YTBEPKJIEHBI

Pemrenunem CoBera

EBpa3uicko 53KOHOMHUYECKOH KOMUCCUU
or 20 1. Ne

IIPABHUJA
Ha/UIesKaeil TMCTPUOBIOTOPCKOM MPAKTHKH
EBpa3uiicKoro 3x0OHOMHUYECKOr0 COK3a

|. O0uue monoxeHust

1. Hactosimme IlpaBuna SBISIOTCS 4YacThlO CHUCTEMBI OOECTICUCHHS
KayecTBa MW yCTAHABIMBAIOT TMOPANOK XPaHCHUS, TPAHCIOPTUPOBKU
JIEKApPCTBEHHBIX  CPEJCTB, €AUHBIE TpeOOBaHUS K  JUCTPUOBIOIINHU
JIEKAPCTBEHHBIX CPEJCTB, a TaKXe OO0ECIEeUUBAIOT TMOCTOSHHBIA KOHTPOJIb
IOKa3aTeJaed KadecTBa JICKAPCTBEHHBIX CPEICTB B COOTBETCTBUM C HX
Ha3HAYCHUEM 10 BCEM LEMH TOCTABKHU.

2. TpeboBanus Hactosuwmx [IpaBuia MpUMEHSIOTCS B OTHOIIICHUH BCEX
JUIl, YYacTBYIOIIMX B JUCTPUOBIOIIUM JIGKAPCTBEHHBIX CPEIACTB B
COOTBETCTBUM  C  BBINOJHSIEMbIMU  UMHU  (QYHKIUSIMH,  BKIIOYas
JTUCTPUOBIOTOPOB U MPOU3BOIUTENECH JIEKAPCTBEHHBIX CPEICTB, HE3ABUCHMO
OT BEIOMCTBEHHOU MPUHAITICKHOCTH U POPMBI COOCTBEHHOCTH.

ensto Hammexamiel  AUCTPUOBIOTOPCKON  TPAKTUKH  SIBJSIETCA
COOJIFOZICHNE HAJJIekKAIIUX YCIOBHUH XpaHEHUS, TPAHCIIOPTUPOBKU M
pacnpocTpaHeHus, HEOOXOIUMBIX ISl 00eCleueHrs KayecTBa, 0€30MacHOCTH
1 3 (PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB IO BCEH IIEMH MTOCTABKH, a TAKXKe
MPEIOTBPALICHUS pHUCKa MMPOHUKHOBEHHUS barscuuIIpoOBaHHBIX

JICKAPCTBCHHBIX CPCACTB B LICIIb IIOCTABKH.
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Cobmronenue TpeboBanuii Hactosmux I[lpaBun oOecrneuut KOHTPOJIb
LHENH T[IOCTaBKM W TIO3BOJIMT COXPAaHUTh KAd4eCTBO M  LEIOCTHOCTH
JIEKAPCTBEHHBIX CPEACTB.

3. 'ocynapctBa — winensl  EBpa3miickoro  3KOHOMHYECKOTO  COM03a
(mayee COOTBETCTBEHHO — ToCylapcTBa-uieHbl, CO03) BIpaBe MPUHUMATH
HOPMAaTUBHbBIE NPABOBbIE AaKThl, PETYJIUPYIOIIUE OTACIbHBIE  JTaIlbl
JTUCTPUOBIOLINU JIEKAPCTBEHHBIX CPEACTB M HE MPOTUBOPEYAIINE HACTOAIIUM
[IpaBunam (Hampumep, H3Tambl JUCTPUOBIONMH JIEKAPCTBEHHBIX CPEJCTB,
OTHOCHUMBIX K TpyHIaM HapKOTUYECKHX, IMCHUXOTPOIHBIX JIEKAPCTBEHHBIX
CPEICTB WJIM HUX MPEKYpCOPOB, JIEKAPCTBEHHBIX CPEACTB, OTHOCHUMBIX K
rpynme oco0o0 SAOBUTHIX (BBICOKOTOKCHUYHBIX) COEIMHEHUMN, JTE€KAPCTBEHHBIX

CPE/CTB, ABJSIONIMXCS HCTOYHUKAMH HOHU3UPYFOIIETO U3TYUCHHS).
I1. Tepmunb! ¥ onpeneneHus

4, JIna uenert Hacrosuux [IpaBuia UCTONB3YIOTCS TMOHSTHS, KOTOPHIC
O3HAYaIOT CIIEAYIONIEe:!

«BaTUJANUs»  —  JIOKYMEHTaJIbHO  OQOpMIICHHBIE  JECUCTBUA,
JOKa3bIBAOIIME, YTO Mpoleaypa, IMpouecc, oOOpydoBaHUE, Marepual,
omepanusi WIA CHCTeMa COOTBETCTBYIOT 3aJaHHBIM TPEOOBaHUSIM U UX
UCIIOJb30BaHUE  OyldeT  MOCTOSHHO  NPUBOAWTH K  peE3yJibTaram,
COOTBETCTBYIOIIIMM 3apaHEE YCTAHOBJICHHBIM KPUTEPHUSIM MPUEMIIEMOCTH;

«BO3BpaT» — OTNpaBKa JIGKAPCTBEHHBIX CPEACTB B  aJipec
MIPOU3BOUTENS WM JUCTPUOBIOTOpPA HE3aBHCHUMO OT TOTO, MMEET JIh 3Ta
MPOAYKINA Me(PEKT KaueCcTRa,;

«TUCTPUOBIOIU) — JIEATEIBHOCTD, CBSI3aHHAS C 3aKYNKOH (3aKyIom,
MPUOOpPETEHUEM), XpaHEHHEM, BBO30M (MMIIOPTOM), BBIBO3OM (SKCIIOPTOM),
peanu3aiueil (3a UCKITIOUCHUEM pealli3allii HACEJICHUI0) 0e3 OrpaHUYCHUs

00BEMOB ¥ TPAHCTIOPTUPOBKOM JIEKAPCTBEHHBIX CPEJICTB;
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«IUCTPUOBIOTOP» — OpraHu3allusl OINTOBOW peanu3aluy, UMernias
pa3pelIuTeNbHbIM TOKYMEHT Ha OCYIIECTBICHHE UCTPUOBIOIMU, B TOM
YUCJIE HA XPaHEHHE W TPAHCIOPTUPOBKY JIEKAPCTBEHHBIX CPEACTB, H
OCYILIECTBIISIONIAs JEATEIIbHOCTD M0 UX JUCTPUOBIOIINH;

«30Ha» — T[IOMEIICHUWE WM YacTh MOMEIICHHUM, CHeIUaIbHO
MpeHAa3HAYEHHBIX JIJIS BBITIOJIHEHUS Pa3IMUHbIX (DYHKIUNA;

«KayecTBO» —  COBOKYNIHOCTb  CBOMCTB M  XapaKTEPUCTHK
JIEKapCTBEHHOT'O CPEACTBA, BIMSIONIMX HA €r0 CIIOCOOHOCTh JEHCTBOBATH IO
Ha3HAYCHUIO;

«KBaIMpUKAIUSI» — JOKYMEHTAJIBHO O(OpMIICHHBIE JICUCTBUA,
YAOCTOBEPSIOIIME W MOATBEpXKAAIOIIUE, YTO OOOpYyJAOBaHUE  WIH
BCIIOMOTaTENIbHbIE CHUCTEMbl CMOHTHUPOBAHBI TOJDKHBIM 00pa30M, MPaBUIBHO
GYyHKIMOHUPYIOT U ACHCTBUTEIHLHO MPUBOIST K OKHUIAEMbIM pPE3yJibTaTaMm;

«HaJJIeKaImas  JUCTPUOBIOTOpCKAs  MpakTUKa»  —  IpaBUIIA,
paclpoCTpaHsIOIIMecs Ha 4YacTh CHUCTeMbl OOECIEUYeHUs] KadyecTsa,
rapaHTUPYIOLIME Ka4eCTBO JICKAPCTBEHHBIX CPEJICTB Ha MPOTSIKEHUHM BCEX
ATANOB I1EMU MOCTaBKHU, BKJIOYAsl XPaHEHUE M TPAHCHOPTUPOBKY, OT
MPOU3BOAUTENS O CyOBEKTOB, OCYIIECTBISIONINX POSHUYHYIO PEaTH3allUIo
WM OTIIYCK HACEJICHUIO JICKAPCTBEHHBIX CPEACTB, BKJIOYAs OpraHU3alNH,
OCYIIECTBIISIIOIINE MEAUIUHCKYIO JESITEIbHOCTD;

«o0ecreueHrue KauyecTBa JICKAPCTBEHHBIX CPEJCTB» — COBOKYITHOCTH
BCEX  OPraHU3allMOHHBIX  MEPONPUSATHUN, TMPOBEACHHBIX B  LEIAX
yAOBIETBOPEHUS  TPEOOBAaHUSM  KadyecTBa  JICKAPCTBEHHBIX  CPEJICTB
B COOTBETCTBUHU C UX HA3HAYCHUEM;

«0030p pucKa» — 0030p WM MOHHUTOPHHI PE3yJbTaTOB IIporiecca
yIOpaBJIECHUS PUCKOM C Yy4yeToM (Ipu HEOOXOAMMOCTH) HOBBIX 3HAHUM

H OIIbITa OTHOCHUTCIIBHO PHUCKA,
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«OT3bIB» — JICMCTBUE, KOTOPOE HAMNPABICHO HA H3BATHUE U3 LENU
IIOCTABKU JIEKAPCTBEHHBIX CPEJCTB B CIy4ae BBIABICHUS UX HEHAJJICKALIETO
Ka4yeCTBa WJIM BBISBJICHUSI CEPbE3HBIX HEXKEIATEIIbHBIX PEAKUUU U KOTOPOE
MOKET OBITH VHUIUUPOBAHO W3TOTOBUTEIIEM, UMIIOPTEPOM,
JUCTPUOBIOTOPOM,  TMOCTABIIMKOM  WJIM  YIOJHOMOYEHHBIM  OPTraHOM
rocy/1apCcTBa-4JICHA,

«OLIECHKa PHUCKa» — CPaBHEHME IIPEAIOJIAraEMOr0 pPUCKa C JaHHBIMU
KPUTEPUSIMUA PUCKA C HCIOJIb30BAHUEM KOJWYECTBEHHOM U KA4YE€CTBEHHOU
ONPEAECIECHHOCTH 3HAYMMOCTHU PUCKA;

«TEPENyTHIBAHUEY» — CMENICHUE HECKOJbKHUX BHUIOB, Pa3HbIX CEpUU H
(M) mnapTUW JIEKAPCTBEHHBIX CPEACTB WM TOAMEHAa OJIHOTO BHJIA
MPOAYKIMU IPYTUMH [IPU XPAaHEHUU, TPAHCIOPTUPOBAHUU U PEAIU3ALUY;

«PYKOBOJICTBO MO KAa4eCTBY» — JIOKYMEHT, OINMCBHIBAIOIIUN CHUCTEMY
Ka4yecTBa OPraHu3allid M OXBAaTHIBAIOIIMMN BCIO ACATEIBHOCTh OPraHU3aIUuU
WJIY TOJIBKO €€ YacCTh;

«CUCTEMaA KAueCTBa» — COBOKYMHOCTb BCEX JJEMEHTOB CHUCTEMBI,
HAIpaBJICHHON Ha BHEJPECHHE MOJUTHKY B 00JIACTH KauyecTBa U 00ECTICUCHUS
JTOCTHDKCHHUS TIeJIe B 00JaCTH KauecTBa;

«CKJIIAD»  —  KOMIUIEKC  CHEHUAIM3UPOBAHHBIX  IMOMEIICHUM,
000pyIOBaHUs, TEXHUYECKUX CPEJCTB, NpPEAHA3HAUYCHHBIX ISl MPUEMKH,
XPaHEHUS U pPeATN3AIUHU JIEKAPCTBEHHBIX CPEJICTB;

«YNOpaBJICHUE KAYECTBOM» — METOABI W BHABl JEITEIBHOCTH
OMNEPATUBHOIO XapakTepa, HUCIOIb3yEeMbIC IS BBIIIOJIHEHUS] TPeOOBaHUM
[0 Ka4eCTBY M HANpPaBJICHHbIE HAa YIPABJICHUE IPOLECCOM, YCTPAHCHUE
NPUYUH HEYJAOBJICTBOPUTEIHLHOTO (YHKIIMOHUPOBAHUSI Ha BCEX JTamax

JKU3HCHHOT'O UKJIA IMTPOAYKIINH,
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«YTpaBJICHUE PUCKAMU ISl KaueCTBa»— CHUCTEMATHYECKUU MPOIECC
OIICHKH, KOHTpPOJIsI, 0OMeHa nHpopManuel u 0030pa pUCKOB IS KauyecTBa
JIEKapCTBEHHBIX CPEJICTB HA MPOTSIKEHUU UX KM3HEHHOTO 1IUKIIA;

«panbcupuIUpPOBaHHBIE JIEKAPCTBEHHBIE CPEACTBA» — JIEKAPCTBEHHbIC
CpelCcTBa MPOTUBOMPABHO U MPETHAMEPEHHO CHAOKEHHBIE HEI0CTOBEPHOMU
uH(popmanuen 00 ux coctaBe U (WIHM) NPOU3BOJUTENE, @ TAKKE O MOCTaBKaX,
BKJIIOUAs 3alUCH U JIOKYMEHTBI, 3aTparuBarolyie HCIOJIb30BaHHBIE KaHAJIbI
JTUCTPUOBIOIINH.

g nenent nacrosmux IIpasuir:

MIOHATHS «KJIFOUEBOM 3Tal» U «3HAYUMOE M3MEHEHUEY MPUMEHSIOTCS B
OTHOIIIEHUH JIF0O0TO Tpoliecca, KOTOPbIA CIOCOOEH MOBJIMATH HA MOKa3aTelu
Ka4eCcTBa JIEKAPCTBEHHOTO CPEACTBA, JHOO H3MEHUTh CTAOMJIBHOCTH HX
COXpPAaHEHHSI C YYE€TOM BHJa HOMEHKIATYPHBIX MO3ULUNA (JIE€KAPCTBEHHOU
ne(deKTyphl) ¢ KOTOPOU paboTaeT KOHKPETHBIN AUCTPUOBIOTOP;

OOHATHUSA «3HAYUMBINY, «HAJICKAITUI u «TOCTATOYHBIN
NPUMEHUTEILHO K  JIIOOOMY  TIpPOIeCCY WM DJIEMEHTY  CHUCTEMBI
JTUCTPUOBIONINK JIEKAPCTBEHHBIX CPEJCTB O3HAYAIOT, YTO JAHHBIA MPOIECC
WM 3JIEMEHT CIIOCOOCH 00ECHeYMTh BBIMOJIHCHHE TPEOOBAHWN HACTOSIIIMX
[IpaBui ¥ rapanTupoBaTh pabOTy CHCTEMBbI OOECIEUECHMSI KadeCTBA TAKUM
oOpa3oM, YTOOBI CBOEBPEMEHHO YCTAHOBUTH Jt000€ OTKJIOHEHHE OT
MoKa3zaTejell KadecTBa JIGKAPCTBEHHOTO CpeACcTBa JUOO U3MEHEHUS
CTAOMJIBHOCTH WX COXPAHEHUsSI C YYETOM BHJAa HOMEHKJIATYPHBIX TMO3HUIUI
(mekapcTBeHHOM — e(DeKTyphI), C KOTOPHIMH paOOTaeT KOHKPETHBIN
THUCTPUOBIOTOD;

MoJl «KJIMEHTAMU» TIOHUMAIOTCSl TOCTaBIIWKH, ayTCOPCHHTOBBIC
OpraHu3aluy, Moydarenau (MOKyHaTen) JEKapCTBEHHBIX CPEICTB, a TAKXKe

BCE CYOBEKTHI cephl 0OOpalieHus JICKAPCTBEHHBIX CPEACTB, C KOTOPBHIMH



6

JTUCTPUOBIOTOP HAXOTUTCS B JOTOBOPHBIX OTHOIICHUSX (BHE 3aBUCHMOCTH OT
TOTO, 0()OPMJICH JIOTOBOP B YCTHOM HIIM MUCBMEHHOU opme), U p.;

NOHSTHE «PACCIENIOBaHUE» O3HA4YaeT yCTAHOBJICHUE TMPUYHUHHO-
CIICZICTBEHHOM CBSI3U MEXKITY BO3HHKIITUM OTKJIOHCHHEM B
JTUCTPUOBIOTOPCKON 1€ M BO3MOXHBIMH (DaKTOpaMu, JICKAITUMHU B €ro
OCHOBE, BBIMIOJHEHHOE CHWJIaMH JUCTPUOBIOTOpPAa WM ayTCOPCHHTOBOM

OpTraHU3aIUH.

