBEJOMUTE O
CBOEM  HaMepeHHMH  Jepxkarenss  (BUagenblla)  PETHCTPALMOHHOIO
YAOCTOBEPEHHUs, a TAKXKe YIIOJIHOMOYEHHBI OpraH rocynapcrBa-ujieHa, B
KOTOPOE MPEAINOaraeTcst IOCTaBUTh JEKAPCTBEHHOE CPENICTBO.

65. JItoOble  JieficTBHS,  BBIIOJNHSEMEIE  COIVIACHO  ITOJIOYKEHHSM
HACTOSIILIEr0 MoJpas3fienia, JO/UKHBI  OBITh  TMOJHOCTBIO  OIHCAHBl B

COOTBETCTBYIOLIEH TOKYMEHTAIIMK CHCTEMbI Ka4eCTBa.
5.2. OreHka IIoCTaBIUKOB

66. lucTpubptoTop 00s13aH MOMyYarhk JICKAPCTBEHHBIE CPENCTBA TOJILKO
OT OpraHu3alui, UMEIOIIUX pa3pellieHrue Ha OCYILIECTBIEHUE AEATENLHOCTH
10 NPOU3BOACTBY HIIH JUCTPUOBIOLMK JIEKAPCTBEHHBIX CPENCTB, BLIZAHHOE
YIOJTHOMOYEHHBIM OPTaHOM.

Huctpubprotop, MpHoOpeTaromuii JIeKapcTBEHHBIE CPEJICTBA Y APYToro
IUCTPUOBIOTOPA, TOJDKEH YIOCTOBEPUTHCS, YTO MOCTABIIUK JIEKAPCTBEHHBIX
CpelcTB cobuofaeT TpeOOBaHUS HaIekKalleld TUCTPUOBIOTOPCKON MPaKTHKH
M MMeeT pas3pelleHHe Ha OCYIIECTBJICHHE IaHHOrO BHJA JESTEILHOCTH,
BBIJIAHHOE YITOJHOMOUYEHHBIM OpPTaHOM.

Ecnu nocraska 1eKapcTBEHHBIX CPEJICTB OCYIIECTBISETCS IIPH YUACTHH
Opokepa,  OUCTPUOBIOTOpP  HOJKEH  YOOCTOBEPUTHCH, YTO  OpOKep
3apErUCTPUPOBAH B YCTAHOBICHHOM MOPSIIKE.

67. MeponipusiTusi MO OLIEHKE M OJOOPEHHIO ITOCTABIIMKOB JOJIMKHEI
OBITH BBIMOJIHEHBI JUCTPUOBIOTOPOM 10 MNPUOOPETEHHs JeKapCTBEHHBIX
cpenctB. JlaHHBIE MEPOTIPUSTHUS NOJDKHBI OCYIIECTBISATHCS B COOTBETCTBUH C
YTBEP)KIEHHOH MpPOLENypod, HUX pe3yJbTaTbl JOMKHBI  O(QOPMIIATHCS

HAOKYMEHTAJILHO U IIEPUOAUYECCKH ITPOBEPATHCA.
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68.1lpu moammcaHuu AOrOBOPOB C  HOBBIMH  MOCTaBIIMKAMHU
OpraHu3anusl JO0/DKHA IPOBOJUTH HAJJIEKALIYIO MPOBEPKY MOCTaBIIMKA C
LIeJIbIO NIOATBEPKIIEHUSl €T0 KOMIETEHTHOCTH, HAIEKHOCTH U COOTBETCTBUS
yCTaHOBIIEHHBIM TpeOoBanusM. Ocoboe BHUMaHHE HEOOXOOUMO YAENSAThH
clenyromuM (hakTopam:

a) pemyTanus ¥ (K1) HaJIe)KHOCTh TIOCTaBIIUKA;

0) npeisyoxkKeHust 1Mo TOCTaBKe JIEKapCTBEHHBIX CpPEACTB, Hambosee
MOJIBEP)KEHHBIX (PaTbCHPUIIHPOBAHHUIO;

B) IPEIJIOKEHUST IO IOCTaBKe OOJIBLIIONW TapTUH JIEKApCTBEHHBIX
CPEeICTB, OOBIUHO TOCTYITHBIX TOJBKO B OTPAHHYEHHOM KOJUYECTBE;

I') IEHOBBIE MPETI0KEHUS, HE COOTBETCTBYIOIINE PHIHOYHEIM.
5.3. Ouenka 3aka34yuKoB (TmomyyaTesneii)

69. lucTtpuObtoTop  00si3aH  yJOCTOBEPHUTHCS,  4YTO  ITOCTaBKa
JIEKaPCTBEHHBIX CPEJICTB OCYLIECTBISETCS TOJBKO OpPraHu3aisaM, KMEIOIIM
pazpenieHue  (IMIIEH3WIO) WM HWHBIE 3aKOHHBIC  OCHOBAaHMS IS
OCYIIECTBJICHHs J€ATEIbHOCTH, OTHOCALIEHCS K 00pallleHUIO JIeKapCTBEHHBIX
cpencts Ha peiHke Coro3a.

70. K nepBoHayajabHON M MOCHENYIOIHUM MEPHOIUIECKHM OLICHKAM
BBIIOJIHEHH Sl YKa3aHHBIX TPEOOBaHUM OTHOCSATCS CIIEAYIOIIHNE NeHCTBUS:

a) MoJIy4eHHEe KO COOTBETCTBYIOIIMX pa3peLiCHUH (JIMIEH3HI);

0) oLleHKa TOAMMHHOCTU CBEIEHHUM, comepiKalmMxcsi B JOKyMEHTax,
oInyONMKOBAaHHBIX Ha CalTaX COOTBETCTBYIOIIMX OPraHOB rOCYIapCTBEHHOM
BJIACTH B UH()OPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOU ceTH «MHTepHET»;

B) 3a11poc JIOKYMEHTOB, NOJITBEPIKIAIOIIUX KBaJTHMQUKAIHIO
noJiyyaresnsi WIM HaJdyde IIpaBa Ha OCYLIECTBIICHHE JIeSITEIbHOCTH,
OTHOcCsIIelcs K oOpallleHHIO JIEKapCTBEHHBIX cpelcTB Ha peiHke Corosa,

B COOTBETCTBHUH C 3aKOHOAATEIBCTBOM I'oCyYAapCTB-YJICHOB.
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71. JuctpubproTop OTCJIE)KUBAET OCYILECTBIISIEMbIE CHENKU
U IPOBOJUT PACCIIENOBAHUS B OTHOIICHUM JIOOBIX OTKJIOHEHHMH B LIEMOYKE
peanu3anuid HapKOTHYECKHX CPEJCTB, NCUXOTPONHBIX BELIECTB U JIPYTHX
OMAacHBIX BemlecTB. lIpM BBIABIEHMHM OTKIOHEHHH OT NPOMHCAHHOMN
OpoLEeNyphl  peanu3alldd, KOTOpble MOTYT O3HA4aTh HCIIOJIL30BAHUE
JIEKApCTBEHHBIX CPEJICTB HE 10 HAa3HAYEHWIO, JOJIKHBI IPOBOJMUTLCS
pacciiegosanus. O pesynpraTax pacciaeJOBaHUI JODKHBEI OBITH YBEIOMIICHBI
YIIOJIHOMOYEHHBIE OPTaHbl FOCY1apCTB-YJICHOB.

72. IuCTpHOBIOTOPOM JIOJKHBI OBITH TIPHHATH MEPHI 110 00ECIEUEHUIO
BBINIOJIHEHUSI TpeOOBaHWH B OTHOIIEHWH OOpAIleHHs JIeKApCTBEHHBIX
cpencts  Ha  pblHKe Coro3a, YCTaHOBJIIEHHBIX  3aKOHO/IATEIHLCTBOM

rOCyIapCTB-YIEHOB U aKTaMH, BXOASIIMME B IipaBo Coro3a.
5.4. IIpueMka nekapCTBEHHBIX CPEJICTB

73. OCHOBHBIMH 3ajlayaMK ONepalud 10 TPHEMKE JIEKAPCTBEHHBIX
CPEJICTB SIBJSIIOTCS CIIeIYIOITHE:

a) IpOBEPKA COOTBETCTBUSI NPUHUMAEMBIX JIEKAPCTBEHHBIX CPENCTB
TOBapOCOIPOBOIUTENLHON TOKYMEHTAIUH;

0) nmpoBepka MOJIyYeHHsl JTEeKapCTBEHHBIX CPEJICTB OT YTBEPIKIEHHOI'O
[IOCTaBLIMKA;

B) IPOBEPKA OTCYTCTBUSI BHUIMMBIX TOBPEKIEHHUH, KOTOpbIE MOTJIH
BO3HHMKHYTb B IIPOIIECCE TPAHCTIOPTUPOBKH.

74. JlexapCcTBEHHBIE CpPECTBa, TpeOYyIOUIHe CHEHaIbHbIX YCIOBHM
XpaHeHHUs UK Mep Oe301aCHOCTH, JODKHBI IPUHUMATECS B IEPBYIO 0Yepe/h
M I0CJ€  BBHIMOJHEHUS HEOOXONUMOW  TPOBEPKH  HODKHEI  OBITH
He3aMeJUTMTEIBHO IIEPEMEILEHE] B COOTBETCTBYIOIIYIO 30HY XPaHEHUS.

75.Cepun  JIEKapCTBEHHBIX  CpPEACTB,  MpeaHA3HAUYeHHBIC s

pealiM3allvil B paMKax COEOS&, HC NOJDKHBI HallpaBJIATLECSA B 30HY pealu3aluu
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0 TOro, Kak B COOTBETCTBHM C IIMCbMEHHBIMHM MpoleaypamMud Oymaer
YAOCTOBEPEHO  BBIMOJHEHHE  BceX  TpeOOBaHWHM,  YCTAHOBJIEHHBIX
3aKOHOJATEIbCTBOM TOCYNapCTB-YWICHOB M aKTaMM, BXOASIIUMH B IPaBoO
Coroza. [lns cepwii, mocTynarmomux U3 JApPYyroro TrocCyaapcTBa-dieHa,
JOKasaTesbCcTBa Jomycka Ha peiHOK (Coro3a 10 HMX TNOMEIIeHHs B 30HY

peai3an JOJIKHBI OBITE TINATCJIBHO NPOBEPECHEI IIEPCOHAJIOM, OGyIIeHHBIM

HaJJIeXKaIIuM 00pa3om.

5.5. Xpanenue

76. JlekapCTBEHHBIE  CpeJICTBA M IIpH  HEOOXOAMMOCTH  JApyras
MEJULUHCKAsT NPOJYKLUSA JOJDKHBL XPaHWUTbCS OTHEITBHO OT JPYrUX
IPOAYKTOB, CIOCOOHBIX OKa3aThb HAa HUX BIHSHHE, U JOJDKHBl OBITH
3allUINEHBl OT BPEIHOI'O BO3JCHCTBHUSI CBETa, TEMIIEPATYpPHI, BIAXKHOCTH U
JApyrux BHeWHuX ¢akTopoB. Ocofoe BHUMaHHWE CIEIYeT VIAENSATh
JIEKapCTBEHHEIM CPEJICTBAM, TPEOYIOIIUM CIIEIUANIBHBIX YCIOBUN XpaHEeHH sl

77. TpancnoptHas Tapa ¢ JIEKAPCTBEHHBIMH  CPEICTBAMH  IIpH
HeOOXONMMOCTH  JO/DKHAa  OBITh  OuMINEeHA  Iepe]  pa3MelleHHEeM
JIEKapCTBEHHBIX CPEJICTB HA XpaHEHHE,

78. Criajickue onepanyu JODKHEI 00ecreYnBaTh TpeOyeMble yCIoBHs
XpaHeHus], a TaKKe Mephl 0€30MacHOCTH.

79. IucTpuOBIONUS JICKAPCTBEHHBIX CPeACTB (OTTPy3Ka) JO/KHA OBITH
OpraHu30BaHa TAKMUM 00pa3oM, YTOOBI JIeKApPCTBEHHEIE CPENCTBA ¢ MEHBIINM
CPOKOM I'OJHOCTH OTIpYy»anuchk B nepsyro ouepens (FEFO — first expire first
out).  OrTkioHeHMss  OT  JaHHOrO  TpeOOBaHWUS  JO/DKHBI  OBITH
3a8JJOKYMEHTHPOBAHEI.

80.Ilpu XpaHeHHH JIeKapCTBEHHBIX CPEACTB U OOpALIEHMM C HUMH
JIOJDKHBI  OBITH NIPUHATEL MEpbl, HaNpaBlIeHHBIE HA MPEJOTBpAIlCHUE

PaCChITIaHus, HapylmCcHUus OCJIIOCTHOCTH YIIaKOBKH, KOHTaMHHalluH
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U IepenyThiBaHHs. JIekapcTBEHHBIE CpeAcTBAa HE JODKHBI  XPAHUTHCS
HETIOCPENCTBEHHO Ha I0JIy, 3a MCKJIKYEHHEeM CiIy4yaeB, KOTha YIlaKoBKa
CIIELMalbHO pa3paboTaHa JUIsl Takoro XpaHeHus (Hampumep, OauIOHBI
C MEJIUIIMHCKUM Ta3oM).

81. JlexapcTBeHHBIE CpENCTBA, CPOK TOJHOCTH KOTOPBIX HCTEK,
JOJDKHBI OBITh HE3aMeIIMTENbHO H3BSITHl U3 KATerOPHH IPUTOJHBIX IS
MOCTaBKU MO0 (pu3ndecku (M30JUPOBAHBI B CIICHUAIBHOM MMOMEIIEHUH I
30H€  XpaHeHHs), JiubGo ¢  TOMOIIBIO  BNEKTPOHHBIX  CPEJNCTB,
o0ecreynBaloIUX SKBUBATIEHTHYIO M30JISIIHIO.

AHanM3 CKIQJCKUX 3alacoB JIOJKEH IPOBOAUTECS PETYJISPHO B
COOTBETCTBUM C TpeOOBAaHUSIMU 3aKOHOJAATENbCTBA TOCYAAPCTB-UJIEHOB.
BelsiBiIeHHBEIE OTKIIOHEHMS! JOJDKHBI OBITh JOKYMEHTAIbHO O(OPMIIEHBI, U B

MX OTHOILLIEHHUH TOJDKHO OBITH MIPOBEACHO paccieloBaHue.
5.6. YHHUUTOXEHUE

82. JlekapCTBeHHBIE CPENCTBA, NMpeJHA3HAUEHHBIE IS YHHUTOMKEHUS,
HOJDKHBI  OBITh  HaaJekalM o0pa3oM TMPOMAapKHUPOBAHBI, XPAHHTHCH
OTJEJILHO B CHELMATBLHOM IIOMELIEHWHA WM 30HE, JOCTYIl B KOTOpHIE
OTpaHWYeH, INpPUA BTOM OINEpallMl C HUMM JOJDKHBI OCYIIECTBISTECS B
COOTBETCTBUH C MUCHbMEHHBIMU ITPOLIELYPAMH.

83. YHUUYTOXKEHUE JIOKHO OCYIIECTBISATHECI B COOTBETCTBHH C
3aKOHO/IaTEILCTBOM rocyJ1apCTB-4JIEHOB UJIH IPUMEHUMBIMHU
MEeXYHapPOIHBIMHU TpeOOBaHUSIMH B OTHOIIIEHUH oOparieHusl,
TPaHCIIOPTUPOBKU U YHUUTOXKEHUS JIEKAPCTBEHHBIX CPEJICTB.