I11. OcHoBHas yacTh
1. YnpaBiieHue KauecTBOM
1.1. ITpunuun

5. lucTpuOBIOTOPBl  CO3/IAI0T M TMOACPKHUBAIOT CHUCTEMY KauecTBa,
OTPEICIIAIONTYI0 00S3aHHOCTH, MTPOIECCHI U MPUHITUIIBI YIIPABICHUS PUCKaMU
B OTHOLICHUM OCYUIECTBISEMOM UMMM JESTEIbHOCTH. Bce neucrtBus,
CBSI3aHHBIE C JUCTPUOBIOIMEH, JODKHBI OBITH OJHO3HAYHO OMPEIEICHBI U
npoaHaau3upoBaHbl. KitoueBble H3Tambl Mpoliecca ONTOBOM peaiu3aluu
(Bxirouass HauboJiee 3HAYUMBIC M3MEHEHHsS) JOJIKHBI ObITh OOOCHOBaHBLI M
npu HEOOXOJIUMOCTH BaJIMIUPOBAHBI. OTBETCTBEHHOCTh 3a
(GYHKIIMOHUPOBAHUE CHCTEMBI Ka4€CTBA HECET PYKOBOIUTENHh OPTaHHU3AIUU.
[lepconan opraHmzanuy JOJKEH HaHJICKAUM 00pa3oM  HCIONHSTH

O6H33HHOCTI/I, CBA3AaHHBIC C (b}IHKI_II/IOHI/IpOBaHI/IeM CHUCTCMBI KA4YCCTBA.

1.2. Cucrema xkauecTBa

6. Cucrema  ympaBieHUS  KauyeCTBOM BKJIFOYAET B cels
OPTaHU3ALMOHHYIO CTPYKTYpY, MPOLEAYPHI, MIPOLECCHl U PECYPCHI, a TAKKE
JIEUCTBHUSA, HEOOXOAWMBIC Uil OOCCTIICUCHHUS COXPAaHCHHUS KadecTBa M
LIEJIOCTHOCTH MOCTABIISIEMBIX JIEKAPCTBEHHBIX CPEJACTB U HEBO3MOKHOCTH MX

danbcudukayu B Iporecce XpaHeHus U (Win) TpPaHCIIOPTUPOBKH.
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/. Cucrema Ka4ecTBa J0IKHA OBITh MOJTHOCTHIO JOKYMEHTHUpPOBaHA, €€
3¢ (EKTUBHOCTD JOHKHA MOABEPraThCs MOHUTOPUHTY U aHanu3y. JlercTBus
NepPCOHAJIa, OTHOCSIIMECS K CHUCTEME Ka4eCTBa, MOJDKHBI OBITh OMHCAHBI B
COOTBETCTBYIOIIMX MUCBMEHHBIX Mponeaypax. HeoOxoguMo BHENpUTH H
MOJJICPKUBATh B aKTyaJIbHOM COCTOSIHUM PYKOBOJCTBO IO Ka4e€CTBY WIIH
JIPYTroy aHAJIOTUYHBIN JOKYMEHT.

8. PykoBO/ICTBOM OpraHu3alliil Ha3HA4YaeTCsi OTBETCTBEHHOE JIMIIO,
HAJICJICHHOE TTOJIHOMOUYUSAMH U OO0S3aHHOCTSIMU JIJIsi 0OECIeUeHUsT BHEAPECHUS
U TIO/IJIEPKaHUS B aKTYalIbHOM COCTOSIHUM CUCTEMbI KaueCTBa.

Bce wactu cuctembl kKadecTBa JOJKHBI ObITH HaJIEXKAllUM 00pazoM
oOecrieueHbl KOMIIETEHTHBIM TIE€PCOHAJIOM, JOCTATOYHBIM KOJIUYECTBOM
MOMEIICHHH, 000pyIOBaHUS U TEXHUUECKUX CPEJICTB.

9.Ilpu co3manuu, MOAACP)KAHUM WM W3MEHEHUU CHCTEMbI KauecTBa
HEOOXOJIUMO  YYUTHIBATh  OPraHU3aAlMOHHYK)  CTPYKTYpY, o0beM
BBITIOJTHSIEMBIX PabOT W yCIAyr M MHOTOIUIAHOBOCTH  JICSITEILHOCTU
JTUCTPUOBIOTOPA.

10. V muctpubbroTopa A0MKHA OBITH BHEAPEHA CHCTEMa YMPaBICHUS
W3MEHEHHUSIMHU, KOTOpasi JOJKHA OBITh MPOMOPIMOHATHHON U 3¢ (HEKTUBHOM,
a TaK’)Ke OCHOBAHHOM Ha MPUHITUIIAX yIPaBICHUS PUCKAMU JIJIsi KA4ECTRA.

11. Cucrema xadecTBa JI0J>KHA TapaHTUPOBATh CIAEAYONIEe:

a) JIEKApCTBEHHbIE CpelcTBa npuoopeTaroTcs, XpaHsTCs,
TPAHCIIOPTUPYIOTCS, TOCTABJISIOTCS WM IKCIOPTUPYIOTCSA C COONIOIEHUEM
TpeboBanuii HacTosmux [Ipasun,

0) 00s13aHHOCTH PYKOBOJICTBA OPTaHU3AIMHU YETKO ONPEACIICHBI,

B) JICKAPCTBEHHbIE cpelcTBa JOCTABJISIIOTCS HaJJIeKAIUM

IMOJIY4aTCJIsIM B COTJIaCOBAHHBIN nepuoa BpCMCHU,
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') IOKYMEHTaJbHOE O(OopMIIEHHE AECHCTBHII OCYIIECTBISAETCS B XOJI€
BBITIOJIHEHUSI WJIM HEMOCPEACTBEHHO TOCIJIE 3aBEPIICHHUS] COOTBETCTBYIOIIMX
JICUCTBUM;

1) OTKJIOHEHUS OT YCTAHOBJICHHBIX MPOUEAYpP JAOKYMEHTAIbHO
0(OPMIISIIOTCS. U B UX OTHOIIIEHUHU MPOBOJIATCS PACCIICIOBaHNUS;

€) He0OXOIMMbIE KOPPEKTUPYIOIIME U MPEIyNpPExKTAIONINE IEeHCTBUS
NPEANPUHUMAIOTCA JJI YCTPAHEHMs] OTKJIOHEHUW M TPEeAyNpeKIACHUS HX
MOSIBJIEHUSI B COOTBETCTBHM C MPUHIMIAMHU YIPABJICHUS PUCKAMU JIJIS

Ka4dycCTBa.

1.3. YopaBneHue esTeabHOCTHIO, IEPEAaBaeMOi /1JIs BBITIOJIHEHUS
JIPYroMy JHILy (ayTCOPCHUHT)

12. Cucrema KauyecTBa BKJIIOYAeT B Ce0S KOHTPOJIb W aHAIIU3
NEeSITEIIbHOCTH, TEPENAaHHOM HAa  AyTCOPCHUHI M OTHOCSIIEMCAS K
NpUOOPETEHNI0, XPAaHEHHUIO, TPAHCIIOPTHUPOBKE, IMOCTABKE WM DKCIOPTY.
JleATeIbHOCTh MO ayTCOPCHUHTY JIOJKHA YUUTHIBATH BO3MOJKHBIC PUCKU JIsS
Ka4yeCcTBa U COJEPKATh:

a) OLICHKY MPUTOJHOCTH Y KOMIETEHTHOCTH WCIIOJHUTEJS BBITTOJIHUTH
00s13aTENBCTBA 110 JJOTOBOPY JIOJKHBIM 00pa3oM, a TaKKe MPOBEPKY HATUIHS
y  HWCIOJHUTENS  HEOOXOJUMBIX  pa3pelIuTeNbHBIX  JTOKYMEHTOB B
COOTBETCTBHUU C 3aKOHOJATEILCTBOM T'OCYJapPCTB-UJICHOB;

0) omnpeneneHrne OTBETCTBEHHOCTH, MOPSIKa B3aUMOJICHCTBUS CTOPOH U
oOMeHa uHbopmanuen o ACHCTBUAX B paMKax MEPONPHUATHI, OTHOCALIUXCS
K KaueCTBY;

B) MOHUTOPUHI M aHAJIW3 JESATEIbHOCTH WCIOJHUTENS, a TaKkKe
OTPE/ICJICHUE W BHEJPEHUE HA PETyJISIPHON OCHOBE MEp, HEOOXOAUMBIX IS

YIIYUYLIEHUS.

1.4. MOHUTOPUHT U aHAJIN3 CO CTOPOHBI PYKOBOJICTBA
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13. PyxoBoACTBO OpraHu3alnu JTOJKHO YCTaHOBUTh
dbopmMa30BaHHBIN MPOIECC MEPUOIUYECKOr0 0030pa CHCTEMbI KayecTBa.
O0630p T0JDKEH BKIIIOYATh B ceOS.

a) OLICHKY CTETCHU JOCTUXKEHUSI 11eJIeil CUCTEMbl KAUEeCTBa,

0) olieHKy TOKazarened A(OPEKTUBHOCTH, KOTOPhIE MOTYT OBITh
UCIIOIB30BaHbl JJISI MOHUTOpPUHTa S(PPEKTUBHOCTH TaKuUX MPOIECCOB
CHCTEMbl Ka4€CTBA, KAaK KOJHUYECTBO MPETEH3UM, OTKIOHEHUH OT
YCTaHOBJICHHBIX HOPM, 3 PEKTUBHOCTH KOPPEKTUPYIOITUX U
NpeAyNpeKIA0NUX ACHCTBUN, HW3MEHEHUsS B MPOIEccax, OT3bIBbI O
JCATCIIBHOCTH 0 ayTCOPCHHTY, MPOIIECCHl CaMOMIPOBEPKHU (BKIIFOUYAst aHAIU3
PHUCKOB U ayJHTHI), Pe3yJIbTaThl BHEITHETO KOHTPOJIS (BKIIIOYAsk MHCIICKIIMK 1
ay/JIMThI), BBISIBIICHHBIC HECOOTBETCTBHSI, AyJIUThl KIIMCHTOB;

B) U3BMEHEHHSI, BHECEHHbIE B HOPMATHUBHBIE IIPAaBOBBIE  aAKTHI,
PYKOBOJICTBAa, a TaK)X€ BO3HHMKHOBEHHUE HOBBIX OOCTOSTENBLCTB, CBA3aHHBIX
C KauecTBOM, KOTOphIE MOTYT OKa3aTh BJIMSIHHE HA CUCTEMY YIPaBJICHUS
KaueCTBOM;

I') IHHOBAIIMH, KOTOPHIE MOTYT TOBBICHTH 3(PPEKTUBHOCTH CHUCTEMBI
Ka4eCTBa;

1) U3BMEHEHUS B JICJIOBOM Cpe/ie U OCTaBJICHHBIX IETISX.

14. Pesynbrarsl 0030pa CUCTEMBI Kauye€CTBAa CO CTOPOHBI PYKOBOJCTBA
JIOJDKHBI OBITh CBOEBPEMEHHO JIOKYMEHTAJIbHO O(OpPMIIEHBI U JIOBEACHBI

110 CBEJICHUSI MIEpCOHAIA.
1.5. YopaBneHnue puckamu JJisl KauecTBa

15. YnpaBnenue puckaMu JJis KadecTBa SIBJISETCS CUCTEMATHUYECKUM
MIPOIIECCOM OIIEHKH, KOHTPOJIsSI, 0OMeHa nH(popmalmeid 1 0030pa pUCKOB sl
Ka4yeCcTBa JICKAPCTBEHHBIX CPEJICTB. ITOT MPOLECC MOXKET MPOBOAUTHCS KaAK

ICPCIICKTUBHO, TaK U PCTPOCIICKTUBHO.
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VYmpaBieHue puUCKamMu Uil KadecTBa IPEIIOJIAracT, 4To OLEHKa
PUCKOB [IJIsl KQUECTBA OCHOBBIBAETCA HA HAYYHBIX 3HAHUSX, MPAKTUYECKOM
omnbITe PabOTHI U HaIpaBJEHA Ha 3alIUTy 3J0pOBbA Nainuenta. O0bem padoT
M0 YNPABJICHUIO PUCKAMM JJI1 KayecTBa M JIOKyMEHTalbHOE O(hOopMIIECHHUE
pE3yJIbTAaTOB OILICHKH PUCKOB JOJDKHBI OBITH COU3MEPUMBIMU C YPOBHEM
pucka. I[lpumepsl MpoLECCOB U MHCTPYMEHTOB MO YIPABICHUIO PUCKAMHU
NPUBEACHB B IMpaBWIaX HaJJEXKaIIEd TPOU3BOJACTBEHHOW MPAKTUKU
EBpa3uiCcKoro SKOHOMHYECKOTO COI03a, YTBEpPKIAcMbIX EBpasuiickoin

IKOHOMHYECKOU KOMHUCCUEH.

2. Ilepconan
2.1. [lpuHnun

16. Beimonnenne TpeOOBaHUW  HaUIeKaled  JUCTPUOBIOTOPCKOM
MPaKTUKU 3aBUCUT OT YeNIOoBeYecKoro ¢akropa. JUCTpuObIOTOp TOJKEH
UMETh JOCTaTOYHOE KOJMYECTBO KBATH(UIIMPOBAHHOTO TepcoHana s
peIIeHMS BCeX 3aj1ay, 3a KOTOpbIe OTBeYaeT opranu3anus. Kaxabpiii paboTHUK
JOJDKEH 3HaTh W IOHMMAaTh TPEOOBAHUS HaICkKaIeH IUCTPUOBIOTOPCKON
NMPaKTUKH, B YaCTH, KacaroIlecs ero aesTeabHOCTH. Kaxmplii pabOTHHK
JOJDKEH TIOHMMAaTh WHAWBUAYAJTBbHYIO OTBETCTBEHHOCTb, KOTOpas IOJKHA

OBITH TOKyMEHTHPOBAHA.

2.2. OTBETCTBEHHOE JIUIIO

17. PykoBoacTBOM  IUCTpUOBIOTOpPA  AOHKHO  OBITh  HA3HAYEHO
OTBETCTBEHHOE JHUI0. OTBETCTBEHHOE JIMIIO JOHKHO COOTBETCTBOBATH
KBUTM(PUKAIIMOHHBIM TPEOOBAHUSAM, YCTAHOBICHHBIM 3aKOHOAATEIHCTBOM
rocylapcTBa-ujiecHa, W 00Jajatb  HEOOXOAMMOW  KBanM(HUKaAIIACH
(mpenmoutuTebHO  (hapMANEBTUYECKUM  OOpa3OBaHUEM), ONBITOM |

3HAHUSAMHU B 00JIaCTH Ha}:mexcameﬁ I[I/ICTpI/I6BIOLII/II/I. B OTHCJIBHBIX ClIydasaX
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OTBETCTBEHHOE JIMIIO MOXKET MMETh HedapmalleBTHUeCKoe oOpa3oBaHHUE, B
TOM YHCJIE TPH JAUCTPUOBIONMU paarodapMarieBTUUECKUX IIperapaToB —
oOpa3oBanne B 00JacTH PpaarMoOOHUOJIOTUM, SACPHOM (PU3MKKA WU
paauodu3uKu, MpU JUCTPUOBIOIMU MEIUIIMHCKUX Ta30B — OOpa30oBaHUE
¢usuko-rexuuueckoro npoduis. Ilpoduns oOpazoBaHUsS OTBETCTBEHHOTIO
JUIA A0JKEH ObITh YCTAHOBJIEH PYKOBOJICTBOM I10 KaU€CTBY JUCTPUOBIOTOpA
HCXOS U3 €T0 HOMEHKJIATYPhl TOBAPHBIX MO3UIINH JIEKAPCTBEHHBIX CPEIICTB.

18. OTBeTCTBEHHOE JIMIIO JOJKHO BBITIOJHSATH CBOM OOS3aHHOCTH
JIUYHO U JIOJDKHO OBITh MOCTOSTHHO JOCTYIHO JJIsi KOHTakTa. OTBETCTBEHHOE
JUII0 MOXET JIeJIETUPOBATh 4YacTh CBOUX OOsI3aHHOCTEW, HO HE
OTBETCTBEHHOCTb.