3anucu 00 YHHUYTOXXEHUHW [IOJDKHBI XPAHUTBCS B TEUCHHE CPOKa,

YCTAaHOBJICHHOT'O 3aKOHOAATEIbCTBOM IroCcy1apCTB-4JICHOB.
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5.7. lloarotoBka K oTrpy3Ke

84. HeoOXoauMoO  KOHTpPOJIUPOBaTh, UTOOBI K  OTIPY3KE OBLIN
IIOATOTOBJIEHBI 3aTpeOOBaHHBIE JIEKAPCTBEHHBIE cpeacTBa. Ha MoMeHT
NOJANOTOBKM K OTTPY3KE JIeKapCTBEHHBIE CpEJCTBA JOJDKHLEI MMETh

COIJIACOBAHHELIN MOJIydaTesIeM U OTIPABUTENIEM OCTAaTOUYHEII CPOK I'OIHOCTH.
5.8. IlocTaBka

85. IlocraBka JeKapcTBEHHBIX CPEICTB JOJDKHA COIPOBOKAATHCS
JOKYMEHTaMH, IIPEyCMOTPEHHBIMU 3aKOHO/IATEIbCTBOM TOCYIapCTB-UIEHOB
(cyer-pakTypa, TOBApHO-TPAHCHOPTHAs  HAKJIAAHAS, MEXKIyHapojHas
HakjajHas, WHBOWC, aBHaHaKJIagHas W Jp.). B  COIMpOBOIUTENLHEIX
JOKYMEHTaX JIEKAPCTBEHHBIX CPEACTB YKA3BIBAIOTCS CIEAYIOIIME CBEIEHHUS:
Jara, HaMMEHOBAaHHE JIEKAPCTBEHHOIO CpE/CTBAa, HOMEp Cepuu (ImapTuu),
IIOCTABJIIEMOE  KOJMYECTBO,  JleKapcTBeHHass  (GopMa,  JO3MPOBKA,
HaMMEHOBaHWE M  aJpec  IIOCTAaBLIMKA, HAUMEHOBaHHE MW  aJpec
Ipy30Ioay4aTes (anpec MecTa HaxOXACHHsI ONMTOBOTO CKIIaha, €CIM OH
OTIMYAETCS OT ajpeca IOPUAMYECKOro JIMIa), a TakkKe YCIOBHA
TPAHCIIOPTHUPOBKU U XPaHEHUSI.

3anucH 0 IOCTaBKe MOJIEKAT XPaHEHHIO TaKUM 00pa3oM, 4ToOkl Oklna

obecnedeHa NMpocIeKNBAEMOCTh IBUKCHUSI JICKAPCTBEHHBIX CPEICTB.
5.9. Dkenopt

86. Opranusanys, OKCHOPTUpYIOIIas JIGKapCTBEHHBIE  CPEJCTBA,
JI0JDKHA UMETh JIMLIEH3HUIO WM UHBIEe 3aKOHHBIE OCHOBAHMS B COOTBETCTBUH C

3aKOHOAATC/IbCTBOM TOCYAApPCTB-WICHOB IUIA OCYHICCTBJICHUA NEATCIBHOCTH
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MO JHUCTPUOBIOLMH  JIGKAPCTBEHHBIX  CPEJICTB WM  JIMICH3HIO Ha
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB.

87. Hacrosimue IlpaBuna npuMeHSIOTCS K 3KCTOPTY JIeKAPCTBEHHEIX
CPEICTB B I0JHOM 00beMe. Eciii skecroprupyemble JieKapCcTBEHHBIE CPeICTBa
He  3aperucTpupoBaHbl  Ha  Teppuropud  Coroza,  opraHuzainus,
OKCIOPTHPYIOIIAs  JIEKApCTBEHHBIE  CPEJCTBA, JOJDKHA  IPEAIPHUHSITH
HeOOXOIMMble MepHl, HalpaBlIeHHbIC Ha TpeJOTBpAllleHHe ITOCTYILIEHHS
JIAHHBIX JIEKAPCTBEHHBIX CPelNCTB Ha pHIHOK Coro3a.

IIpu JKCIIOPTE JIEKaPCTBEHHBIX CpPEACTB opraHuzarus,
OKCIOPTHUPYIOIIAs JIEKAPCTBEHHBIE CPENCTBA, JOJDKHA YIAOCTOBEPHUTHCS, UTO
IIOCTaBKa OCYLIECTBISACTCA B aApec JIHl, UMEIOIIMX 3aKOHHBIE OCHOBaHHS
[0JIy4aTh JIEKapCTBEHHBIE CPEICTBA B COOTBETCTBUU C 3aKOHOJATEIHCTBOM
COOTBETCTBYIOLIETO rocyjapcrea AN OUCTPUOBIOLKMHM  JAHHBIX

JICKapCTBEHHBIX CPEACTB.

6. IIperensuu, Bo3BpaT, NoJ03peHUs B haibCUPUKALIMK U OT3BIB
JIEKapCTBEHHBIX CPEJICTB U3 0OpalleHHS

6.1. Ipunimn

88. Bce mpeteH3uu, ciyyau BO3Bpata, Moao3peHus B hanbcudukaiuu,
a TaKXXe OT3bIB JIEKAPCTBEHHBIX CPEICTB M3 OOpalleHHs JIOJDKHBI OBITh
JOKYMEHTaJIbHO O(OPMIIEHBl M MPOAHAIM3UPOBAHEI B COOTBETCTBHM C
YCTaHOBJIEHHBIMU mponeaypamMu. CoOTBETCTBYIOIIME 3aMMMCH JIOJDKHEBI OBITH
TOCTYIIHEI YIIOJTHOMOYEHHBIM OpraHaM rocyaapcTB-uIeHOB.

89. OueHka BO3BpallEHHBIX JIGKAPCTBEHHBIX  CPEJCTB  JOJDKHA
OCYIIECTBIISITBCSL 10 NMPUHATHUS pellenusi 00 ux oJoO0peHuH sl TOBTOPHOM
nocraBku. Jlns ycmemHo# OopbObl ¢ danbcubukanueil JOKHEL OBITH

COTJIAaCOBAHHBIE JICMCTBHS BCEX YHaCTHHKOB LCIIH pealii3allhuu.
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6.2. I[Ipetensuun

90. IIpereH3un JOMKHBI OBITH 3aPETUCTPUPOBAHBI C  yKa3zaHHEM
clienyromell MH(OpManuKM: Jara TOJMYYEeHHs MPETeH3HHM, HAaUMEHOBAaHHE
OpraHu3aluyd WM (QaMuius, UM, OT4YeCTBO (IpWU HaJM4YWHU) JIMILA,
IpeAbsSBUBIIETO NPETEH3MI0, KOHTAKTHEIE JaHHbIe (HoMep TernedoHa u (akca
(py HANMWYKHK), ST€KTPOHHAsI [10YTA, a/ipec), HAMMEHOBAHUE JIEKAPCTBEHHOIO
CpelCTBa, JIEKApCTBEHHOH (POpMBI, 103MPOBKA, HOMEP CepHU U (UJIM) TapTHH,
o0beM, IpUYrHA MPEeTEH3UHU U TIp.

IIpu 3TOM HEOOXOMUMO pa3Nuyarh MPETEH3UH B OTHOIIEHWM KayecTBa
JICKapCTBEHHBIX CPEJCTB U TIPETEH3MH B OTHOIIEHUHM COOJIOEHHUs
TpeOOBaHUHN U YCIOBHH JUCTPHOBIOIINH.

O1. B ciydae ecnu ImpeTeH3Uss OTHOCUTCS K KAueCTBY JIEKAPCTBEHHEIX
CpPEeACTB  WIM  IpeAnojiaraercs  Haauuue  HeJoOpOKaueCTBEHHBIX
(banbcuUIMPOBAHHBIX) JIEKAPCTBEHHBIX CPEACTB, MPOU3BOMUTENL M (MIIN)
JepKaTellb PerucTPallMOHHOIO YIOCTOBEPEHHS JOJDKHBI OBITh YBEIOMIIEHEI
00 5TOM He3aMeITUTENBLHO.

92. B oTHOIIEHHHU NpeTeH3Uul 1o coOtoieHHnIo TpeOOBaHUH U yCIOBUi
JUCTPUOBIONMK  JIOJDKHO OBITH TNPOBENEHO pACCIeNOBAaHHE C  LIEJBIO
YCTAHOBJIEHUS MCTOYHMKA (CyOBEKTa) WM MPHUYUAHBL  IPEIbSIBICHUS
NPETeH3HUH.

93.JIns paboThl C TpeTeH3HSIMH JOJDKHO OBITh  Ha3HAYEHO
CIELMATBHOE JIMIO, a TaKXe MOTYT NpPUBJIEKATbCs APYyrHe pabOTHHKM
JUCTPUOBIOTOPA B HEOOXOAMMOM KOJTMUECTRE.

94.1lo pesynpraraM pacclieflOBaHHsS ¥ aHalli3a B OTHOIIEHHH
OpeTeH3uii  Ipu  HEOOXOOMMMOCTH  JOJDKHBI  OBITh  MpeampHHSATEHI
COOTBETCTBYIOLUE MEpPBI, BKIIIOYAsi KOPPEKTUPYIOIIUE U TPEAYIPEKTAIOIIUE

I[CI‘;ICTBI/ISI, B TOM YHCJIC YBEOIOMIICHHUE, €CJIM OTO H€O6X0,[[I/IMO B COOTBETCTBHHU
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C YCTAHOBJICHHBIMH Tpe6OBaHHHMH YIOJIHOMOYCHHBIX TOCYJAapCTBCHHBIX

OpPraHoOB TOCYAapCTB-UJICHOB.
6.3. Bo3BpallieHHbIe JIeKapCTBEHHBIE CPE/ICTBA

95. Omepanu ¢ BO3BpAILEHHBIMH  JIEKAPCTBEHHBIMH ~ CPEACTBAMU
JOJDKHBI ~ OCYIIECTBIIATECA B COOTBETCTBHM C  JTOKYMEHTHPOBAHHBIMH
NpoLEeJypaMi, OCHOBaHHBIMM Ha OLIEHKE PHUCKOB, C YYETOM CHEIH(pHKHU
JIEKapCTBEHHBIX CPEICTB, CIELUAIBHLIX YCIOBUH XpaHEHHs, a Takke
BPEMEHH, IPOLIECAIIEIO ¢ MOMEHTa NEpBOHAYaIBbHOW OTIrpy3ku. Bosspar
OCYILECTBIIAETCS. B COOTBETCTBUU € 3aKOHOJIATENILCTBOM I'OCYIapPCTB-YJIEHOB
M JOTOBOPHBIMU O0S3aTENIbCTBAMM MEXIY CTOPOHAMHM, YYAaCTBYIOIIUMH B
BO3Bpare ﬁpO,HyKHHH.

96. JlekapcTBEHHBIE CpEACTBA, KOTOpPLIE paHee OBUIM OTTPYIKEHEI,
MOTYT OBITH BO3BpAlEHBl B KATETOPUIO IMPUTOAHBIX JJISl MOCTABKH TOJBLKO
B TOM CJIy4ae, €CJIM BBIIIOJIHEHE] BCE CIIE/YIOIINE YCIOBHUS:

LEJIOCTHOCTh BTOPUYHOH (moTpeduTeNbCKOH) YIAKOBKH
JIEKAPCTBEHHBIX CPENCTB HE HapyLIeHa, OTCYTCTBYIOT CIeJbl TOBPEXKICHHUIA,
OTCYTCTBYET MapKMpOBKA, HENPELyCMOTPEHHasi IPOU3BOJHUTENIEM, CPOK
TOIHOCTH HE HCTEK, IPOAYKLHUS He OTO3BaHa U3 00palleHus;

NOJIy4areib NPEACTaBUI AOKYMEHTBI, OATBEPKAAIOIIUE COOMIONEHHUE
CIIELIUATIBHBIX yCIOBUH XpaHEHUs U TPAHCIIOPTUPOBKH;

JICKapCTBEHHBIE  Cpe/CcTBa  OBUIM  MPOBEPEHBl W OIEHEHEI
KOMIIETEHTHBIM JIMI[OM, HA3HAYE€HHBIM IS BLITIOJIHEHUS JIaHHBIX JIeHCTBUA;

TUCTPHOBIOTOP pacroyaraer JI0Ka3aTenbCTBAMU TOTO,
4TO JICKAPCTBEHHBIC CPEACTBA OBUIM IOCTaBIEHBI JAHHOMY IOJIYYaTENIo
(cornacHo NPUITOXKEHHBIM KOTHSM COOTBETCTBYIOLIMX CONPOBOAUTEILHBIX

JOKYMEHTOB): HOMEpP CEpHHM M (WiHM) MapTHHU COBMANAeT C YKa3aHHLIM B
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JOKYMEHTaxX, OTCYTCTBYIOT  OCHOBaHMsI  IloJlaraTh, YTO  JaHHEIE
JIEKApCTBEHHBIE CpeACcTBa (anbCHUIIHPOBAHEI.

JlekapcTBeHHBIE CpencTBa, TpeOyloliue OcCOoObIX TeMIepaTypHEIX
YCJIOBUI XpaHEHHs], MOTYT OBITH BO3BpAIEHbl B KATEIOPUIO MPUTOMHLIX JIJIs
IIOCTaBKH, €CJIM UMEIOTCS JTOKYMEHTAIbHBIE J10Ka3aTe/ibCTBa TOrO, YTO OHU
XPaHUIUCh U TPAHCHOPTHPOBAIUCH B HAJJICKANIMX YCIOBHSIX B TEUYECHHE
BCEIr0 BPEMEHHU.

97.B ciydae BBISBIIEHMsI JIIOOBIX OTKIOHEHUH HEOOXOIUMO MPOBECTH
OLIEHKY PMCKOB, ITO3BOJIAIOLIYIO YCTAHOBUTH COXPaHHOCTBH JIEKAPCTBEHHEIX

CpCaCTB. ,HOJI}KHBI OBITH C06paH]E>I H OOCHCHBLI JOoKaszarelbCTBa IIO

CIIEIYIOIIKMM dTaram:

a) MOCTaBKa MOTyYaTellio;

0) mpoBepKka NPOIYKIUU (MIEHTH(UKALIKSA);

B) BCKPBITHE TPAHCIIOPTHOHN yMakoBKH (KOHTeHHepa ISt IOCTABKH);

I') BO3BpPAT JIGKAPCTBEHHBIX CPEICTB B TPAHCIOPTHYIO YIAKOBKY
(KoHTEHHEp [ IOCTABKH);

1) cOop ¥ BO3BpAT JIEKAPCTBEHHBIX CPEACTB TUCTPUOBIOTOPY;

€) IOMEILEHHE JIEKAPCTBEHHBIX CPEICTB B  CHEHHUATBHYIO 30HY
XpaHeHHUsl AUCTPUOBIOTOPA.

98. IlpueMka BO3BpaLEHHONH MNPOAYKUMU Oe3 OKYMEHTAJILHOr'O
o opMIIeHHS 3arperaeTcs.

99. JlekapcTBEHHBIE ~ CpEJCTBA,  BO3BpAIllEHHBIE B  KATErOPHIO
IPUTOJHBIX JUIA IIOCTABKM, AOJDKHBI OBITH pa3MellleHbl TakuM 00pazoM,
YTOOBI cHCTEMa OTIPY3KH TPOAYKIMH C MEHBIIMM CPOKOM TOJHOCTH B
nepsyto ouepens (FEFO) pynkunonuposana apdekTuBHO.