19. TlomHOMOYMST OTBETCTBEHHOTO JHIIA IO TMPUHATHIO PEIICHUN B
paMKax CBOMX JOKHOCTHBIX 00SI3aHHOCTEH, a TaK:Ke HEOOXOUMBIE PECYPCHI
JUIE WX  BBINIOJIHEHUS  JIOJDKHBI ~ OBITh  ONPEJENEHbl  JOJKHOCTHOM
UHCTpyKIMed. OTBETCTBEHHOE JIMIIO JOJDKHO OBITh HAJIENICHO YETKO
ONPEICICHHBIMU TOJHOMOYMSIMU, PECYypCaMU U 30HAMHU OTBETCTBEHHOCTH,
HEOOXOAMMBIMHU JIJIS1 BHITIOJIHEHUSI BO3JI0KEHHBIX HAa HETO 00SI3aHHOCTEH.

20. OTBETCTBEHHOE JIMIIO JOJKHO BBIMOJIHATE CBOM OOS3aHHOCTH
TakuM o0O0pa3oM, 4YTOObI JTUCTPUOBIOTOP MOI TOATBEPAUTH COONIONCHUE
HaJJIekKaIen TUCTPUObIOTOPCKON MPAKTUKH.

21. K 00s13aHHOCTAM OTBETCTBEHHOTO JIUIA OTHOCSTCS:

a) obecriedyeHNUE BHEAPCHUS W TOMJICPKAHUS CUCTEMBbI YIPaBICHUSA
Ka4eCTBOM,;

0) KOHIICHTpAIHs Ha YIPABICHUH YCTAHOBIECHHOM JACSITEIHHOCTHIO U HA
o0ecrieYeHn TOYHOCTH 1 Ka4eCTBa 3aIUCei;

B) oOecrieueHue BHEIPEHUS U TOJJICPKAHUS TPOrpaMM MEPBUYHOTO U
MOCJEAYIOUIEr0 00y4YeHUsl JUIsl BCEro MepcoHaia, BOBJIECYEHHOIO B MPOILIECC

JTUCTPUOBIOIINH;
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I') KOODAUHUPOBAaHUE M  CBOEBPEMEHHAs OpraHu3alus  OT3bIBA
JIEKapCTBEHHBIX CPEJICTB U3 OOpaIleHus;

n) obecrnieueHue 3hPeKTUBHON pabOTHI C MPETEH3USIMHU TMOKYyIaTeen
(monyyatenei);

€) YTBEpXKICHUE OCTAaBUIMKOB U MOIyYaTesei;

K) YTBEpXKIEHUE  MepeJadyd  Ha  ayTCOPCHHI  JIESITENBbHOCTH,
HNOTEHIINAIILHO BIIUATOIIECH Ha COOJTIOJICHUE HaJIeXKallen
JTUCTPUOBIOTOPCKOM MPAKTUKH,

3) oOeclieueHre TPOBEICHUS CAMOMHCIEKIIMA B COOTBETCTBUU C
YCTAHOBJIEHHOU IEPUOJUYHOCTHIO U ITOATOTOBJIECHHOMN IPOrpaMMOi, a TaKkKe
MPUHATHUS HEOOXOIUMBIX KOPPEKTUPYIOLIUX MEP;

1) XpaHEHHE HEOOXOIUMBIX 3aIMcen, OTHOCSIIUXCS K
JIeJIETUPOBAHHBIM O0S3aHHOCTSIM;

K) IPUHATHE PEUIEHUH OTHOCUTEIBHO BO3BPAILIEHHBIX, OTO3BAaHHBIX,
OTKJIOHEHHBIX, TIPU3HAHHBIX HEKAYECTBEHHbIMHU, (adbCUPUIIMPOBAHHBIX
JIEKaPCTBEHHBIX CPEJCTB;

J1) YTBEPKIECHUE BO3BPAILECHUS JIEKAPCTBEHHBIX CPENCTB B KAaTErOPHUIO
MPUTOIHBIX ISl pean3allni;

M) o0ecrieueHre CoOMI0eHUs JIIOObIX JOMOJHUTEIbHBIX TPeOOBaHUI,
YCTaHOBJICHHBIX B OTHOLLIEHUU onpeaeIeHHON MPOIYKLIHN

3aKOHOJATEILCTBOM TOCYIapCTB-UJICHOB.
2.3. Ilpounit mepconan

22. JluctpuObIOTOp  JOJDKEH HWMETh  JIOCTaTOYHOE  KOJMYECTBO
KBATH(UITUPOBAHHBIX PAaOOTHUKOB, BOBJIICUCHHBIX B JICATEIBHOCTH IO
JTUCTPUOBIONINK JISKAPCTBEHHBIX CPEJICTB Ha BceX e¢ dramax. KoamdecTBo
pabOTHHUKOB OTpe/IesAeTCss 00beMaMH BBITIOHIEMBIX pa0d0T U TPEeOOBaHUAMU

3dKOHOAATCIbCTBA I'OCYAAapCTB-YJICHOB.
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23. OpraHnm3aiimoHHasl CTPYKTypa JIUCTpuObioTOpa odopmisieTcs B
BHJIC CXEMBI W yTBEp)KJaeTcs pykoBogutTeiaeM. DYHKIUH, 00S3aHHOCTH M
B3aMMOJICHCTBUE PAOOTHUKOB JOJIKHBI OBITh YETKO 0003HAYECHBI.

24. Ha paOOTHUKOB, 3aHMMAOIINX KIIFOUEBBIE JOKHOCTH, JIODKHBI
OBITH COCTABJICHBI JOHKHOCTHBIE HHCTPYKIINU, B KOTOPBIX OMPEISIISIOTCS UX
JOJDKHOCTHBIE OOS3aHHOCTH, a TakKe MOPSJIOK WX 3aMEIICHUs] JIPYTUMU

pabOTHUKAMU.
2.4. ObyueHue

25. Bce paboTHUKM, BOBJICYEHHBIC B JCSTEILHOCTh MO JUCTPUOBIOIIUU
JIEKAPCTBEHHBIX CPEJACTB, JOJDKHBI MPOUTH OOydeHHUE IO BOIpoOcCaM,
KacaloluMcsl  Hajyiexaliell  TUCTpUOBIOTOPCKOM  MPaKTUKH, UMETh
HEOOXOIMMYIO KBaJTHM(PUKAITMIO 10 Havajla BRIMOJHECHHUS CBOMX JIOKHOCTHBIX
00s13aHHOCTEH.

PaboTHUKHU TOKHBI TPOXOAUTH MEPBUYHOE U MOCIEAYIOIIee 0O0yUYeH e
B COOTBETCTBHHM C BBINOJIHIEMBIMH HMH OOS3aHHOCTSIMH Ha OCHOBaHUM
MUCHbMEHHBIX MPOLENYyp U MporpamMmbl 00ydeHHs. OTBETCTBEHHOE JIHIIO
JOJDKHO TOJIJIEPKUBATh KOMIIETEHTHOCTh TIepCOHaja B 00JaCTH HaIeKaIei
TUCTPUOBIOTOPCKOM MPAKTUKHU TTOCPEACTBOM PETYJIIPHOTO O0yUYEHUS.

J1OMOJTHUTENBEHO o0yueHue JIOJDKHO BKJIIOYATh ACHEKTHI
UJICHTU(PUKAIIMA TPOAYKIIMU W TMPEIOTBPAILICHUS TIOMAJaHusl B IIEMb
MOCTaBKU (panbCuDUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB.

26. Ilepconan, paboTrarmmuii ¢ TPOAYKIMEH, B OTHOIICHHUH KOTOPOU
YCTAHOBIICHBI 0O0JI€e JKECTKHME YCIOBHS OOpaIIeHHs, IOJDKCH MPOUTH
CIelMaJIbHYI0 TMOATOTOBKY. IlpumepaMu TakoW NPOIYKIIMU SBIISIOTCS
OTHEOITaCHBIC, B3PHIBOOIACHBIC, JIETKOBOCILUIAMEHSIOIIUECS, JETKOTOPIOUHE,

pPaaAHOAKTHUBHLIC MATCpPHAJIbI, JICKAPCTBCHHLIC CPCACTBA, IIOAJIC)KAIINC
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0CcO0OOMY KOHTPOJK B COOTBETCTBHHM C 3aKOHOJATEIbCTBOM TIOCYIapCTB-
YJICHOB, TEPMOJIAOMIIbHBIC JIEKAPCTBEHHBIEC CPENICTBA).

27.3anmucu O TMPOBEICHUU OOyYEeHMs] TOAJIekKAT XPAHEHHIO, a
3 PeKTUBHOCT O0YyUYEHMS JOJDKHA T[EPUOJMUECKH  OLICHUBATHCS U

JIOKYMEHTHPOBATHCHL.
2.5. 'uruena

28. JIoJbKHBI OBITH YCTAHOBJICHBI M COOJIFOATHCS COOTBETCTBYIOIINE
MPOIEAYPHI 110 TUTHEHE TPYJa U JIMYHOU TUTHEeHE PAaOOTHUKOB, IPUMEHHUMBIC
K OCYIIECTBISEMON HESITCIIBHOCTA. OTH TMPOIEAYpPhl TOJDKHBI BKIIOYATh

TpeOOBaHUs, OTHOCSIIIUECS K 3IOPOBBIO, TUTUEHE U OJICHK/IC.

3. Ilomemnienus u 06o0py10BaHUE

3.1. [TpuanIUn

29. JluctpuOb0OTOp  JOKEH HWMETh  MPUTOJHBIE  TOMEIICHHUS,
o0opy0oBaHue TUISt obecrnieyeHusl HaJ[JICKAIIETOo XpaHEHUsI
U PAaCIpOCTPAHCHUS JIEKAPCTBEHHBIX CpeacTB. [loMemeHusi TOJDKHBI OBITh
YUCTBIMH, CYXUMH, B HHX JOJDKHBI TOJJCPKHUBAThCA TpeOyeMble

TeMIepaTyPHBIA PEKUM U BIAXKHOCTb.
3.2. [Tomemenus

30. [TomenieHus: TOMKHBI OBITH CIIPOEKTUPOBAHBI UM MPUCTIOCOOIECHBI
TakuM 00pa3oM, 4YTOOBI OOECHEeYUTh COONMIOAEHUE TpPeOyeMbIX YCIOBUU
xpaneHusi. OHU JOJKHBI OBITh 3alUIICHHBIMU, MPOYHBIMU W OOJIaIaTh
JOCTAaTOYHOM BMECTUMOCTBIO JUIsl 0€30IacCHOTO0 XpPaHEHHUs JIEKapCTBEHHBIX

CpeACTB U oOparieHust ¢ HUMH. J[J1s1 obecrniedeHrsi TOUHOCTH U O€30MacHOCTH
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BCEX MPOBOJAMMBIX OIEpaIuii 30HbI XpaHEHUSI TOJDKHBI UMETh HaJICkKAITyT0
OCBEIIICHHOCTb.

31. B ciyvae ecnu mOMEIIEHUE HE MPUHAJICKUT HETOCPEACTBECHHO
TUCTPUOBIOTODY, JTAaHHOE MTOMEIIICHHE MOXKET WCITIOJIb30BaThCS
JUCTPUOBIOTOPOM MO JOTOBOPY apeHbl (CyOapeH/pl) MO0 Ha OCHOBAHUU
WHOTO BEIIHOTO (MMYIIECTBEHHOI0) WM 00s3aTebCTBEHHOIO MpaBa.
[Tomemenusi, WCHOJNB3yeMbIC JJIi XPaHCHHsI JICKAPCTBEHHBIX CPECTB,
JOJKHBI BBOJMTHCSI B DKCIUTyaTallMi0 B COOTBETCTBHH C 3aKOHONIATEIILCTBOM
rOCy/apCTB-UJICHOB.

32. JIekapCTBEHHBIE CPEICTBA JOJKHBI XPAHUTHCS COOTBETCTBYIOITUM
o0pa3oM B BBIJICJICHHBIX W YE€TKO O0O3HAYCHHBIX 30HAX, JOCTYIT B KOTOPBIE
paspelnieH TOJBKO TMEepCoHaly, UMEIIIeMy Ha 3TO mpaBo. Jlrobas cucrema,
3aMeHsSIoNas  (U3NYECKOe  pa3lelieHHe 30H XpaHeHHs  (Hampumep
KOMITBIOTEPU3MPOBAHHAS CHUCTEMa), JIOJDKHA OOCCIICUMBATh SKBUBAJICHTHBIM
YpOBEHH 0€30MMaCHOCTH M OBITh BaJTUANPOBAHA.

JlekapCTBEHHBIE CpEICTBAa, B OTHOIICHWH KOTOPBIX HE TMPHHITO
OKOHYATeNIbHOE perieHue o0 oOpaieHnn uiau oOparieHue KOTOPBIX
MPUOCTAHOBJICHO, JOJKHBI OBITh WM30JUPOBAaHBI JUOO (Quznuecku, OO C
MPUMEHEHUEM DJJICKTPOHHOW CHCTEMBI, OOECIIEYMBAOIICH ASKBUBAJICHTHOE
pasnenenue. JlanHoe TpeOOBaHHME OTHOCHUTCS, Hampumep, K JIH0OOH
NPOAYKIIMA C TIOAO03pEHHEeM Ha (albCHPUKANMIO W K BO3BpAIIEHHON
MIPOIYKITUU.

Jlrobass danscudunmpoBanHasl TPOAYKIMSA, MPOAYKIUS C HCTEKIIUM
CPOKOM TOJHOCTH, OTO3BaHHAs WPOAYKIMA, a TaKXke 3a0pakoBaHHAs
(OTKJIOHEHHAsT B IEMHM ITOCTaBKH) MPOMYKIMSA JOJDKHA OBITh HEMEIJICHHO
¢bu3nyueckr W30JMpOBAaHA U pa3MeElIeHa B CIHEIUATBHO BBIJICICHHOW 30HE,
OTICICHHOM OT JPYTUX JICKAPCTBEHHBIX CPEICTB, TMPUTOAHBIX  JIJISt

nucTpuObtony. JIekapCTBEHHBIE CPEICTBA, MTOTYUYECHHBIE U3 TPEThUX CTPaH U
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HE TIpeIHa3HAuYCHHbIC I oOpamieHus Ha pbiHke Cor03a, TaKXe TOJKHBI
OBITh (PM3UYECKHU U30JTUPOBAHEI.

[IpeanpunsTeie Mepbl 0€30MACHOCTH JOJDKHBI TapaHTUPOBAaTh, YTO
JaHHBIE 30HBI OOECIEYMBAIOT XPAaHCHUE TMPOAYKIHH OTACIBHO OT
JICKaPCTBEHHBIX CPEACTB, MPUTOAHBIX ISl TUCTPUOBIONNK, U B YCIOBHSIX,
WCKITIOYAIONINX MX TIOCTYIJIEHHE B CBOOOAHOE oOparieHue. JlaHHBIE 30HBI
JOJDKHBI OBITh MACHTU(PUIIMPOBaHBI (0003HAYEHBI) HAJJICKAITUM 00pa3oM U
3allUIIEHBI OT HEMPABOMEPHOTO JTOCTYTIA.

JlekapcTBeHHBIE  CpeACTBa, TpeoOyromme ocoboro  oOpalieHus
(HampuMep,  HAPKOTUYECKHE  CPEICTBA,  IICHXOTPOMHBIC  BEIIECTBA
U TPEKypCcophl, sAbIl  (SJOBHTHIC  BEIIECTBAa), JPYrHe  OIACHBIC
BEIIECTBA)I0OJKHBI XPAaHUTHCSA B YCIOBHUAX, COOTBETCTBYIONIUX TPEOOBAHUSIM
3aKOHO/IaTeIhCTBA TOCYIaPCTB-YJICHOB.

PamnodapmarnieBTueckue W JIpyrue  OINACHBIE  JICKAPCTBEHHBIC
CpeIcTBa, a Tak)Ke OTHEOMacHbIE ¥ B3PHIBOOMACHBIC JICKAPCTBEHHBIC
cpencTtBa (HampuMep, MEIUIMHCKHAE Tasbl, JIETKOBOCIUIAMEHSIOIINECS
KUIKOCTA U TBEPAbIE BEIIECTBA) MOHKHBI XPAHUTHCS B CIEHHUAIBHO
OTBEJCHHBIX 30HAX B COOTBETCTBHUHM C 3aKOHOAATEIBCTBOM TOCYIapCTB-
YJICHOB C TPUMEHEHHUEM COOTBETCTBYIOIIUX MEp O€30MaCHOCTH U JOJKHBI
OBITh 3aIMIIECHBI OT HEPABOMEPHOT'O JIOCTYIIA.