100. IloxuiieHHblE  JeKapcTBEHHBIE  CpPEICTBA, KOTOpBIE  OBLIN

O0OHapyKeHbl, HE MOTYT OLITb BO3BpAIEHBl B KATETOPHIO IIPUTOMHBLIX IS

ITOCTABKH U IMOCTABJICHBI MOJYYaTEJISAM.
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6.4. @anbcuduupOBaHHBIE JIEKAPCTBEHHbBIE CPEICTBA

101. lucTpuOproTOp  NOMKEH  He3aMe/UIMTENbHO  HH(OPMHPOBATEH
YIOJIHOMOYEHHBIH  OpraH  rocyjapcTBa-uieHa, a Takxke JepiKarelis
PEruCTPaMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO IMpernapara O cliydyae
BBISABJIEHUS (DanbCH(QUIUPOBAHHOTO MPOAYKTA WK O HAMYKU MOA03PEHUI B
Takoi anpcuduxanuu. JlaHHas nHpoOpMANKs H0JDKHA OBITh 3aQUKCHpOBaHa
JOKYMEHTAJIbHO B COOTBETCTBHM C YCTAHOBJICHHBIMU MPOLEAYpPaMU ¢
COXPaHEHMEM BCEX HCXOIHBIX JaHHBIX, U B €€ OTHOUIEHHH JOJDKHO OBITH
MPOBEICHO paccieoBaHue.

102. ®anscupuuuIpoBaHHbIE JICKAPCTBEHHBIE CPEICTBA, OOHAPYKEHHEIE
B LENHM pealu3alud, [JO/DKHBl OBITh HEe3aMeIUTENIbHO (PU3MUYECKH
H30JIMPOBAHEl M IIOMEILEHBl HAa XpaHEHUE OTIENbHO OT APYroi MPOAYKIHH B
CIIENUAJIbHO BBIJCJIEHHOM IIOMEIIEHUHM WU 30He, JOCTYIH B KOTOPEHIE
OTpaHHYeH.

103. Bce omepauun ¢ ¢anbcuGUUUPOBAHHBIME JIEKAPCTBEHHBIMH

CPEICTBAMU JOJDKHBI OBITH JOKYMEHTANBHO O(OPMIICHBI, ¢ COXpaHEHHEM

3aruceH.

6.5. OT3BIB U3 oOpaleHus

104. D dexTuBHOCTE AEHCTBUM 110 OT3BIBY JIEKAPCTBEHHBIX CPEACTB U3
oOpalleHus 10/DKHA PEryasipHO OIleHUBaThes (He pexe uem 1 pas B rogx).

105. HomxHa cymecTBOBaThH BO3MOKHOCTh MHUIIMUPOBATh JEHCTBUS 10
OT3BIBY M3 OOpallleHHs JIEKAPCTBEHHBIX CPEJCTB B KpaTdaHlliie CPOKU B
000K MOMEHT BPEMEHH.

106. TuctpubBrOTOp HOJKEH ClIe0BaTh YKa3aHUSIM HH(GOPMAIHOHHOTO
nuceMa 00 OT3bIBE U3 OOpalleHHs], KOTOPOe MPH HEOOXOMUMOCTH IOJIKHO

OBITB YTBEPKIACHO YIIOJJHOMOYCHHBIM OpraHOM rocyiapcrpa-djcHa.
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107. lelictBuss 1O OT3BIBY M HU3BATHIO M3 OOpPALICHHS JIOJKHEI
JOKYMEHTaJIbHO 0(OPMIIATECS B MOMEHT UX OCYIIECTBIEHHS B COOTBETCTBUU
C YCTaHOBJIEHHBIMH IpoLeaypamMu. JJoKyMeHTalus 1Mo OT3bIBY JIOJDKHA OBITE
JIOCTYIIHOM yIIOJJHOMOYEHHBIM OpraHaM roCy/1apCcTB-4IEHOB.

108. 3anucy, oOTHOCsIMECS K  JUCTPUOBIOIHH, JIOJDKHBI  OBITH
JOCTYIIHBI JUIsl JILA, OTBETCTBEHHOI'O 32 OT3BIB JICKAPCTBEHHBIX CPENCTB U3
oOpalieHus, ¥ JAODKHBI COAEPIKAaTh JIOCTATOYHYIO HH(POPMAIMIO O
JUCTPUOBIOTOPAX JIEKAPCTBEHHBIX CPEJIICTB W O TPSAMBIX IIOJIydYarelisx
(ampec, Homep TenedoHa M HOMep (axca (MPU ero HaJIMYMH), KOTOPEIE
JOJDKHBI OBITH OCTYIIHBI B paboune u Hepabouue yackl), BKJIIOYast JaHHbIE B
OTHOILUEHHH ODKCIIOPTHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M MX 00pasios
(HomMep cepuM M (M1M) TAPTHH, HAUMEHOBaHHWE, JieKapcTBeHHas (opma,
JO3UPOBKA, a TAKXKe IIO0CTABIEHHOE KOJIMYECTRO).

109. IlocnenoBareIbHOCTE  BHIIIOMHEHUST JIEHCTBHA, OCYILIECTBISEMbIX
TIIPH OT3LIBE M U3BSTUM CEpUM U (MIJIM) MAPTUM JIEKAPCTBEHHOTO CPEACTBA U3
obpaiienus, JO0MKHA OBITh JOKYMEHTANbHO OQOpMIIEHa M OTpaKeHa B

UTOTOBOM OTYETE.
7. JeaTensHOCTB, lepelaBaeMasi Ha ay TCOPCHHT
7.1. IlpuHuun

110. JIrobass ~ nesATenpHOCTb, Ha  KOTOPYK  PaClpOCTPaHSIOTCS
Hacrosiiuue IlpaBuna, mnepegaHHas Ha ayTCOPCHHI, MJO/DKHA  OBITh
HajulexamuM ~ oOpa3oM  ompejeneHa W COIJIacoBaHa,  JIOJDKHA
KOHTPOJIMPOBATbCA BO M30€XKaHHWE DPAa3sHOUTEHHH, CIIOCOOHBIX TMPHBECTH K
HApyIIEHUIO COXPaHHOCTH JIeKapCTBEHHBIX cpeacTB. Jlomken OwITh
3aK/IFOYEH IMHUCBMEHHBIH JOrOBOP MEXIYy AMCTPUOBIOTOPOM-3aKa3YMKOM M

HCIOJIHUTCIIEM, B KOTOPOM HYETKO OIIPCACIICHBI 00513aHHOCTH Ka}I{ﬂOﬁ H3

CTOpPOH.
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7.2. 3aKa3unk

111. 3aka3yuK HeceT OTBETCTBEHHOCTH 3a NIESATENLHOCTD, MepelaHHYIo
Ha ayTCOPCHHT.

3JaKasyuK AOJOKEH YOeqUThCs B KOMIIETEHTHOCTH HCIIOJIHMTENS JIs
BBITIOJIHEHUsL 00s3aTeNIbCTB MO JIOTOBOPY H 0OECIEeYHUTH COOoIeHue
UCIIOJIHUTENEM TpeOoBaHUIl Hajiexauieldl JUCTPUOBIOTOPCKOM IPAKTHKH
MOCPENCTBOM YCTAHOBJICHHS B JIOTOBOPE COOTBETCTBYIOLIMX VCIIOBHH U
IIPOBEJICHHUS IPOBEPOK.

IIpoBepka NpPaBOMOYHOCTH, KOMIIETEHTHOCTH W  BO3MOXKHOCTH
VCIIOJIHUTEJI BBIIOJHATE YCJIOBHs JIOTOBOpa JOONIKHA TIPOBOJUTHCS JI0
Hayaja OCYUIECTBIICHMSI ACSITEIBHOCTH, NIEpeJaHHON Ha ayTCOPCHHT, a TaKiKe
B CllyYae CYLIECTBEHHBIX M3MEHEHMI Takoil nesrtensHocTH. [leprognuHoCcTh
IPOBEIECHMs IIPOBEPOK JEATEIIBHOCTH, IIEpeJaHHON Ha ayTCOPCHHI, JOJDKHA
OIPEEIATHLCSA Ha OCHOBAaHMM aHanu3a puckoB. CPOKH M YCIIOBHS IMPOBEIEHHUS
MPOBEPOK JTOMKHBI OBITH COIIACOBAHBI CTOPOHAMH.