33. B 30Hax mpueMKu U OTTPY3KH JOJKHBI ObITh 00ECIIEUEHbI 3alluTa
OT BO3JICUCTBUS MOTOJHBIX YCIOBHM, aJICKBATHOE PA3CIICHUE 30H MPUEMKH,
OTTPY3KH W XpPaHEHHUs, a TaKXKe NOJDKHBI OBITH pa3pabOTaHbl MPOLETYPHI,
OTIPEIEIISAIONINE TOPSIIOK OCYIIECTBICHHUS KOHTPOJS 3a BXOASAIIUMH |
UCXOMAIIMMHA  TIOTOKAaMHM  JIGKAPCTBEHHBIX  cpeiacTB. JlOJDKHBI  OBITH
CHEIHMAILHO OMpeAesieHbl M 00ecleueHbl HaIJIeKaluM 000pyI0BaHHEM
30HBI IPUEMKH, UCTIOJIH3YEMBIC JIJISI TPOBEPKHU MOTYIECHHON POy KIIHH.

B 30He npueMku 0KHA OBITh MPETYCMOTPEHA OUMCTKA TapPhI.
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34. HeoOxogumo  oOecrneunTh  HaJIWIUE  OXPAHHOM  CHCTEMBI,
MO3BOJISIIONICH TMPEAOTBpAIllaTh HEMPAaBOMEPHOE NMPOHUKHOBEHHE B JIOOBIE
MOMEIICHUS] ¢ KOHTPOJIIMPYEMBIM AocTyrnoM. [IpeaynpenurensHbie MephI, Kak
paBUJIO, JTOJHKHBI BKIIIOYATh B C€0Sl OXPAHHYIO CUTHAIM3ALMIO C CUCTEMOU
MOHUTOPUHIa U NPOIYCKHOU pexuM. [loceTnrenu He NOMKHBI HAXOUTHCS B
NOMEIIEHUSAX 0€3 COMPOBOKACHUS.

35. [lomemennss u oOopynoBaHWE ISl XPaHECHHS JIOJKHBI OBITh
YUCTBIMH, B HUX HE JOJKHBI HAKAIlJIUBATHCA MbLIb U MycOp. JJOJDKHBI OBITH B
HaJIMYHUH MPOrPaMMbl JOKYMEHTUPOBAHHBIE MPOLIETYPbI, 3aIUCH 110 OYUCTKE
noMmemeHuii u odopynoanus. OOOpyAOBaHHE, WHBEHTaph U MaTepUalbl,
UCIIOJIb3yeMble  JUJI1  YOOpKM  (OYMCTKHM), a TakXe MOWIME U
Ne3UH(DULIMPYIOMIME CPEACTBA JOJDKHBI BBIOMPATbCS, HCHOIB30BATHCS U
XpaHUTbCA TakuM 00pa3oM, YTOObl OHU HE SIBWJIHCh HCTOYHHUKOM
KOHTaMHUHALUU.

36. [TomerieHust NOMKHBI ObITH CIIPOSKTUPOBAHBI U OCHAIIICHBI TaKUM
o0pa3oM, 4YTOOBI 00€CHEYUTHh 3aIlIUTYy OT TPOHUKHOBEHUS HACEKOMBIX,
I'PBI3YHOB WJIM JIPYrHX XKUBOTHBIX. JloJkHA OBITH pa3paboTaHa mporpamma
npOo(QUIAKTUYECKOTO KOHTPOJISE BpEAUTENICH .

37. KomHarbl OTIbIXa, rapaepoOHble KOMHAThl, JYIIEBbIE U TyaleThl
JUIsl paOOTHUKOB JIOJKHBI OBITh HAJUIEKAIIUM OOpa3oM OTAEJEHBI OT 30H
xpaHenusi. Hanmnuue nuieBbIX NPOAYKTOB, HAUTKOB, TaOAaUHBIX W3ACIIUM,
a TaKXKe JIEKapCTBEHHBIX CPEACTB JJs JIMYHOTO UCIIOJIb30BAaHUS B

IIOMCHICHHUAX CKJIaada 3aIIpCHICHO.

3.2.1. Kontposb 3a TemmiepaTypoil U yCIOBUSIMH MPOU3BOJACTBEHHOM CPEIbI
MOMEIIICHUS
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38. JlomkHO OBITh B HAJMYUU COOTBETCTBYIOIIEE OOOpYIOBaHUE U
JOJKHBI OBITH pa3paboTaHbl MPOIEAYPHl Il KOHTPOJIS 32 YCIOBHUIMHU
IIPOU3BOICTBEHHOM Cpeibl TOMEIICHUSI.

K ycnoBusiMm mpou3BOACTBEHHON Cpellbl MOMEUIECHUS, KOTOPhIE MOTYT
noTpebOoBaTh KOHTPOJISl, OTHOCATCS TEMIIEpATypa, OCBEIIEHHOCTh, BIAXXHOCTh
Y YHCTOTA B IOMEIICHUSX.

39. HeoOxonumo BBITIOJTHUTD MepBOHAYATIBLHOC H3y4YeHUE
pacrpeneicHus ~ TeMIeparypbl  (TeMmImeparypHOe  KapTHpOBaHHE) B
MOMEIIEHUSX JUIsl XpaHEHHs TMepel] Hav4aloM WX HCIOJIb30BAaHUS C
COONIIOZICHUEM  YCIIOBUM,  OTPAXKAIOIIMX  MapaMmMeTpbl  AKCIUTyaTaluH.
OO6opynoBaHue AJisi KOHTPOJsSI TeMIeEpaTyphbl JTOJDKHO OBITh pa3MEIIeHO B
COOTBETCTBUHU C pe3y/lbTaTaMH aHAJIN3a TEMIIEPATypHOTO KapTHUPOBAHUS B
TOYKaX HanboJiee 3HAYUTEIHLHOTO KOJICOAHUS TEMIIEPATYPHI.

TemmneparypHoe  KapTHpoBaHHWE  HEOOXOJUMO  TOBTOPSATH B
COOTBETCTBUU C Pe3y/IbTaTaMU aHAJIN3a PUCKOB UIU B CIy4yae CyIIeCTBEHHBIX
U3MEHEHUH B YCTPOWCTBE MOMEIIECHUS WIH O0OpYIOBaHWUU IS KOHTPOJIS
TEeMIIepaTyphbl.

B cnydae ecnu miomaab MOMEIIEHUN, UCTIONB3YEMbBIX JJISI XpaHEHUS
Ipyu KOMHATHOM Temreparype, HE TPEBBIMIaeT HECKOIbKUX KBaJPaTHBIX
METPOB, [OJKEH OBbITh TPOBEACH aHalU3 MOTCHIIMAIBHBIX PHUCKOB
(HampuMep, HaJW4yus OTOMUTENbHBIX MPUOOPOB) M OOOpYydOBaHUE IS
KOHTPOJISI TEMIEpPaTypbl MOKHO OBITh pa3MENIEeHO B COOTBETCTBUM C

pe3yJbTaTaMuy aHaJIu3a.
3.3. O6opynoBanue

40. ObopynoBaHre, OKa3bIBalOIllee BIWSHUE Ha XpaHEGHHE U
peaM3annio JICKAPCTBEHHBIX CPEICTB, IPOSKTUPYETCS, pa3MemaeTcs u

O6CJ'Iy>KI/IBaeTC$[ coriaCcHo HHCTPYKIUAM I10 €ro HCITIOJIB30BaHUIO
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(okcmyaranuu).  JlomokeH — ObITh  yTBEpXKACH  IUIaH — TEXHUYECKOTO
oOCIy’>KMBaHUsl HamOoJiee 3HAYMMOTO JJisi BBIMIOJIHEHUS] COOTBETCTBYIOIIUX
orieparuii 000py1I0BaHHUS.

41. O6opynoBaHue (CpeicTBa U3MEPEHUI), HUCHOJIb3yeMOe s
KOHTPOJISI WJIM MOHUTOPUHTA YCIOBUN XPAaHEHUS JIEKAPCTBEHHBIX CPECTB,
JOHKHO OBITh TOBEPEHO B TMOPSAKE, YCTAHOBICHHOM 3aKOHOAATEIbCTBOM
roCyIapCcTB-WICHOB, M OTKaJUOPOBAHO B OIPEACIICHHbIE MEXIOBEPOUYHbBIC
WHTEPBaJIbl KCXO/s U3 aHaIM3a PUCKOB U HAJICKHOCTH 000PYIOBAHU.

[Ipu kamuOpoBke oOOpynOBaHUS JOKHA OBITH  OOecredeHa
METPOJOTHYECKasi  MPOCIEKUBAEMOCTh  HCHOJB3YyEMBIX  ATAJOHOB K
HAI[MOHAJILHBIM WM MEXIYHAPOAHBIM TAJIOHAM €IUHUIl BETUYHH.

42. ]Insi  ONMEpaTUBHOTO BBIABICHUS OTKJIOHEHUM OT TpeOyembIxX
YCIIOBUM XpaHEHUs] HEOOXOIUMO UCIOJIb30BaThb COOTBETCTBYIOIINE CHCTEMbI
CUTHalu3allid. YPOBEHb OIMOBEUICHUS JOHKEH OBbITh  yCTAHOBJIECH
COOTBETCTBYIOIIMM  oOpazom.  CHCTeMBl  CHTHaJIW3alldd  JIOJDKHBI
NEPUOANYECKH TECTUPOBATHCS Uil  OOECHEeUeHUsT WX  HaJJIeKaIIEero
(bYHKIIMOHUPOBAHUSI.

43. Onepanu 1Mo PEeMOHTY, OOCITy)KMBaHUIO, TOBEPKE U KaJTHMOPOBKE
00OpYyIOBaHUS JOJKHBI OCYIIECTBISATHCS TaKUM 00pa3oM, YTOOBI KauyeCTBO
JICKApCTBEHHBIX CPEACTB HE IMOABEPrajioCh HEraruBHOMY BiusHUIO. [Ipu
HEOOXOAMMOCTH JOJDKEH OBITh CO3JaH PE3epBHBIA  (POHI MPUTOJHBIX
00OpyAOBaHUS U CPEJICTB U3MEPEHUH JJIs1 UCIIOJIB30BaHUSI BO BPEMsI pEMOHTA,
0OCTy>KWBaHUS WM TIOBEPKH.

44, Onepanuu MO0 PEMOHTY, OOCITY’)KMBAaHUIO U KaIUOpPOBKE HanOoiiee
3HaYUMOTO OOOpYIOBaHUS JIOJDKHBI OBITh COOTBETCTBYIOIIMM 00pa3zom
JOKYMEHTaJIbHO 0(OPMIIEHBI, JOKYMEHTAIUS JOKHA OBITh COXPaHEHA.

K nHambomee 3HaYMMOMY OOOpPYIOBAaHHUIO OTHOCSTCS. KOHIHMITMOHEPHI,

XOJIOJIUJIbHBIE KaMepbl (XOJNOIWJIBHUKH) WM YCTPOMCTBA, OXpaHHas U
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NO’KapHasi CUTHAJIM3ALMsl, CUCTEMBI KOHTPOJS AOCTYyNa, BEHTWISLUOHHAS
cucTeMa, CHUCTeMa  yBIaXHeHWss u  (WIM)  OCyImIeHHS  BO3/yXa,
TEPMOTUTPOMETPHI (TICUXPOMETPHI) WM UHOE 000pYI0BaHUE, UCIIOIb3YEMOE
JUISL PETHCTpPAllMM TEMIIEparypbl M BJIAXKHOCTH, a TaKXke 00O0pyHOBaHHUE,

UCIIONIB3yEeMOE€ ISl TPAHCIIOPTUPOBKH.,
3.3.1. KomnproTepu3npoBaHHbIE CUCTEMBI

45. [lepen HauasioM KCIMONIB30BAHUS KOMIIBIOTEPU3UPOBAHHON CHCTEMBI
HEOOXOAMMO  TMPOAEMOHCTPUPOBATH C  TOMOIIBIO  BaduJalluud  WJIU
Bepu(UKaIMU, YTO CHCTEMa CIIOCOOHA MOJydYaTh 3aJlaHHbIE PE3YyIbTaThl
TOYHO, €IMHOOOPA3HO U BOCIPOU3BOIUMO.

46. IomKkHO OBITh B HAIMYUHM MHCHbMEHHOC [CTAIHHOEC OIHCAHHE
KOMIIBIOTEPU3UPOBAHHON CHCTEMBI (BKJIIOYAsi IO BOBMOXHOCTH JTHArpamMMBbl).
Takoe ommcaHue IOMKHO TONJAEPKHUBATHCS B aKTyallbHOM COCTOSIHUU U
JIOJDKHO BKJIIOYATh B CE0Sl MPUHIUIBI, 1[EJU, MEphl 0€30MacHOCTH, 00JIaCTh
MPUMEHEHUS U OCHOBHBIC (DyHKITMOHATIBLHBIE 0COOEHHOCTH, a TaKXKe MOPSI0K
UCIIOIb30BaHus U UHTEPGENC NI B3aUMOJICUCTBUS C IPYTUMHU CUCTEMaMHU.

47. BBon maHHBIX B KOMIBIOTEPU3MPOBAHHYIO CHUCTEMY WIH HX
U3MEHEHHUE JOJKHBI OCYIIECTBIIATHCS TOJIBKO pabOTHHUKAMHU,
OTBETCTBEHHBIMU 3a JaHHBIN BUJ padoThl. KoMIblOTEpU3UpOBaHHAS CUCTEMA
JOJDKHA PETHCTPUPOBaTh BCE HW3MEHEHHUSI B CHUCTEME C YyKa3aHUEM
MOJIH30BATEIsl, COBEPILAIOIIETO ATH U3MEHEHHUS.

48. lomxHBI OBITH TPETYCMOTPEHBI (DU3NYECKUE WM SJICKTPOHHBIC
CpencTBa JJisl 3alllUThl JAHHBIX OT CIy4allHOTO WM HEMPaBOMEPHOIO
BHECEHMS] M3MEHEHUW. JlOCTYNMHOCTh COXpPaHEHHBIX JAHHBIX JOJDKHA
peryisipHo NpoBepsAThCcs. HeoOXoauMo Ha peryisipHOM OCHOBE CO3/1aBaTh
pe3epBHBIC KONMW COXpPAaHEHHBIX JIaHHBIX. Pe3epBHBIC KOIWW JIAHHBIX,

BBCACHHBIX B KOMIIBIOTCPU3UPOBAHHYIO CHUCTCMY, AOJIZKHBI XPAHUTBLCA B
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COOTBETCTBUM CO  CpPOKaMH, YyCTAaHOBJICHHbIMM  3aKOHOJIATEIbCTBOM
rocyIapcTB-4WICHOB, HO HE MEHee 5 JIeT, B M30JMPOBAHHOM MU O€30MacHOM
MecTe.

49. lomxHBI OBITHh TMPEAYCMOTPEHBI MPOIEAYPHI, OMPEASIITIONINE
MOPSZIOK JIEUCTBUU B ciiydyae cOOE€B B pabOTE CHUCTEMbI WJIM BbIXOAa €€ U3

CTpPOS, @ TAK)Ke TMIPETYCMOTPEHBI MEPHI TI0O BOCCTAHOBJICHHUIO JaHHBIX.
3.3.2. Kpanuduxanus u BayIamus

50. Opranmzanus J0JKHA OMNPEACIUTh KIIOUYEBOE OOOpYIOBaHHE U
MPOIECChI, KOTOPHIE MOJIEKAT KBATU(PUKAIMU U (WJIM) BAIUAAIMUA C LETBIO
MOATBEPXKACHUS ~ HAJJIekKAIEro MOHTaxa U Jkcmutyatauun. OObem
IPOBOAUMBIX paboT Mo KBadUpUKAUMU W (WIM) BaJIuIauuu (HAIpuMmep,
XpaHEHHEe, MOATOTOBKA K OTIPY3KE M YMAKOBKA) OIMPEAENSETCS Ha OCHOBE
JTOKYMEHTaIbHO 0()OPMIICHHOTO aHaJIN3a PUCKOB.

O06opynoBaHue U MPOIECCHl TOKHBI ObITh KBAIU(PUIIUPOBAHBI U (WJIN)
BaJIMAMPOBAHBI 10 Hayaja 3KCIUTyaTalluy WIHA MOCie J000ro 3HAUUTEIbHOIO
U3MEHEHUs (HampuMmep, MOoCae PEMOHTA UM TEXHUUECKOTO OOCTYKMUBAHUS ).

[IpoBenenune Bamuaanuu Wiau KBadupuKauu ohOpMIIIETCS OTUYETaAMH,
B KOTOPBIX MOJDKHBI OBITH OOOOIIEHBI TMOJYYCHHBIE PE3YyJIbTaThl, a TaKKe
JaHbl OOBSICHEHUS BBISIBICHHBIM OTKJIOHCHUSIM.

51. OTkoHEHUsI OT YCTAaHOBJEHHBIX TMPOUEAYP AOKYMEHTAJIbHO
oopMIIsItOTCSI, pa3padaTbIBalOTCSI MEPHI, HAMPABIECHHbBIE HA UX yCTpaHEHUE,
a TaKk)Ke Ha MPEAOTBpaIeHNE UX TOSBICHUS B OymylieM (KOpPEKTUPYIOITUE U
MPEIYNPEKTAIOIINE NENUCTBUS). HeobxonumocTh OCYIIECTBJICHUS
KOPPEKTUPYIOUIUX U MPETyNPERAAIOMNX IEUCTBUM ONPEIeNIIeTCs HA OCHOBE
CTaTUCTUYECKOTO TPOTHO3WpOBaHuUs (mpuMeHeHue baliecoBCkuX wmoenein
MIPOTHO3UPOBAHUSI), TPUMEHEHUSI KOHIIEMIIUKM aHalin3a (hapMaleBTHUYECKUX

PHUCKOB W MHHCTPYMCHTOB IIO VYIIPABJICHHUIO PHUCKAMH, IIPHUBCIACHHBIX B



22

MpaBWIaX HAJICKAIIEH MPOU3BOACTBEHHOM TMpPakTUKW EBpasniickoro
PKOHOMHUYECKOTO coro3a. JIOKHBI OBITh MOJMYyYEHBI JOKa3aTeIhCTBA
YCHEIIHOW BaJIMJAIMKM W TPUEMIIEMOCTH TIpollecca WM 000pyaoBaHUS,

KOTOPBIC YTBCPIKAAIOTCA COOTBCTCTBYIOIIMMU pa6OTHI/IKaMI/I.

4. JlokyMeHTauus

4.1. ITpuHiun

52. Hapnexxamasi JAOKYMEHTaIlUsl SBJISETCS HEOTHEMJIEMON YacThIO
CUCTEMBbI KadecTBa. 3ajJayaMyd JOKYMEHTAIlMU SIBIISIOTCS MPEIOTBpAIICHUE
OIMOOK, KOTOPhIE MOTYT BO3HHMKATh BCJICJICTBUE YCTHOW KOMMYHHKAIIUH,
OTCICKUBAHHE OTAEIBHBIX OMNEpaluii B  TPOIEcCe IUCTPUOBIOIUU
JI€KapCTBEHHBIX.

4.2. O6mue TpeOoBaHUS

53. K 1oKkyMmMeHTalMu  OTHOCATCS:  INHUCbMEHHBIE  MPOLETYPHI,
WHCTPYKIIMU, JTOTOBOPBI, 3aIIMCH, OTYETHI, IPOTOKOJIbI UCTIBITAHUNA U JAPYTHE
JaHHBIC, PETUCTPUPYEMbIE Ha OYMaXHBIX WM JJIEKTPOHHBIX HOCHUTEISX
uHpopmanuu. JJokymenTanus A0HKHA ObITh JIETKO AOCTYITHA Jis IIEpCOHAala
IUCTPUOBIOTOPA U BOCCTAaHABIMBAEMA.

54. O6paboTka MEepCOHATBHBIX JAaHHBIX PaOOTHUKOB IUCTPUOBIOTOPA,
JIMII, HANPaBUBIIUX MPETEH3MH, & TaKKe JIOOBIX APYTUX (U3HUECKUX JTUI
OCYIIECTBIISIETCSI B COOTBETCTBUU C TPEOOBAHHMSIMH 3aKOHOAATEIHCTBA
rOCYIapCTB-WICHOB, MPEIyCMaTPUBAIOIIUMH TOPSIOK 00pabOTKH, XpaHEHUS
MIEPCOHANIbHBIX JAHHBIX, BKIIIOUAs Mepeaady NepCcoHaIbHbIX TaHHBIX TPETHhUM
JHIIAM.

55. JlokymeHTanus JAODKHA B JIOCTAaTOYHOW CTENEHU OXBAThIBATh BCE
IIPOLIECCHI, BHIMOIHSIEMbIE TUCTPUOBIOTOPOM, U OBITH MMOHATHONW PAOOTHUKAM.
TekcT 1OKyMEHTOB JODKEH OBITh OIHO3HAYHBIM, HE JIOIYCKAIOIINM

ABYCMBbICJICHHBIX TOJIKOBAaHHH U OIITHOOK.
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56. [Iponienypsl  JOMKHBI ~ OBITh ~ YTBEP)KIEHBI, TMOAMHCAHBI U
JaTUPOBaHbl OTBETCTBEHHBIM JUIOM. JlokyMeHTauus [0JKHA OBbITh
yTBEpKIEHA, MOANKNCAHA U TaTUPOBaHa CIIEMaIbHO Ha3HAYEHHBIMHU JIMLIAMH,
COITIaCHO YyCTAHOBJIEHHBIM TpeOoBaHUsM. JlOKyMeHTanusi He IOJKHA
opopmiaTbcs OT pyku. B Tex ciydasx, Korma BHECEHHE PYKOMHCHBIX
3anuceil Heo0XOIMMO, JOIKHO OBITh MIPEYCMOTPEHO HATMYUE HEOOXOAUMBIX
TIOJIEH.

57. JIroOble ucpaBiIeHUs, BHECEHHBIE B JOKYMEHTAIUIO, JOKHBI ObITh
JaTUPOBAHBl W TOJIUCAHBI, WUCIPABICHUS JIOJDKHBI OBITh BHECEHBI TAKUM
o0pa3oM, 4TOOBI COXpaHsIACh BO3MOXXHOCTh IMPOYTEHHUS IMEPBOHAYAIBHBIX
sanucedt. [lpu HEoOXOMTUMOCTH cleAyeT YyKa3blBaTh MPUYUHBI BHECCHHSI
VICTIPABJICHUM.

58. JlokymeHTalMsl  MOJJIEKUT XpPaHEHUI0 B  TEUEHUE  CpOKa,
YCTaHOBJIEHHOTO 3aKOHOJIaTEIbCTBOM TOCY/IapCTB-UJICHOB, HO HE MEHEE 5 JIeT.
[lepconanbpHbie AaHHBIE PAOOTHUKOB JOJDKHBI OBITh YHUYTOXKEHBI WU
00€e3NTMYEHBI, KaK TOJIbKO MX XPaHEHHE TMepecTaeT TpeOoBaThbcs IS IeNei
JUCTPUOBIOLIMY JIEKAPCTBEHHBIX CPEACTB.

59. Kaxnpiii paOOTHUK [OJDKEH HWMETh OINEpPaTUBHBIA  JOCTYII
K JOKYMEHTAIlMd HEOOXOAMMOW I BBITIOJHEHHUS CBOMX JIOJDKHOCTHBIX
00s13aHHOCTEM.

60. Ocoboe  BHMMaHHW€  JOKHO  YAENATHCS  HMCHOJIB30BAHUIO
JNCHCTBYIOIMX U YTBEP)KIEHHBIX B YCTAHOBJIECHHOM TMOPSAKE MPOLELYP.
JIoKHBI  OBITH YETKO OO0O3HAYeHbl HAUMEHOBAHHME M 1I€JIb JOKYMEHTA.
JIOKYMEHTBI JOJIKHBI PETYASpPHO IMEpPecMaTpuBaThCs U TOACPKUBATHCS B
aKTyajgbHOM coctosiHuu. K mpomenypaM HEOOXOAMMO MPUMEHSITh KOHTPOJIb
BEPCHIA. JlomkHa ~ CyIIeCTBOBATh cucTema, Ipe0TBpaIaronIas
HENpPETHAMEPEHHOE  HCIIOJIb30BAaHWE  YTpaTUBIIEH  CWJIBI  PENAKIUU

JOKYMEHTA. YCTAapeBIIWE W PEOAKUUM JOKYMEHTOB W MIPOUEAYPHI,
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yTpPaTUBIIME CHJIY, JOJDKHBI UM3bBIMarbkCsi W3 JIOKYMEHTOOOOpOTa U
apXUBUPOBATHCH.

61. JlomKHBI COXpaHATHCS 3allUCH, OTHOCSIINECS K BBIIIOJHEHUIO BCEX
NEUCTBUM, KacalolUXCAd TNOJYYEHHOW WIM IIOCTaBJIEHHOW NPOLYKIHUH,
a TaKXKe 3aIiCH M0 OKa3aHHI0 OPOKEPCKHUX yCIyT (HampuMep, 3asBKH, CUETa,
TOBapHbBIC HAKJIAHBIC), WU JPYTHE 3alMCH B AJIEKTPOHHOM BHJIE WJIM WHOU
dbopwme.

3anucu JOHKHBI BKIIIOYATh KAK MUHUMYM CJEIYIOUIYI0 MH(POPMAIUIO:
JaTy, HAMMEHOBAHHE JIEKAPCTBEHHBIX CPEJCTB, KOJIMUYECTBO MPHUOOPETEHHBIX
VI TIOCTABJIEHHBIX JIEKAPCTBEHHBIX CPEACTB, HAWMMEHOBAaHHUE U aJpec
MOCTaBILIMKA, TOJydaresss WK rpy3omnonyyarens (B 3aBUCUMOCTH OT TOrO,
YTO IPUMEHNMO), a TAKKE HOMEP CEPUHU.

3anucu  JOJDKHBI  OBITH  CHENAaHbl HENOCPEACTBEHHO B MOMEHT

OCYIIECTBJIEHHUS COOTBETCTBYIOLUX ONEPALIUH.

5. [Ipornecc nUCTpUOBIOIUY JTEKAPCTBEHHBIX CPEJICTB

5.1. ITpuniun

62. Bce neiicTBus OUCTPUOBIOTOPA JTOJDKHBI OCYIIECTBISITBCS TaKUM
oOpa3oM, 4TOOBI HEe OblIa yTpaueHa MACHTUYHOCTH JICKAPCTBEHHBIX CPEICTB
U coOmoganuch TpeOOBaHUSA, YKa3aHHbIE HA YMAaKOBKE JIEKAPCTBEHHBIX
cpencts. JlMcTpuOBIOTOP AOMKEH NPUHUMATh HEOOXOAWMMBIE MEpBI IS
MUHAMH3AIANA pHucKa IIPOHUKHOBEHUS danbcuGuImpOoBaHHBIX
JIEKapCTBEHHBIX CPEJICTB B LIETIh pean3aliu.

63. JlucTpuObIOIINK IMOJICKAT CIICTYIONIHE JICKAPCTBCHHBIC CPEICTRA!

3apEeTUCTPUPOBAHHBIE B  COOTBETCTBUH C  3aKOHOJATEIIHCTBOM

roCy/1IapCTB-UJICHOB;
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3apErUCTPUPOBAHHBIE B COOTBETCTBUHU C aKTaMH, BXOASIIAMHU B IIPABO
Coro3sa;

HE3aperuCcTpupoBaHHble W (WIKM) BBO3MMBIC  (BBIBO3UMBIC) B
COOTBETCTBUM C 3aKOHOJATCILCTBOM TOCYIapCTB-4JICHOB U  aKTaMH,
BXOSIIIMMH B mpaBo Coroza.

64. IucTpuObIOTOp, KpOME JepiKaTeis (BIaaeiblia) PEruCTPaIHOHHOTO
YAOCTOBEPECHHS (ToproBoii  JIHIICH3HH), KOTOpBIM  mpuoOpeTaer
JICKApCTBEHHOE CPEIICTBO B JPYroM roCylIapCcTBe-wieHe, 005S3aH YBEIOMHTD O
CBOEM  HaMEpeHHMH  Jepkarenss  (Biajenblia)  PEruCTPalldOHHOTO
yIOCTOBEPCHHMSI, a TaK)Ke YIOJIHOMOYEHHBIH OpraH rocygapCTBa-ujicHa, B
KOTOPOE MPEIIO0IaracTcs MOCTABUTh JIEKAPCTBEHHOE CPEICTBO.

65. JIroOble  JICHCTBUS,  BBINOJHSAEMBIC  COIVIACHO  IOJIOKCHHUSM,
yKa3aHHBIM HIDKE, TOJDKHBI OBITh TOJHOCTBIO OMUCAHBI B COOTBETCTBYIOMICH

JIOKYMEHTAIIUW CUCTEMbI KaueCTBa.
5.2. OneHka noCTaBIIUKOB

66. luctpuObroTOp 00s13aH MOTy4YaTh JEKAPCTBEHHBIE CPEACTBA TOJIBKO
OT OpraHu3aliii, UMEIOIINX pa3pelieHrne Ha OCYIIECTBICHHUE ACATEIHLHOCTH
M0 MPOU3BOJCTBY WIW JUCTPUOBIONNH JIEKAPCTBEHHBIX CPEICTB, BBHIJAHHOE
YIOJTHOMOYEHHBIM OpTraHOM TOCYy/IapCTBa-4yJIcHa.

JucTpubnioTop, MpUOOpETAIONTUi JIEKApCTBEHHBIE CPEICTBA y IPYTOro
JTUCTPUOBIOTOPA, JODKEH YIOCTOBEPUTHCS, YTO IMOCTABIIUK JICKAPCTBEHHBIX
CpEICTB cOOMoaeT TpeOoBaHUs HAIJIEKAIICH AUCTPUOBIOTOPCKON MPAKTUKHU
U WMEeT paspelieHrne Ha OCYIISCTBICHHE IAaHHOTO BHUJA JEATEIHLHOCTH,
BBIJJAHHOE YTIOJTHOMOYECHHBIM OPTaHOM TOCydapCTBa-uJIeHa.

Ecnm mocTaBka JIeKapCTBEHHBIX CPEACTB OCYIIESCTBISICTCS MPH YIACTHH
Opokepa,  JOUCTPUOBIOTOP  JOJKEH  YAOCTOBEPUTHCS, 4YTO  OpOKep

3apPCTUCTPUPOBAH B YCTAHOBJICHHOM ITOPSIKE.
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67. MepomnpusiTusi M0 OIICHKE U OJOOPEHUIO IMOCTABIIMKOB JOJKHBI
OBITh BBITIOJIHEHBI JUCTPUOBIOTOPOM JIO TIPUOOPETEHUS JIEKAPCTBEHHBIX
cpencTB. JlaHHBIE MEPOTIPUITHS JOJDKHBI OCYIIECTBISATHCS B COOTBETCTBHH C
YTBEPXKIACHHOW TPOLEAYPOM, HUX PE3YyIbTaTbl JODKHBI  O(QOPMIIATHCS
JOKYMEHTAaJIbHO U IEPUOAMYUECKH MPOBEPSITHCSL.

68. [lpu moanmucaHuu  JOTOBOPOB C HOBBIMH  ITOCTaBIIMKAMU
OpraHm3aiis J0DKHA MPOBOIUTH HAJICKAIIYIO MPOBEPKY IMOCTABIIUKA C
IEJIBIO TTOJITBEP)KICHUS €T0 KOMITIETEHTHOCTH, HAJIC)KHOCTU U COOTBETCTBUS
YCTaHOBJICHHBIM TPEOOBAHUSM.

Oco00e BHUMaHUE HEOOXOAMMO YIIETATh CIAEAYIOINM (paKkTopam:

a) penyTtanus U (WIK) HAJACKHOCTh MOCTABIIUKA;

0) mpe/UIoKEeHNUs MO0 TIOCTaBKE JIEKAPCTBEHHBIX CPENCTB Hambosee
MOJABEPKEHHBIX (haTbCUPUITUIPOBAHUIO;

B) MPEUIOKEHUST IO TMOCTaBKe OOJBIION TapTHH JIEKAPCTBEHHBIX
CPEICTB, OOBIUYHO JIOCTYITHBIX TOJIBKO B OTPAHUYCHHOM KOJIMYECTBE;

I') IICHOBBIC MPEAI0KEHHS, HE COOTBETCTBYIOIIME PHIHOYHBIM.
5.3. Ornenka 3aka3unkoB (HOIydaTesncii)

69. JluctpuObtoTOp  005i3aH  yAOCTOBEPUTHCS,  UYTO  IOCTaBKa
JICKAPCTBEHHBIX CPEJICTB OCYIIECTBIISACTCS TOIBKO OpraHU3aIUsIM, HMEIOITUM
paspelieHre  (JIMIICH3WIO) WM  WHBIE  3aKOHHBIC OCHOBAaHMS IS
OCYIIECTBIICHUS ICSITSIBHOCTH, OTHOCSIIEHCS K 0OpaIeHuo JIEKapCTBEHHBIX
cpeacTB Ha peiHKe Coro3a.