112. 3aka3zyuk IpefoCTaBisieT WCIOIHUTEND BCHO HH(POPMALHUIO,
HEOOXONMMYIO IJIS BBIIOJHEHHS JIeSITCIIbHOCTH, TIepelaHHOM Ha ayTCOPCUHT,
B COOTBETCTBMM C TpeOOBAHMUAMHU, TNPUMEHUMBIMH K JIEKAPCTBEHHBIM

CPEeACTBaM, a TaKXKe JIFOOBIMH IPYTHUMHU MTPUMEHUMBIMU TPEOOBAHUSIMHU.
7.3. UcniomHATEND

113. UcmonmauTens HOMKEH WMETh HEeOOXOOMMBIE IIOMELICHUS U
o0opynoBanue, JOKyMEHTHPOBaHHBIE MPOIEAYPHI, 3HAHKUS H OILIT, 4 TAKKE
KBAJIM(DULIMPOBAaHHBIM IepcoHal MU HA/JIC)KAIIero BBITOJHEHHS paboT
(yciyr) mo JoroBopy.

114. Ucnionuurens He JIOMDKEH IepefaBaTh TPeTbeld  CTOpPOHE
BBITIOJIHEHHE paboT (yciyru), BBIMOJHEHHE KOTOPBIX MOPYYEHO €My 10

J0TOBOpY, 0e3 NpelaBapUTeIbHONW OIEHKH M OHOOpeHHs Takoil mepenaun
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3aKa34MKOM, a TakKe JI0 TPOBEJCHUS] TPOBEPKU TPEThel CTOPOHBI
3aKa34MKOM WM UcTomHUTeNaeM. JloroBop MeXy UCTOTHHUTEIEM H TPEThei
CTOPOHOH JIOJDKEH TapaHTHPOBAaTh, YTO HH(POPMAIUS O BEIIOJHAEMBIX
paborax npeacTaBisieTcst B COOTBETCTBUU C JJOTOBOPOM MEXIY 3aKa3uUKOM U
HCITOJHUTEIIEM.

115. UcrionHuTens He NOMDKEH OCYIIECTBIATH KaKHe-TH0Oo JIelCTBHS,
KOTOpblE MOTYT IPUBECTH K IOTepe KadecTBa JIEKAPCTBEHHBIX CPEICTB
3aKa3yHKa.

116. Ucnonuurennn JIOJDKEH coo0maTh 3aKa3uUKy T00YI0
UHPOpPMALIMIO, OTHOCSILYIOCS K KayecTBY JIEKAPCTBEHHBIX  CPENCTB

3aKa34MKa, B COOTBETCTBHH C YCIOBHSIMHU JAOTOBOpA.
8. CaMOUMHCIIEKITHS JUCTPUOBIOTOPOB
8.1. Ilpunnun

117. CamouHCIIEKIMA  AO/DKHBL IIPOBOAUTHCS AJIsI  KOHTPONS  3a
BHEIPEHUEM U coOmofjeHreM TpeOoBaHUN HaJyIexkalield JUCTpUObIOTOPCKOM
IIPaKTHUKH JIEKAPCTBEHHBIX CPEJICTB, a TakKXke ¢ I[eJblo pa3paboTku

HEOOXOIUMBIX KOPPEKTHPYIOIIUX Mep.
8.2. CaMOMHCIEKIINS

118. Tomxna OBITH BHEJ[pEHA nporpaMmma IIPOBEACHUS
CaMOMHCIICKIIMI, OXBATHIBAIOIAs B paMKax OIpPENEJEHHOIro IMepuoaa Bce
acreKkThl  Hajuexalleld  OUCTPUOBIOTOPCKOM — MpakTUKH, TpeOoBaHUi
3aKOHOJIATENBCTBA FOCYIapCTB-UJICHOB, PyKOBOACTB U IPOLICIYP.

119. CamouHcnekuuu MOryt OBbITH  pasfiefieHbl Ha  HECKOJIBKO
CaMOCTOSATENIBHBIX  IIPOBEPOK,  OXBATBIBAIOIIMX  OTHEJIbHBIE  CTOPOHBI
AEATEIbBHOCTH  opraHu3aii. CaMOMHCHIEKIMH JOJDKHBI  TIPOBOIUTHCS

CricuualabHO Ha3Ha4Y€HHBIM KB&HH(I)HHHpOBaHHBIM IIepcoHaaIoM
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OecnpuCTpacTHO M TIIATENbHO. JlOMyCKaloTCsi ayiuThl, IIPOBOIUMEIE
HE3aBUCUMBIMU BHEIIHUMH 3KCIEpTaMH, OJHAKO OHU HE MOTYT 3aMEHSTh
CaMOWHCIEKIIHIO.

120. Pe3ynsrarst CaMOMHCIEKIIHit JOJKHBI opopmiAThCS
JOKyMeHTalbHO. OTYeThl JOJDKHBL  COJAepXarh BCHO — HH(OPMAIHIO,
NOJTy4eHHYIO B Xozie uHcrekuuu. Konust otuera momkHa OBITH IIpecTaBieHa
PYKOBOJCTBY AUCTPHOBIOTOPA, & TAKXKe MHBIM 3aUHTEPECOBAHHBIM JIUI[AM.

B ciyyae BBISBIEHUS HENOCTAaTKOB WJIM OTKJIOHEHUH HEOOXOMMMO
BBLIACHMTL MX IIPUYMHY, a TaKKe pa3paboTarh M JOKYMEHTAJIBHO O(GOPMHTH

KOPPEKTUPYIOIIUE U NIPeAyIIPEeKIAOLIUe IeHCTBUS U TPOKOHTPOIHPOBATh HX

BBITIOJTHEHHE.
9. TpancnoptupoBka
9.1. IIpunuun

121. lucTpubbioTop, TMOCTABISIOMIUN  JIeKAPCTBEHHBIE  CPEICTBA,
00s13aH OCYIIECTBIIATh TPAHCIIOPTHPOBKY B YCIOBUAX, 00ECIEUMBAFOIIMX
UX COXPaHHOCTh M LEJIOCTHOCTb, 3alllUTy OT BO3ACHCTBHS (HaKTOPOB
OKpYKarollel cpeasl, COONM0AeHuEe HEOOXOIMMOTO TEMIIePaTypHOT0 PEKUMA
(ycroBHi XpaHeHHs ), a TAKKE 3aIUTy OT (HaabCHPUKAIIHH.

122. HezaBucumMo  oT cmocoba  TpaHCIIOPTHPOBKH — HEOOXOAMMO
o0ecneunTs BO3MOXKHOCTh MOATBEPXKACHHMST TOrO, 4YTO KAyeCTBO WU
LIEJIOCTHOCTE JIEKAPCTBEHHBIX CPENCTB He OBUIN IOJABEPrHYTHl HEraTUBHOMY
BO3JIEHCTBHIO B IIPOLIECCE TPAHCIIOPTUPOBKH.

123. IInanupoBanue TPAHCHOPTHUPOBKH TOKHO OBITH OCYILECTBIIEHO

Ha OCHOBAHHH aHaJIN3a BO3MOXKHBEIX PHCKOB.
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9.2. TpancnopTupoBKa

124. TpeOyemple ycrnoBHs XpaHEHHs JIEKAPCTBEHHBIX CPEACTB JIOJIKHEI
cOOIIONAThCSl B TEUEHUE BCErO BPEMEHU TPAHCIOPTHPOBKH B COOTBETCTBUH
C YKa3aHUsIMHU IPOU3BOJMTENS WM UHPOpMalIHel Ha yIIaKoBKe.