70. K mepBoHauanbHOW W TOCIEAYIONIAM MEPUOIAYECKUM OICHKAM
BBITIOJTHCHUSI YKa3aHHBIX TPEOOBAHUN OTHOCSTCS CICAYIONIHNE ICHCTBUS:

a) MOJIy4eHHE KOTIMI COOTBETCTBYIOLIUX JUIICH3UH (pa3pelieHuit);

0) olleHKa MPEACTaBICHHBIX JOKYMEHTOB Ha HMHTEPHET-calTax

COOTBCTCTBYIOIINX OPraHOB FOCYI[apCTBeHHOﬁ BJIACTHU HA IMOJJIMHHOCTD,
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B) 3aIpoC JIOKYMEHTOB, MOATBEPHKIAIOIINX KBaJU(DUKALIIO
nojy4yaresis WM HajJuyue npaBa Uil OCYIIECTBIEHUSA JEATEIbHOCTH,
OTHOCAIIECHCS K OOpalleHHIo JIEKapCTBEHHBIX CpelcTB Ha pbiHke Coro3a B
COOTBETCTBHUU C 3aKOHOJIATEILCTBOM T'OCYIaPCTB-UJICHOB.

71. quctpubbproTop OTCJIEKUBAET OCYIIECTBIISIEMbBIE CHEIKU
U TPOBOAUT PACCIICIOBAHUSA B OTHOIICHUM JIFOOBIX OTKJIIOHEHHUM B IIETIOYKE
peanu3anuMu HapKOTHUYECKUX CPEJNICTB, MCUXOTPONHBIX BEIIECTB U APYTUX
ONAaCHBbIX BEWIECTB. I[IpW BBIABICHUHU OTKIOHEHWM OT MOPONUCAHHOMN
OpoleAypbl pealiu3alid, KOTOpPhle MOTYT O3HAauaTh HCIOJb30BAHUE
JIEKAPCTBEHHBIX CPEJICTB HE IO HA3HAYCHUIO, [OJDKHBI MPOBOIUTHCS
paccienoBanusi. O pe3ysbTaTax pacciieOBaHUN JOJDKHBI ObITh YBEIOMIICHBI
YIOJIHOMOYEHHBIE OPraHbl TOCYJaPCTB-UJICHOB.

72. JIucTpuObIOTOPOM JIOTKHBI OBITH MPUHSITHL MEPHI IO 00ECTICUCHUTO
BBITIOJTHEHUSI TpeOOBaHUM B OTHOILICHUM OOpalIEeHUs] JIEKAPCTBEHHBIX
cpeacTB Ha peiHKe COr03a, YCTAaHOBJIICHHBIX 3aKOHOAATEILCTBOM T'OCYIapCTB-

YJICHOB U aKTaMH, BXOJAIIUMHU B ripaBo Coro3a.
5.4. [Ipuemka JeKapCTBEHHBIX CPEICTB

73. OCHOBHBIMHU 3aJja4aMH OIepalid 10 TMPUEMKE JIeKapCTBEHHBIX
CPEICTB SBIISIIOTCS CJICAYIOLINE:

a) MPOBEpPKAa COOTBETCTBUS TMPUHUMAEMBIX JIEKAPCTBEHHBIX CPEICTB
TOBapPOCONPOBOAUTEIBHON JOKYMEHTAIIUY;

0) mpoBepKa MOJYyYECHHs JICKAPCTBEHHBIX CPEICTB OT YTBEPKIECHHOTO
MOCTABIIUKA,;

B) IPOBEpPKA OTCYTCTBUSI BUJIMMBIX MOBPEKJICHHUM, KOTOpPHIE MOTJIU
BO3HUKHYThH B MPOLIECCE TPAHCIIOPTUPOBKH.

74. JlekapCTBEHHbIC CPEJICTBA, TPEOYIOMIME CIEIHATbHBIX YCJIOBUI

XPaHCHUA UK MCP 663OHaCHOCTI/I, AOJDKHBI HPUHHUMATLCA B IICPBYIO O4YCPCAb
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U T1OCI€  BBINOJHEHUS  HEOOXOAUMOW  TMPOBEPKU  JIOJDKHBI  OBITH
HE3aMEeJIUTEIHLHO TIEPEMEIICHBI B COOTBETCTBYIOIIYIO 30HY XPaHEHHUSI.

/5. Cepun  JIEKapCTBEHHBIX  CPEICTB,  MpEIHA3HAYEHHbIE IS
peanu3zanuu B pamkax Coro3a, He JOJKHBI HAIPABJISATHCS B 30HY pealn3aluu
0 TOTO Kak B COOTBETCTBHMM C MHUCHBMEHHBIMH TMpONEAypaMu OyAeT
YAOCTOBEPEHO  BBINOJHEHHE  BCEX  TpPeOOBaHUW,  YCTAHOBJIEHHBIX
3aKOHOJIaTEIbCTBOM TOCYJapCTB-WICHOB W aKTaMH, BXOIAIIMMHU B IPaBO
Coroza. [lnsg cepuil, MNOCTyMAalOIUMX W3 JPYroro TrocyJapcTBa-4ieHa,
HaJjIeKauM 00pa3oM OOYYEHHBIM MEPCOHAIOM JOJKHBI OBITh TIATEIHHO
MIPOBEPEHBI JOKa3aTeIbCTBA JIOMyCcKa Ha phIHOK Cor03a J10 UX MOMEIIEHUS B

30HY peau3aluu.
5.5. XpaHenue

76. JlekapCTBEHHBIE CpEICTBA U TMPU HEOOXOIUMOCTH Apyras
MEAMIMHCKAsT TPOAYKIUS JOJDKHBI XPAHUTHCS OTIEIBHO OT JPYTUX
IPOJIYKTOB, CIOCOOHBIX OKa3aTb HAa HHUX BIUSHWE, W JIOJDKHBI OBITh
3alIUIIEHBl OT BPEIHOTO BO3JCHUCTBUS CBETA, TEMIIEPATYPhl, BIAKHOCTH U
Opyrux BHemwHUX (axTtopoB. Ocoboe BHUMAHUE CIEAYET YAEATh
JIEKapCTBEHHBIM CPEICTBAM, TPEOYIOLIUM CHEIIMATbHBIX YCIOBUA XpPAHEHUS.

[7. TpanciopTHass Tapa C JIEKAPCTBEHHBIMH CpPEICTBAMHM MpHU
HEOOXOAMMOCTH  JOJDKHa  OBITh  OUMILEHA  Mepel  pa3MElIEHUEM
JICKapCTBEHHBIX CPEJICTB HA XPaHCHHE.

78. Cxitajickue onepanuu JO0JDKHBI 00eCcreurnBaTh TpeOyeMble YCIOBUS
XpaHEHUS, a TAKKE MEPBI 0€30MMaCHOCTH.

79. JIucTpuObIOIMs JIEKapCTBEHHBIX CPEICTB (OTrPy3Ka) AOJKHA OBITH
OpraHM30BaHa TaKUM 00Pa3oM, YTOOBI JIEKAPCTBEHHBIE CPEJICTBA C MEHBIIINM

CPOKOM TOJIHOCTH OTTpyXasiuch B nepByro odepeanr (FEFO — first expire first
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out). OTKIIOHEHUS OT  JAaHHOTO TpeOOBaHUS JTOJKHBI OBITH
33JIOKYMEHTHUPOBAHBI.

80. [Ipu xpaHeHUHU JIEKAPCTBEHHBIX CPEACTB M OOpaIleHHd C HUMHU
JOJDKHBI  OBITh TPUHSATHI MEphI, HANpPABJICHHBIE Ha MPEAOTBPAIICHUE
pacchlllaHusi, HAPYIICHUS  IEJIOCTHOCTH  yMAaKOBKH, KOHTaMHUHAIIUU
U TepenyThiBaHUsA. JIeKapCTBEHHBIE CpEIACTBA HE JTOJDKHBI XPaHUTHCS
HEMOCPEICTBEHHO Ha MOy, 3a MCKJIIOYEHHEM CIydaeB, KOTJa yIaKoOBKa
CHelUaIbHO pa3paboTaHa I TAaKOTO XpaHeHus (Hampumep, OallJIOHBI
C MEJIMIITMHCKHUM T'a30M).

81. JlekapCTBEHHBIE CpPEICTBA, CPOK TOJHOCTH KOTOPBIX HCTEK,
JOJDKHBI OBITh HE3aMEUIMTEIIBHO HM3BATHl M3 KAaTErOPUU TPHUTOAHBIX IS
HOCTaBKH MO0 (pr3MuecKu (M30IMPOBAHBI B CIICIIUAIBHOM ITOMEIICHUHU HJIH
30H€  XpaHEHHus), JuOO0 C  TOMOIIBIO  DBJIEKTPOHHBIX  CPEJICTB,
o0ecIeurBarONINX SKBUBAICHTHYIO U30JISITHIO.

AHanmu3 CKJIQJACKHMX 3alacoB JIODKEH TIPOBOJUTHCS PETYyJIIpHO B
COOTBETCTBUH C TpeOOBAaHUSAMH 3aKOHOJATEIBCTBA TOCYAApCTB-WICHOB.
BrlisiBlIeHHBIE OTKJIOHEHMS JOJDKHBI OBITh JOKYMEHTaIbHO O(OPMIICHBI, U B

WX OTHOIIICHUH JOJDKHO OBITH ITPOBEJICHO pacciacA0BaHHUE.
5.6. YHHUTOXEHHUE

82. JlekapCTBEHHbIE CpPEICTBA, NMpPEeAHA3HAYEHHBIE [JIS YHUUTOXKEHUS,
JNOJDKHBI  OBITH  Ha/JJIeXKaUUM 00pa3oM MPOMapKUPOBAaHBI, XPAHUTHCS
OTAEJIIBHO B CHELIUAJBbHOM IIOMELIEHWM WM 30HE, AOCTYIl B KOTOPBIC
OTPaHWYCH, NPHU ITOM ONEPAUMUA C HUMH JOJDKHBI OCYIIECTBIATHCS B
COOTBETCTBUH C TMCbMEHHBIMH IIPOLIETYPAMU.

83. YHUUTOXKEHHUE [IOJDKHO OCYIIECTBISITBCS B COOTBETCTBUHM  C

3aKOHOAAaTCIbCTBOM CTpaH rocyaapCTrB-4JICcHOB NIIn MMPpUEMIICMbIMHU
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MEKITYHApPOIHBIMA TpeOOBaHUSIMU B OTHOLICHUU oOpaiieHus,
TPAHCIIOPTUPOBKU U YHUUTOKEHUSI JIEKAPCTBEHHBIX CPEJCTB.
3anucu 00 YHUYTOXKEHMM JIOJDKHBI XPAHUThCS B TEUEHHE CPOKA,

YCTaHOBJIEHHOT'O 3aKOHOaTEIbCTBOM I'OCYJapCTB-YICHOB.
5.7. IloaroToBka K OTrpy3Ke

84. HeoOxoaumMo  KOHTPOJIMPOBaTh, YTOOBI K OTIpPYy3Ke ObUIH
NOJrOTOBJIEHBI 3aTpeOOBaHHBIE JIEKAPCTBEHHbIE cpeacTBa. Ha MomeHT
INOATOTOBKM K OTIPY3KE JIEKaPCTBEHHBIE CpPEICTBA JOJDKHBI HUMETh

COTJIaCOBAHHBIN MOJydaTesIeM U OTIPaBUTEIIEM OCTaTOYHBIN CPOK TOTHOCTH.
5.8. IlocTaBka

85. [locTtaBka JIEKApCTBEHHBIX CPEJICTB JIOJKHA COMPOBOXKAATHCS
JOKyMEHTaMH, MPEeyCMOTPEHHBIMU 3aKOHOAATEIHLCTBOM TOCYAapCTB-UJICHOB
(cuer-(hakTypa, TOBapHO-TPAHCIIOPTHAS  HAKJIAQJHAs,  MEXKIyHapOIHAS
HaKJIaJHasi, WHBOWC, aBWa-HaKkjiagHas W Jp.). B compoBOAUTENBHBIX
JOKYMEHTAax JIEKapCTBEHHBIX CPEJCTB YKA3bIBAIOTCS CIICAYIOIINE CBEICHUS:
JaTa, HaMMEHOBAHHWE JICKAPCTBEHHOTO CPEICTBAa, HOMEp cepuu (MapTHH),
MOCTaBJIsIEMOE  KOJMYECTBO,  JICKAPCTBEHHass  Qopma,  JO3UPOBKA,
HAMMEHOBAaHWE W  aJapec  TOCTaBIIMKA, HANMEHOBAHHE ©  aJpec
rpy3ononyyatens ((akTUyeckuil aapec ONTOBOrO CKJaga, €cld OH
OTIIMYAETCSA OT IOPUIUYECKOTO aJIpeca), a TAKXKE YCIOBUS TPAHCTIOPTUPOBKH
Y XpaHCHHUSI.

3anucu 0 MOCTaBKe MOJICkKAT XPAHECHUIO TaKUM 00pa3oM, 4ToObI Oblia

obOecreuecHa IIPOCIICKNBACMOCTD ABHKCHUS JICKAPCTBCHHBIX CPCACTB.

5.9. Dkcnopt
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86. Opranmzaiusi, JIKCIOPTUPYIOIIAas  JICKAPCTBEHHBIE  CPEACTBA,
J0JDKHA UMETh JIMIICH3UIO MU MHBIC 3aKOHHBIC OCHOBAHHUS B COOTBETCTBUH C
3aKOHOJIATEJIbCTBOM TOCYAApPCTB-WICHOB JUISI OCYIICCTBICHUS JICITCIBHOCTH
0 JUCTPUOBIOIMKM  JICKAPCTBEHHBIX  CPEJICTB WM  JIMICH3WIO  Ha
IIPOU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB.

87. Hacrosmue IlpaBuia NMPUMEHSIOTCS K DKCIOPTY JIEKAPCTBEHHBIX
CPE/CTB B MOJIHOM 00beMe. Eciu skcropTupyembie JIeKapCTBEHHBIE CPEACTBA
HE  3aperucTpupoBaHbl  Ha  Teppuropun  Coro3a,  opraHu3aius,
OKCIIOPTUPYIOIIAs  JICKAPCTBEHHBIC  CPEACTBA, JIOJDKHA  IPEINPHUHATH
HEOOXOIMMbIC MEpBhI, HANpaBJICHHBIC Ha MPEAOTBPAIICHHE IOCTYIUICHHS
JAHHBIX JICKAPCTBEHHBIX CPEACTB HAa PhIHOK Coro3a.

[Tpu IKCIIOPTE JICKapCTBCHHBIX CpEICTB opraHu3aIus,
IKCIIOPTUPYIOIIAs JCKAPCTBECHHBIC CPEJICTBA, JIOJDKHA YJIOCTOBEPUTHCS, UTO
TIOCTaBKa OCYIIECTBISICTCS B aJpec JUI], UMCIOIIUX 3aKOHHBIC OCHOBAHWSI
I0JIy4aTh JICKAPCTBCHHBIC CPEJICTBA B COOTBETCTBHHM C 3aKOHOATEILCTBOM
COOTBETCTBYIOIIIETO  TOCyJapcTBa  JUIS  JUCTPUOBIOIMU  JaHHBIX

JICKAPpCTBCHHBIX CPCACTB.

6. [IpeTen3un, BO3BpaT, MoA03peHUs B hanbCUPUKAIIUN U OT3HIB
JIEKapCTBEHHBIX CPEJICTB U3 0OpaIeHus

6.1. ITpuniun

88. Bce nmpereH3uu, ciyyan BO3BparTa, MoA03peHus B Qanbcudukanuu,
a TaKXe OT3bIB JIEKAPCTBEHHBIX CPEACTB M3 OOpalleHHs] JTOJKHBI ObITh
JOKYMEHTaIbHO OGOpPMIICHBI U MPOAHAIM3UPOBAHBI B COOTBETCTBHH C
YCTaHOBJIEHHBIMU TIpoueaypaMu. COOTBETCTBYIOIIHNE 3aMUCU JTOJDKHBI OBITh
JOCTYITHBI YIIOJTHOMOYEHHBIM OpraHaM TOCYIapCTB-UJICHOB.