B cnyyae BO3HMKHOBEHHMS TaKMX OTKIIOHEHWH, Kak HapylleHHE
TEMIIEPATYpPHOTO peXUMa WM Iopya JIEKAPCTBEHHBIX CPEJICTB B IIPOIECCe
TPAHCHOPTUPOBKH, MHGOpMAIMs O HUX JIOJDKHA OBITH  cooDleHa
OTIIPABUTEIO U Mojydarento. JJomkHa OBITH pazpaboTaHa U JOKYMEHTAJIBHO
oopmieHa TpoLeAypa, OIpedensiomias MOpPSAOK  JIeHCTBUH  mpu
BO3HMKHOBEHUHU OTKJIOHEHMH M paccieloOBaHUM JIaHHBIX (PaKTOB.

125. [lncTpuOBIoTOp OODKEH 00ecledYuTh YCIOBUS, TPH KOTOPHIX
TPaHCIOPTHBIE  CpeAcTBAa W 00OpyIOBaHWE,  HWCIOJIb3yeMble A
TPaHCIIOPTUPOBKU JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBOBAIM OBI IEJISM KX
HCIIONIB30BaHUsl U ObulM HaajuexxamuM o0pa3oM YKOMILUIEKTOBAHBI IS
3alATHl OT HEXKEJIATeJbHOIO BO3IEHCTBHs, KOTOpPOE€ MOXKET TPHBECTH K
[IOTEpPE KadyecTBa JICKAPCTBEHHBIX CPEJICTB WM HAPYUIMTHh IEJI0CTHOCTE
YIIaKOBKH.

126. TpancnopTHOE CpPeICTBO U €ro 000PYIOBaHUE, UCIIONB3YEMbIE IS
TPAHCIIOPTUPOBKHU JIEKAPCTBEHHBIX CPENICTB, JOJKHBI COAEPIKATHCS B YHCTOTE
U NIOJIBEPraThCsl OUUCTKE U YOOPKE 10 Mepe HeOOXOMMOCTH B COOTBETCTBHH
C TpeOOBaHUSIMH CAHUTAPHBIX HOPM, YCTAHOBJICHHBIX 3aKOHOJATEIHCTBOM
roCyqapcTB-4IeHOB. JIOMKHBI OBITH pa3paboTaHbl MUCBMEHHBIE MPOLEMYPEI
0 OOCIYXHMBaHUIO M  OKCIUTyaTallud  TPaHCIIOPTHBIX  CPEACTB U
00opyoBaHuUsl, UCIIONB3YEMBIX [IJIS1 IUCTPHOBIONUHU JICKAPCTBEHHBIX CPEJICTB,
BKJIFOYAsl OUUCTKY ¥ MEPHI O€30TIaCHOCTH.

127. Onpenenenne HeOOXOMMMOCTU KOHTPOJIS TEMIIEPATYPHl JOJHKHO

OCHOBBIBATECSI Ha aHAU3€ pPUCKOB, CBSI3aHHBIX C TPAHCIOPTHPOBKOM
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JICKApCTBEHHBIX CPENCTB 110 BblOpaHHOMY Mapuipyty. OOopyjnoBaHue,
UCIIOJIb3yeMO€ JIJIsl KOHTPOJI TeMIIEpaTypbl B MPOLEcce TPAHCIOPTHPOBKH,
YCTaHOBJIEHHOE Ha TPaHCIIOPTHOM CpEJCTBE HJIM B KOHTelHepe, MO/IKHO
MPOXOAUTL TEPUOANYECKOE TEXHMYECKOoe OOCTy)KHBaHUE, IIOBEPKY U
KaJInOPOBKY B COOTBETCTBUH € 3aKOHOATEIILCTBOM IOCY/IAPCTB-UJICHOB.

128.1Ipn obpalieHny ¢ JeKapcTBEHHBIMH CPEICTBAMH CIIEAYeT II0
BO3MOXKHOCTH HCIIOJIB30BaTh ClELMAIN3UPOBAHHBIE TPAHCIIOPTHRIE CPEACTBA
¥ obopynosanue. Ecnmm  HCHONB3YHOTCS  HECHEUMAIH3UPOBAHHEIE
TPaHCIIOPTHEIE CPEACTBA M 00OpynOBaHHEe, MOJKHBI OBITH pa3paboTaHbl U
IPUHATEL B (JOpME MUCBEMEHHOTO JAOKYMEHTA MPOIEeNyphl, 00eCIeunBaroIe
COXpaHeHHe KaueCTBa JIEKAPCTBEHHBIX CPEICTB.

129. JlexapcTBeHHBIE CPECTBA JIOMKHBI OBITH JOCTABJICHBI MO apPECY,
YKa3aHHOMY B JOKYMEHTaxX Ha IIOCTaBKy, U IepelaHbl HEMOCPeACTBEHHO B
IIOMeEIIEHUE noitydarens. JlekapcTBeHHBIE Cpe/icTBa HE JIOIKHBI OCTaBIATLCS
B KaKUX-JIMOO JIPYTrUX MOMEIICHUSX.

st opraHuzanuy SKCTPEHHBIX OCTAaBOK B Hepaboyue Yachl JOJDKEH
OBITb Ha3zHauYeH CHEeLUATM3UPOBAHHBIM TIEpCOHAN, JEHCTBYIOLMH Ha
OCHOBAaHUHU JIOKYMEHTHPOBAHHBIX IPOLEAYD.

130. TpascriopTHpPOBKAa TPETHUMHU JHMIAMH JIOJDKHA OCYLIECTBISATHCS
Ha OCHOBAaHHHU JIOrOBOpa, COJAEpXalllero TpeOOBaHUs, YCTAHOBJIEHHLIE
B IIOJpaszieiie 7 HAcTOsAINero pasiena. TpaHCIOPTHBIE KOMIIAHUH ,HO.TI}KHBI.
OBITh  yBENOMIIEHB O TpeOOBaHUSX K YCIOBUSAM TPAHCIIOPTHPOBKH
JIEKapCTBEHHBIX CPEJICTB.

OTBEeTCTBEHHOCTh 32  COONMIOIEHHME  YCIOBHH  TPAHCIIOPTHPOBKH
JIEKapCTBEHHBIX CPEJCTB BO3JIaraeTcsl Ha IUCTPUOBIOTOpA.

131. B ciyyasx Korza TpaHCIIOPTHPOBKA COMPOBOXKIAAETCS OIEPAIMSIMU
MO pasrpy3ke M OOpaTHOH 3arpy3ke WIIM BKJIIOYaeT B ceOsi TpaH3MTHOE

XpaHeHwue, He00X0IMMO 00ecreuuThb HaJIIexanye yCIIOBUS
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IIPOM3BOJACTBEHHOM cpelbl MOMELIeHUH U 0e30macHOCTh XpaHeHHs Ha
TPaH3UTHBIX cKiagax. K ycioBusiM MpoU3BOACTBEHHOH cpeinl IOMEIEHMI,
KOTOpBIE JOJDKHBEI KOHTPOJIMPOBAThCS, OTHOCSATCS: TEMIIEPaTypPHBIA pPEXKHM,
OCBEIIEHHOCTh, BIAXKHOCTh BO3AyXa U YHUCTOTA.

J10IDKHEL OBITD PEANPUHSTHI MEpPBI TSI COKpAIICHHSI
IIPOJOJDKUTENIBHOCTH BPEMEHHOIO XpaHEHHUs Iepel CIEAYIOIMM 3TaroM

TPAHCIIOPTHPOBKH.
9.3. Tapa, ynakoBka 1 MapKUpOBKa

132. JlekapcTBEHHBIE CpENCTBA JIOJMKHBI  TPAaHCIOPTHPOBATHECS B
TPAHCIIOPTHOM Tape, KOTOpasi He OKa3blBAeT HEraTMBHOIO BIMSHHS Ha HX
KauecTBO U obecleurBaeT HaJIe)KHYIO 3all[UTy OT BHEIIHErO BO3ICHCTBUS, B
TOM YMCJIE IPENOTBPAIIAeT BOBMOKHOCTh KOHTAMUHAIIHH.

Be1bop TpaHCHIOPTHOH Tapbl M YHAKOBKH O/DKEH OCHOBBLIBATHCS HA
TPeOOBaHUAX K YCJOBUSIM XpaHEHHs M TPaHCIIOPTUPOBKH JIEKAPCTBEHHBIX
CpelCTB, Ha o0BeMe, HeoOXoAMMOM Ui  pasMelleHHs TpeGyeMoro
KOITMYECTBA, IPEANONIaracMplX KoleOaHMSIX TeMIIepaTyphl OKpPY)Karoleit
Cpelbl, MPEANoaraéMoii MakCUMalnbHOM IIUTENLHOCTH TPAHCIOPTHPOBKH,
BKJIIOYasi Bp€MEHHOE XpaHeHHe Ha TaMOJKEHHBIX CKIIaaax.

133. JIna obecnieueHus: Ha[exkKalero oopaiieHus ¢ JIEKapCTBEHHBIMH
CPEJICTBAMHU U YpOBHS 0€30IIaCHOCTH Ha TPAHCIIOPTHYIO Tapy AOJDKHA OBITH
HaHeCceHa MapKHMpOBKa, cofepalias HeoOXoauMylo HWH(GOPMALUD O
TpeOOBaHMAX 110 OOpAlIeHHI0 M XPaHEHHIO JAHHOM TPAHCIOPTHOM Taphl ¢
JIEKApPCTBEHHBIM ~ CPEJICTBOM, a TaKkKe O  HEOOXOJMMBIX  Mepax
NpefoCTOpOoXKHOCTH. MHpopmauus Ha TpaHCHOPTHOM Tape JOMKHA
obecreunBaTh BO3MOXKHOCTD UIACHTH(OUKAIUHE COMEPIKUMOI0 U UCTOUHHK €T

TPOMCXOMKIEHHSL.
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9.4. JlexapcTBeHHEIE cpencTBa, TpeOyroIue 0coboro obpaleHus

134. IIpu TpaHCIIOPTHUPOBKE TaKUX TPeOYIOIIMX 0coOOro obpalneHus
JIEKAPCTBEHHBIX CPENCTB, KaK JIEKApCTBEHHbIE CPEJCTBA, COJEPIKAIIUE
HapKOTHYECKHE CPEJICTBA, ICUXOTPOIIHBIE BEIIeCTBAa U MX MPEKYPCOPHI, SIIbI
(400BUTBHIE BEINECTBA) M MOAJEXKAIIME OCOOBIM BHIaM KOHTPONS B
COOTBETCTBUH C 3aKOHOJATENLCTBOM TOCYAAPCTB-WIEHOB, JUCTPHOBIOTOP
Io/DKeH ofecrednTh Oe30NacHbI M 3alHIIEHHBIH OT HENpaBOMEPHOIo
JOCTyla peXHMM TPAaHCIOPTHUPOBKM B COOTBETCTBUM ¢ TpeOOBaHUAMU
3aKOHOJATEIbCTBA FOCYJapPCTB-UJICHOB,

JlOIDKHBI  OBITH CO3[AHBI JOIOJHUTENBHBIE CHUCTEMBI KOHTDOJS B
OTHOIIIEHHH ITOCTABOK YKA3aHHBIX JIEKAPCTBEHHBLIX CpeAcTB. JlonkHa OBITH
paspaboraHa W JOKYMEHTaJIbHO OQopMIIeHa MNpoIeaypa, OIMpPeAesronas
IOPSAJOK JEHCTBHIA B cilyyae MX XuleHUs. JIioOble ciyuyaun XuIeHHi
TOJKHBL OBITH IOKYMEHTHPOBAHEI.

135. OnacHble (BBICOKOAKTUBHBIE) M PAHMOAKTHBHBIE JIEKAPCTBEHHLIC
cpeacTaa JOJDKHBI TPaHCIIOPTUPOBATHCS B 3aLIMILEHHBIX,
CIIEHHAJIM3UPOBAHHLIX W HAIEXKHBIX  TPAHCHOPTHBIX  CPEACTBaXx.
IIpuHuMaemble  Mepbl  0€30MACHOCTH  JIOJKHBI  COOTBETCTBOBATH
3aKOHO/IaTENLCTBY MOCYAapCTB-YIEHOB U MEXAYHAPOIHBIM JOTOBOPAM.

136. Jlna obecriedeHust TpeOyeMbIX YCIOBHI TPaHCIIOPTHPOBKM IIPH
TPAHCIIOPTUPOBKE TEPMOIAOUIIBHBIX JIEKAPCTBEHHBIX CPEACTB  JODKHEI
OBITH  HMCIONB30BaHBI  cHelUanbHOe  O00OpYIOBaHWE WM CPEJCTBA
(M30TEepMHYeCcKas yIIaKoBKa, KOHTEHHEpPBI), a TAKXKE TPAHCIIOPTHEIE CPECTBA,
obecneunBarolye Mo Aep:KaHle TPeOyeMOoro TeMIIEPaTyPHOTO PEXKUMA.

TpancrnoprHele cpeacTsa, 00ecneunBarole noaaepKanue TpedyeMoro
TEMIIEPATYPHOTO pPeXKMMa, U 00OpyIOBaHUE, HCIIONB3yeMOe JIISl KOHTPOJIS

TEMIEPATypel B IpolLecce  TPAaHCHOPTHPOBKH  TEPMOIAOMIIBHBEIX
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JIEKApCTBEHHBIX CPEJCTB, JODKHBI IIPOXOIUTE MEPUOJUUECKOe TeXHHYECKOe
o0cCITyKMBaHUE, MOBEPKY M KamuOpoBKy. HeoOXomuMo IpOBOAMTL aHAIW3
TEMIIEPATYPHOIO KapTUPOBAaHMSI C COOMIONCHHEM YCJIOBUM, OTpPayKAOUIUX
[1apaMeTphl SKCIIIyaTalluH, U C YUYEeTOM CE30HHBIX KoleOaHuii.

Ilo 3ampocy mnosyuyarenss AOMKHBI OBITH MpPENCTaBlieHbl JaHHBIE,
NOATBEPXKIAKOLIME COONIONEHNE TeMIIepaTypHOro pekuMa MPH XPaHEHUH U
TPaHCIIOPTHPOBKE TEPMOIAOMIBHEIX JIEKAPCTBEHHBIX CPEJICTB.

137. XnanooneMeHTbl B M30TEPMHUUECKHX KOHTEHHepax MOJKHBI ObITH
pasMelleHbl TakuM 00pa3oM, 4YTOOBI OTCYTCTBOBal MPSMOM KOHTAaKT ¢
JEKapCTBEHHBIMU  cpeicTBamu.  Ilepconan  gomken  ObITh  0OydeH
TpeOOBaHMAM TpOLENyp IIO IOArOTOBKE H30TEPMUYECKHX KOHTEHHEPOB
(c yueToM ce30HHBIX O0COOEHHOCTEH), a TakXke TPeOOBaHUSM K MOBTOPHOMY
MCIIONB30BaHUIO XJIa03JIEMEHTOB.

Jomxuel  ObITH  pa3paboTaHbl ~ Mepbl,  HamnpaBleHHbIE  Ha
IIPEIOTBPALICHHE TIOBTOPHOI'O UCIOJIB30BaHUSI HEAOCTATOYHO OXJIAXKIECHHBIX
xyanoaneMeHToB. JlopkHa ObITh obecrieueHa Haanexanas (HU3HUECKas
M30JIALHS OXJIKIACHHBIX U 3aMOPOKEHHBIX XJ1a/103JIEMEHTOB.

IIponecc mOCTaBKM TepMONAOWIBHBIX JIEKAPCTBEHHBIX CPEJICTB C

Y4ETOM KOHTPOJIS CE30HHBIX KOJeOaHUH T OJDKEH OBITH ONKCAH B

JOKYMEHTHPOBaHHOH IIpolieaype.