89. OneHka  BO3BpAlICHHBIX  JICKAPCTBEHHBIX  CPEJACTB  JIOJDKHA

OCYIIECTBISATHCS J0 MPUHATHSA PEIICHUs] 00 WX OJ0OpEHUU MJisi TTOBTOPHOMN
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noctaBku. /[l ycnemHo OopbObl ¢ (anbcudukauend JT0MTKHBI OBITH

COTJIACOBAaHHBIC JIEHCTBUS BCEX YUACTHUKOB IEMU PEATTU3AIINH.
6.2. [Iperensuu

90. IlpeTeH3un JOMKHBI OBITH 3apPETHUCTPUPOBAHBI C yKa3aHHEM
cienyomed HHPOpMalMK: JaTa IOJIY4YEHUs MPETeH3UH, HAUMEHOBaHUE
opraHuzanuv win QamMuiausi, HUMsS, OTYECTBO (MpU HAIMYMM) JIUIIA,
PEAbSBUBIIETO NMPETCH3UI0; KOHTAKTHBIC JJaHHBIC (HOMep TenedoHa u ¢akca
(mpu HaTMYMK), SJCKTPOHHAS [TOUTA, aJIpec), HAMMCHOBAHHUE JICKAPCTBEHHOTO
CpElCTBa, JIEKAPCTBEHHOW (OPMBI, JTO3UPOBKA, HOMEP cepuu (MapTuu),
o0beM, IPUYMHA MPETESH3UH U TIP.

[Ipu 3TOoM HE0OXOAMMO pa3IuyaTh MPETEH3UMH B OTHOIICHUU KadeCTBa
JIEKapCTBEHHBIX CPEICTB M TMPETEH3UH B OTHOIICHUM COONIONCHUS
TpeOOBaHUI U YCIOBUN TUCTPUOBIOIIHH.

91. B ciyyae eciiv mpeTeH3uss OTHOCHUTCSI K KaueCTBY JIEKApPCTBEHHBIX
CpEICTB WIN IpearnonaraeTcs HaJIU4ue HEKaYCCTBEHHBIX
(panbcuuIMpPOBaHHBIX) JIGKAPCTBEHHBIX CPEICTB, MPOU3BOAMTEIL U (HJIN)
Aepxarenb (BIaaesel]) PEerucTPalMOHHOTO YAOCTOBEPEHUS JODKHBI OBITh
YBEIOMJICHBI 00 3TOM HE3aMeJIUTEIBHO.

92. B oTHOUIEHUH NPETEH3UH MO COOMIONCHHUIO TPEOOBAHUN U YCIOBUI
JUCTPUOBIONIMM  JIOJDKHO OBITh TMPOBENCHO paccieioBaHUE C  IEJbIO
YCTAHOBJICHUS UCTOYHWKA WM IPUIHHBI IPEABIBICHUS TPETCH3NH.

93. lms  paGoTel ¢ MPETeH3USIMH  JOJKHO OBITHh  Ha3HAYEHO
CHEIMaIbHOE JIUI0, a TakKe MOTYT TPHUBICKAThCS IPYyrue pabOTHHUKHU
JUCTPpUOBIOTOPA B HEOOXOJUMOM KOJTUYECTBE.

94.1lo pe3ynpraraM paccieoBaHUsl W aHaJIW3a B OTHOIICHUU
NPETCH3WH  TPU  HEOOXOAMMOCTH  JOJDKHBI ~ OBITh  NPEANPHUHSITHI

COOTBETCTBYIOIIME MEPHI, BKIIFOUAS] KOPPEKTUPYIOIIME U MPEIAYIPEKIAAIOIINE
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I[CP’ICTBHSI, B TOM YHCJIC YBCIOMIICHUC, CCIIN 3TO HCO6XOI[I/IMO B COOTBCTCTBUH
C YCTAHOBJICHHBIMH Tp€6OBaHI/I$IMI/I YIIOJIHOMOYCHHBIX T'OCYAAPCTBCHHBIX

OpraHoOB TOCYJapCTB-YJICHOB.
6.3. Bo3BpailieHHbI€ JIEKapCTBEHHBIE CPECTBA.

05. Oneparuu ¢ BO3BpAIlCHHBIMHU JICKAPCTBEHHBIMU  CPEICTBAMU
JIOJDKHBL ~ OCYIIECTBIISATBCSL B COOTBETCTBUM C  JIOKYMEHTHPOBAHHBIMU
npolelypaMu, OCHOBAHHBIMM Ha OIIEHKE PHUCKOB, C YYE€TOM CHEeludUKU
JICKapCTBEHHBIX CPEJCTB, CIHEIHUATIbHBIX YCIOBUM XpaHEHHS, a TakKKe
BPEMEHH, NPOIIEAIIET0 C MOMEHTAa IMepBOHAYaJIbHOU OTrpy3ku. BoszBpar
OCYILIECTBIISIETCS. B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM T'OCYJaPCTB-UJICHOB
U JIOTOBOPHBIMHU 0053aT€ILCTBAMU MEXJY CTOPOHAMH, YYacCTBYIOIIMMHU B
BO3BpaTe MPOAYKIIHH.

96. JIekapCTBEHHBIE CpEICTBA, KOTOpPHIE paHee ObUIM OTTPY>KEHBHI,
MOTYT OBITh BO3BpAIllEHbl B KATETOPHUIO MPUTOJHBIX ISl TTOCTAaBKHU TOJIBKO
B TOM CJTy4ae, €CJIM BBIIIOJIHEHBI BCE CIEIYIONINE YCIOBHUS:

a) 1IeJI0OCTHOCTh BTOPUYHOU (moTpeOUTeNbCKOM) YIIaKOBKHU
JIEKAPCTBEHHBIX CPEJICTB HE HApYIIEHAa, OTCYTCTBYIOT CIEbI MOBPEKICHHUIA,
OTCYTCTBYET JOMOJHUTEIbHAS MapKUPOBKA, UMEETCS HE MPEIyCMOTPEHHAs
MPOU3BOUTEIEM MapPKUPOBKA (CTHKEPHl anTeK, IIEHHUKH, AaKIIMOHHBIC
CTHKEPBl U JIp.), CPOK T'OJHOCTH HE HCTEK, MPOIYKIMSA HE OT3bIBAjach U3
oOpalleHus;

0) TeKapCTBEHHBIC  CPEACTBA,  BO3BPAIICHBl  OT  TMOJydarenen
(mokymaresei), He UMEIOIIUX JIMIIEH3UM Ha OCYIIECTBICHUE TUCTPUOBIOLINH,
WIM OT AalTEeYHbIX OpraHu3aluid, B TEYEHUE YCTAHOBJIEHHOIO MEpPHOaa
BPEMECHU;

B) TOJTy4Yaresb MPEeJICTaBUII JIOKYMEHTBHI, MOITBEPIKIAIOIITNE

cOOJIFOICHUE CIIEIIUATBHBIX YCIOBHUI XpaHEHUS! U TPAHCTIIOPTUPOBKH;
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) JEKApCTBEHHBbIE  CpEACTBAa OBUIM  TIPOBEPEHBI M OLICHEHBI
KOMIIETEHTHBIM JIUIIOM, HA3HAYEHHBIM ISl BBITIOJTHEHUS TAHHBIX IEUCTBUMN;

1) TUCTPUOBIOTOP pacroJiaraet JI0Ka3aTelIbCTBaMuU TOTO,
YTO JIEKAPCTBEHHBIE CPEACTBA OBUIM IOCTABJIEHbl JAHHOMY IOJYYaTENt0
(CormacHO MPUIIOKEHHBIM KOIMUSAM COOTBETCTBYIOIIMX CONPOBOAMTEIBHBIX
JIOKYMEHTOB): HOMEp Cepuu W (WIM) MapTUM COBIAJAECT C YKa3aHHBIM B
JOKYMEHTaX, OTCYTCTBYIOT = OCHOBaHHUSI  Mojaratb, 4TO  JIaHHbBIE
JIEKapCTBEHHBIE cpeicTBa (haabCU(UIIMPOBAHBI.

JlekapcTBeHHBIE CpEACTBa, TpeOylolUe OCOOBIX TeMIEepaTypHbIX
YCIIOBHM XpaHEHUs, MOTYT OBbITh BO3BpALEHbl B KATETOPUIO MPUTOAHBIX IS
MOCTaBKH, €CJIM MUMEIOTCA JOKyMEHTAJIbHbIE JI0Ka3aTelibcTBa TOTO, YTO OHHU
XPaHWJIUCh W TPAHCHOPTUPOBAIUCH B HAMJIEKAIIUX YCIOBUSIX B TEUCHUE
BCETO.

97. B ciiy4yae BbIABICHHS JIOOBIX OTKJIOHEHH HEOOXOAUMO IMPOBECTH
OLICHKY PHCKOB, MO3BOJISIONIYI0 YCTAHOBUTH COXPAaHHOCThb JIEKAPCTBEHHBIX
cpenctB. JlomkHbl OBITH COOpaHbl M OLIGHEHBI JIOKa3aTeNbCTBA IO
CJIETYIOLLIM 3TaIlaM:

a) MOCTaBKa MOJIy4YaTelto;

0) npoBepKa NPOAYKIUH (MACHTU(PUKALIMSA);

B) BCKPBITHE TPAHCIIOPTHOM yHaKOBKU (KOHTEHHEpa /Jis MOCTAaBKH);

I') BO3BpaT JIEKapCTBEHHBIX CPEACTB B TPAHCIOPTHYIO YHaKOBKY
(KOHTEWHEDP NJIs1 MIOCTABKH);

1) cOOp 1 BO3BpAT JICKAPCTBEHHBIX CPEJCTB TUCTPUOBIOTOPY;

€) IOMEIIEHUE JIEKAPCTBEHHBIX CPEACTB B CHELHUAIBHYIO 30HY
XpaHEeHUs TUCTPUOBIOTOPA.

98. Ilpuem BO3BpallleHHOW MOPOAYKIMH 0€3  JOKYMEHTaJIbHOTrO

o(OpMIICHHUS 3aIPEIacTC.
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99. JlekapCcTBEHHBIE  CPEACTBA, BO3BPAIICHHBIE B  KATETOPHIO
NPUTOJHBIX IS TOCTaBKH, JOJDKHBI OBITH pPa3MEIICHBI TaKUM 00pa3oM,
4TOOBI CHCTEMa OTIPY3KH NPOAYKIIMHA C MEHBIIUM CPOKOM T'OJHOCTH B
nepByto ouepens (FEFO)dbynkmonnposana s dexruBHo.

100. [ToxuieHHble  JTEKapCTBEHHBIE  CPENCTBA, KOTOPbIE  OBUIH
OOHapyKEHbI, HE MOTYT OBITh BO3BpAIllEHbl B KATETOPUIO MPUTOIHBIX IS

MIOCTABKH M TMIOCTABJICHBI TTOJTyJaTEIISIM.
6.4. ®anscuduIIMpOBaHHBIC JICKAPCTBEHHBIE CPEACTBA

101. JIuctpubbloTOp JOJDKEH  HE3aMeJIUTEIbHO HUHGOPMHUPOBATH
YIOJTHOMOUYEHHBIM  OpraH TroCyJapcTBa-wieHa, a Takke JepiKaress
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO TMperapara o cliydae
BBISIBIICHUA (ajIbCU(PUITMPOBAHHOTO MPOAYKTA UM O HAJTUYUH MOJ03PECHUI B
Takoi Qanbcudukanuu. annas nndopmaius 10kHA OBITH 3adUKCHpPOBaHA
JOKYMEHTAJIbHO B COOTBETCTBHHM C YCTAaHOBJICHHBIMH IIPOIEAypaMU C
COXPaHCHUEM BCEX HCXOMHBIX JIaHHBIX, U B €€ OTHOIICHUHU JIOJDKHO OBITh
IPOBEJICHO pacclieZIOBaHMUE.

102. ®anscuduimpoBaHHbIe JEKAPCTBEHHBIE CPEICTBA, OOHAPYKEHHBIC
B IEMM pealu3aluy, JOJKHBI OBITh HE3aMENIUTEIbHO (PU3NUECKHU
W30JIMPOBAHbI M IIOMEIIEHBI Ha XpPaHCHUE OTACIBHO OT APYTroi MPOAYKIIUU B
CTHICIMAIbHO BBIJICIICHHOM IIOMEIICHUU WM 30HE, JOCTYIl B KOTOPHIE
OrpaHUYCH.

103. Bce omepamuu ¢ ¢anbCcuUIMPOBAHHBIMHA  JICKAPCTBEHHBIMU
CpeICTBaMH JOJKHBI OBITH JTOKYMEHTAIbHO O(OPMIICHBI, C COXPAaHCHHEM

3aruce.

6.5. OT3bIB U3 OOpalleHus
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104. D¢dhexTUBHOCTH NEUCTBUH MO OT3HIBY JIGKAPCTBEHHBIX CPEICTB U3
oOpallleHHs JOJIKHA PEryJIIpHO OIICHUBAThCS (He pexke uem 1 pa3 B rox).

105. JomxkHa CyliecTBOBaTh BO3MOKHOCTh MHUITUUPOBATH IEUCTBUS 11O
OT3BIBY M3 OOpalIeHHs JIEKAPCTBEHHBIX CPEACTB B KpaTdaWIlue CpPOKH B
110001 MOMEHT BPEMEHHU.

106. IucTpuObIOTOp AOKEH CIEI0BaTh YKa3aHUSIM HH(POPMAITMOHHOTO
nrMchbMa 00 OT3BIBE M3 OOpaIleHus, KOTOpoe MPH HEOOXOIUMOCTH TOJDKHO
OBITh YTBEP>KICHO YIOJIHOMOYEHHBIM OPraHOM rOCy/IapCTBa-ujeHa.

107. delictBuss 1O OT3bIBY M U3BATUIO U3 OOpalIeHUS JOJIKHBI
JOKYMEHTAIBHO O(POPMIIATHCS B MOMEHT MX OCYIIIECTBIICHUS B COOTBETCTBUHU
C YCTaHOBJICHHBIMH TIpoleaypamMu. JJoKkyMeHTaIus 1Mo OT3bIBY JODKHA OBITh
JIOCTYTTHOU YIOJTHOMOYEHHBIM OpTaHaM.

108. 3ammicu, OTHOcAIMMECS K JUCTPUOBIONINM, JOJDKHBI — OBITh
JOCTYITHBI JIJIS JIMIa, OTBETCTBEHHOTO 3a OT3BIB JICKAPCTBEHHBIX CPEICTB U3
oOpallleHusi, | JOJDKHBI ~ COJEp)KaTh JIOCTATOYHYIO HWH(MOPMALUIO O
JUCTPUOBIOTOPAX JICKAPCTBEHHBIX CPEACTB, M O TMPSAMBIX IOITydYaTeNsIx
(ampec, Tene@oHHBI HOMEpP W MPU HAIMYUU HOMEpP (akca, JOCTYIIHbBIE B
pabouune u Hepabouue 4achl, HOMEp cepuu U (WJIM) MapTUU, HAUMEHOBAHHUE,
JICKapCTBEHHYIO (HOpMY, JO3MPOBKY, a TAKKE MOCTaBICHHOE KOJIHMYECTRBO),
BKJIFOUAs IAaHHBIC B OTHOIIICHUH AKCITIOPTUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB
U UX 00pasIoB.

109. [deticTBus, OCYIIECTBIsIEMbIC ITPU OT3bIBE U3 0OpAIEHUS, TOKHBI

OBITH TOKyMEHTAJIBHO O(POPMIICHBI U OTPAKEHBI B UTOTOBOM OTYETE.
7. JlearenbHOCTh, IEpeaBacMas Ha ayTCOPCUHT

7.1. ITpuHnun
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110. JIrobass  mesATeabHOCTh, Ha  KOTOPYIO  PAacCIpPOCTPAHSIOTCS
Hactosmue [lpaBuna, mnepenaHHas Ha ayTCOPCHHI, JIOJDKHA  OBITh
HaJJexamuM  o0pa3oM  ompeleleHa W COrjlacoBaHa,  JOJDKHA
KOHTPOJIUPOBATbCA BO M30€KaHME PA3HOYTEHUI, CIOCOOHBIX MPHUBECTU K
HapyLIEHUIO COXPAaHHOCTU JIEKAPCTBEHHBIX CpeAcTB. JloikeH ObITh
3aKJIFOYEH MHUCBMEHHBIM JOTOBOP MEXIY IUCTPUOBIOTOPOM-3aKa3UMKOM U
UCIIOJIHUTENEM, B KOTOPOM YETKO OIpeAesieHbl O0S3aHHOCTU KaXAOW U3

CTOPOH.
7.2. 3aKa3uuk

111. 3aka3uuMK HECET OTBETCTBEHHOCTb 3a JICSATEIBLHOCTh, NEPEAAHHYIO
Ha ayTCOPCHHT.

3aKazyuK JOJKEH YOEIUTbCS B KOMIETEHTHOCTH HCIONHUTENS s
BBITIOTHEHUS 00S3aTENhCTB IO JIOTOBOPY W OOECIEYHUTHh COOJIOCHHE
UCIIOJIHUTENIEM TpeOOBaHUM HaJUIeKalled AUCTPUOBIOTOPCKON MPAKTUKU
MOCPEJCTBOM YCTAHOBJICHHSI B JIOTOBOPE COOTBETCTBYIOIIMX YCIOBUM H
MPOBEJICHUSI IPOBEPOK.

[IpoBepka MpPaBOMOYHOCTH, KOMIIETEHTHOCTH W  BO3MOXXHOCTH
WCIIOJTHUTENSL BBITIOJHATH YCJIOBUSA JOTOBOpa JOJKHA MPOBOAUTHCS MO
HayaJia OCYIIECTBIICHUS JCATEILHOCTH, NEPEJaHHON HA ayTCOPCHUHT, a TaKKe
B CJly4yae CyIIECTBEHHBIX U3MEHEHUN TAaKOU JeATeNbHOCTH. [lepruoanyHoCcTh
MPOBEJICHUS MMPOBEPOK JEATECIILHOCTH, TIEpEAaHHON Ha ayTCOPCHHI, JOJDKHA
ONpEeNIEeNATHCS HA OCHOBAaHUU aHAIN3a PUCKOB. CPOKH U YCIIOBUS TPOBEACHUS
MPOBEPOK JIOJKHBI OBITH COTTIaCOBAHBI CTOPOHAMM.

112. 3akazumk TPEAOCTABISET WCIOJHUTETI0 BCHO HWHGOPMAIIHIO,
HEOOXOJIMMYIO JIJIsSI BBITIOJIHEHUS JACATEIbHOCTH, NIEPEIaHHON HA ayTCOPCHUHT,
B COOTBETCTBUU C TPEOOBAHUSIMU, TMPUMEHHUMBIMH K JIEKQPCTBEHHBIM

CpEeIICTBaM, a TaK)Xe JIIOOBIMHU APYTUMHU TPUMEHUMBIMU TPEOOBAHHUSIMHU.
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7.3. UcnonHUTEND

113. UcnionHuTENb MNOMKEH HMMETh HEOOXOIMMbIE TOMEIIECHUS W
o0opyI0BaHue, MPOIEAYPhl, 3HAHUS U OIbIT, a TAKXKE KBATU(PUIIUPOBAHHBIMI
TIEPCOHAJT JIJISl HAJJIS)KAIIETO BRIMOIHEHUS pa0oT (YCIIyT) IO JJOTOBODY.

114. Ucnonuutenb HE JOJDKEH IMepelaBaTb TPETbEl  CTOpOHE
BBITIOJTHEHUE pPA0OT (YCIyru), BBIMOJHEHHE KOTOPBIX IOPYYCHO €My IIO
JIOTOBOpY, O€3 MpeaBapUTEIbHON OLIEHKM W OIOOpEeHMs] TakoW mepenadu
3aKa34MKOM, a TaKXe JI0 TMPOBEACHUS TMPOBEPKU TPETHEU CTOPOHBI
3aKa34YMKOM WJIM UCIOJHUTENEM. JIOrOBOP MEXAY UCIIOJHUTEIEM U TPEThEU
CTOPOHOM JIOJDKEH TapaHTUpPOBaTh, 4YTO WHGOpPMAIUs O BBIMOJHIEMBIX
paboTax MpeACTaBISACTCS B COOTBETCTBUU C JOTOBOPOM MEXKIY 3aKa3UMKOM U
VCIIOJTHUTETIEM.

115. UcnionmHuTeNnh HE JOJDKEH OCYIICCTBIATH KaKHe-THOO JCHCTBUS,
KOTOpbIE MOTYT IIPUBECTH K TIOTE€pE KadyecTBa JICKAPCTBEHHBIX CPEJICTB
3aKa34MKa.

116. Ucnonmautenb  AOMKEH  COOOIIaTh  3aKa3uuky  JIHOOYIHO
uH(OpMAIMIO, OTHOCSIIYIOCS K Ka4eCTBY JICKQPCTBEHHBIX CPEACTB

3aKa34rKa, B COOTBETCTBUU C YCIOBUSIMH JOTOBOPA.
8. CamounHCHEKIINA
8.1. ITpuniun

117. CaMOMHCHIEKIIMM  JOJKHBI TPOBOJAUTHCS JJISI  KOHTPOJS 3a
BHEJIPCHHEM M COOJIOEHUEM TPeOOBaHUN HaJJIekKaIeH TUCTPHOBIOTOPCKOM
MPAaKTUKH JIGKAPCTBEHHBIX CPEJACTB, a TaKXke C I1elbl0 pa3paboTKu

HEOOXOIUMBIX KOPPEKTHUPYIOIITUX MEP.

8.2. CaMouHCIIEKIIUSI
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118. JlokHa OBITH BHEAPEHA ITpOorpaMMa MPOBEACHUS CaMOMHCTICKITHIA
OXBaThIBAIOIIasl B pPaMKax OIPEACIICHHOIO IEepHOJia BCE ACHEKThl IMPABUII
HaJJIeXKaIeH TUCTPUOBIOTOPCKOM MPAKTUKU, TPeOOBaHUN 3aKOHO/IaTEIbCTBA
roCy/1IapCTB-UJICHOB, PyKOBOJICTB U IIPOIIEAYD.

119. CamOMHCTIEKITMA MOTYT OBITH pa3lelieHbl Ha  HECKOJBKO
CaMOCTOSITEJIbHBIX ~ MPOBEPOK,  OXBATHIBAIOUIUX  OTJEIbHBIE  CTOPOHBI
NESITEIbHOCTH  opraHu3anuu. CaMOMHCIEKIUKA JOJDKHBI  IMPOBOJUTHCS
CIICIIMAJIbHO Ha3HAYCHHBIM KBaJTU(OUITIPOBAHHBIM MIEPCOHAIOM
OecrpucTpacTHO U THIaTelbHO. JlomyCKalTCs ayauThl, MPOBOJAUMBIC
HE3aBUCUMBIMU BHENTHUMM JKCIIEPTaMH, OJJHAKO OHU HE MOTYT 3aMEHSATh
CaMOHMHCIICKITHIO.

120. Pe3ynbrars CaMOMHCIICKIIUH JTOJKHBI ohopMIATHCS
TOKyMeHTanbHO. OTYEeThl JOJDKHBI  COACPXKAaTh BCIHO  HMHGPOPMAIIHUIO,
MOJIYYEHHYIO B Xo7ie uHcnekiuu. Konus otyera nomxHa ObITh IIpeACTaBICHA
PYKOBOJICTBY OpraHM3alliM, a TaK’KE€ UHBIM 3aMHTEPECOBAHHBIM JIUIIAM.

B cinyyae BbIsIBICHUSI HEAOCTATKOB WJIM OTKJIOHEHUW HEOOXOIUMO
BBIICHUTH MX TMPUYHHY, a TaKXe pa3padoTarh W JOKYMEHTAJIBHO O(OPMHUTH
KOPPEKTUPYIOIIHE

U TIPEIYyTPEKAAI0IINE JESHCTBUS M POKOHTPOIUPOBATH UX BHITIOIHEHUE.
9. TpancnopTupoBKa
9.1. ITpuniun

121. quctpubbioTOp, TMOCTABISAIONMIMN  JIGKAPCTBEHHBIE  CPE/ICTBA,
00s13aH OCYIIECTBIISITh TPAHCIOPTUPOBKY B YCIOBUSX, OOCCIEUHBAIONINX
WX COXPaHHOCTh U IIEJIOCTHOCTH, 3aIUTy OT BO3JICUCTBHUS (DAKTOPOB
OKpY’KaroIen cpelbl, COOM0ICHNEe HEOOXOAUMOT0 TEMIIEPaTypHOTO PEXUMA

(ycnoBuit XpaHeHHUs), a TAKXKE 3aLIUTY OT (anbCcuuKaiuu.
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122. He3aBucumMo OT crmocoba  TPaHCHOPTHPOBKH — HEOOXOIMMO
0o0ecIeyuTh BO3MOXKHOCTH IOATBEP)KJICHHUS TOTO, YTO KauyeCTBO M
IIEJIOCTHOCTh JICKAPCTBEHHBIX CPEJICTB HE OBLIN IMOABEPTHYTHI HETaTHBHOMY
BO3/CHCTBUIO
B IIPOIIECCE TPAHCTIOPTUPOBKH.

123. [InanupoBaHue TPAHCHOPTHUPOBKH IOJHKHO OBITH OCYIIECTBICHO

Ha OCHOBaHWH aHAJIM3a BO3MOXHBIX PHUCKOB.
9.2. TpancriopTupoBKa

124. TpeOyemble yCIOBHUS XpaHEHUS JE€KAPCTBEHHBIX CPEICTB JIOJKHBI
coONIOIaThCAd B TEUEHHWE BCETO BPEMEHU TPAHCHOPTUPOBKHU B COOTBETCTBUU
C YKa3aHUSIMU IPOU3BOJIUTENS WM MH(GOPMALIUE Ha YITaKOBKE.

B caydyae BO3HHMKHOBEHHS TaKMX OTKJIOHECHMM, KaK HapyIlICHUE
TEMIIEpaTYpHOTO PEXHMMa WIM HopYa JEKAPCTBEHHBIX CPEJICTB B IPOIECCE
TPAHCIIOPTUPOBKH, HHPOpMaLMsI O HHUX JOJDKHA OBITh  COOOIIEHA
OTIIPABUTEIIO U NoJiydarento. JlomkHa ObITh pa3padoTaHa U TOKYMEHTAJIbHO
obpopmiieHa TpoIeAypa, ONpeAessiomas MOPSAOK  JIEUCTBUUA  MpH
BO3HUKHOBEHHUU OTKJIOHEHUM U pacciaeloBaHUU JaHHBIX (DaKTOB.

125. quctpuObioTOp MOMKEH OOECIeYuTh, YCIOBHS, MPH KOTOPBIX
TPAHCIIOPTHBIE  CPEICTBA WU OOOpYAOBAaHHE,  HCHOJb3yEMbIE  JJis
TPAHCIIOPTUPOBKH JICKAPCTBEHHBIX CPEACTB, COOTBETCTBOBAIM Obl LIENSAM HMX
UCIIOJIb30BaHUs W OBbUIM HAJUIeXKAIlUM 00pa3oM YKOMIUIEKTOBaHbI ISt
3alATBl OT HEXKEJIaTEIbHOTO BO3JEHCTBUS, KOTOPOE MOXKET IPUBECTH K
NOTepe KaueCTBa JICKAPCTBEHHBIX CPEACTB WJIM HApPYIIUTh LEJIOCTHOCTh
YIaKOBKH.

126. TpancnopTHOE CPEJICTBO U €r0 000PYIOBAHUE, UCTIOIb3YEMBbIE IS
TPAHCIIOPTUPOBKH JIEKAPCTBEHHBIX CPENICTB, IOJKHBI COJIEPKAThCSI B YUCTOTE

" IIOABCPIrarbCia OUMCTKC U y6op1<e 10 MCpC HGO6XOI[I/IMOCTI/I B COOTBCTCTBHU
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C TpeOOBaHMSIMU CAHUTAPHBIX HOPM, YCTAHOBJIEHHBIX 3aKOHOJATEIHCTBOM
rocyapcTB-uwieHoB. JlomkHBI OBITH pa3paboTaHbl MUCBMEHHBIC MPOIEITYPHI
mo OOCTYy)XKMBAaHMIO M  DJKCIUIyaTalldd  TPAHCIIOPTHBIX  CPEACTB U
000pyAOBaHUs, UCIIOJIB3YEMbIX JIJI TUCTPUOBIOIUY JIEKAPCTBEHHBIX CPEJCTB,
BKJIIOYAsl OUUCTKY U MEpbl 0€30ITaCHOCTH.

127. Onpenenenne MOTPEOHOCTH B KOHTPOJIE TEMIEPATypPHl TOJKHO
OCHOBBIBATHbCSI HA aHAJIM3€ PHUCKOB, CBA3AaHHBIX C TPAHCIOPTUPOBKOU
JIEKapCTBEHHBIX CPEJACTB IO BbIOpaHHOMY MapuipyTy. OOopymoBaHue,
UCIIOIb3YEMOE JIJIsi KOHTPOJISI TEeMIIEpaTyphbl B MPOIECCE TPAHCIOPTUPOBKH,
YCTAHOBJICHHOE€ Ha TPAHCIOPTHOM CPEJICTBE WJIM B KOHTEHHEpE, JOJKHO
MPOXOJUTh TEPUOAMYECKOE TEXHHYECKOE OOCTY)KMBaHUE, TIOBEPKY H
KaJIMOPOBKY B COOTBETCTBHH C 3aKOHOJATEIIHCTBOM T'OCY/IapCTB-WICHOB.

128. Ilpu TpaHCIIOPTUPOBKE JIEKAPCTBEHHBIX CPEACTB CIEAyeT II0
BO3MOXKHOCTH HCIOJIb30BaTh TPAHCIOPTHBIE CPEACTBA M 0OOpYyIOBaHMUE,
COOTBETCTBYIOIIME IIEJSIM WX HCIOJIB30BaHUSA M HaJJIEKaIUM 00pa3oM
YKOMIUIEKTOBaHHbIE  JJISI  3alllUThl  JICKAPCTBEHHBIX  CPEICTB  OT
HEKEJIaTeJIbHOTO BO3/ICHCTBUS, KOTOPOE MOXKET MPUBECTH K MOTEPE Ka4eCTBa
WM HApYILIUTh LEIOCTHOCTh YIIAKOBKH.

Ecnu ucrnonw3yroTcsi TpaHCIOPTHBIE CpelcTBa M 0OOpyldOBaHUE, HE
COOTBETCTBYIOIIIME 1IE€JIIM WX MCIOJIb30BaHUS U HaJJIekKaluM oOpa3oM He
YKOMIUJIEKTOBaHHBIC  JJISI  3alllUThl  JICKAPCTBEHHBIX  CPEICTB  OT
HEKEJIaTeJIbHOTO BO3JICHCTBUS, KOTOPOE MOKET MPUBECTH K MOTEPE Ka4eCTBa
WM HAPYIIUTh IEJIOCTHOCTh YIAKOBKH, JOJDKHBI OBITh pa3paboTaHbl H
JTOKYMEHTAIBHO O0(OPMIICHBI IIPOIEAYPHI, 00€CIICUMBAIOIINE COXPAHCHUE €€
KadyecTBa.

129. JlexkapcTBEHHBIE CPEICTBA JOJDKHBI OBITH JOCTABJIEHBI MO aJIpecy,

YKazaHHOMY B JOKYMCHTAaX Ha IIOCTAaBKy, M IICPCAaHbl HCIIOCPCACTBCHHO B
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MOMEIIICHUE Toiry4darelist. JIekapCTBEHHbBIE CPEACTBA HE NOJIKHBI OCTABISATHCS
B KaKUX-JTH0O APYTUX MOMEIICHUSX.

Jlnst opraHu3anui 3KCTPEHHBIX JOCTABOK B HEpabOuMe Yachl JOJDKEH
ObITh HA3HAYEH CHCIUAIM3UPOBAHHBIA MEpPCOHAN, JCUCTBYIONIUN Ha
OCHOBAHUHU TOKYMEHTUPOBAHHBIX MPOLIEAYD.

130. TparcopTupoOBKa TPETHUMHU JIUIIAMH JTOJDKHA OCYIIIECTBIISATHCS Ha
OCHOBaHMH JIOTOBOpPA, COACPIKAIIero TpeOOBaHMs, YCTAaHOBJICHHBIE B pa3ieiie
7 mHactostmux [IpaBui. TpaHCTOPTHBIE KOMITAHUH JOJDKHBI OBITh YBEIOMIICHBI
0 TpeOOBAHUSX K YCIOBUSIM TPAHCIIOPTUPOBKH JICKAPCTBEHHBIX CPEJICTB.

OTBETCTBEHHOCTh 3a COOJIOJECHHWE YCIOBUM  TPAHCHIOPTUPOBKHU
JIEKApCTBEHHBIX CPEJICTB BO3JIAraeTcsl Ha JUCTPUOBIOTOPA.

131. B ciny4asx Korga TPaHCIIOPTHPOBKA COMPOBOXKIAETCS ONEPAITUSIMHU
0 pasrpy3ke W OOpaTHOM 3arpy3ke WM BKIIOUAaeT B ce0sS TPaH3UTHOE
XpaHEeHue, HEO0OXOIUMO 00eCITCUnTh HaJIeKaIHe yCIIOBUSA
MPOU3BOJICTBEHHON Cpelbl TOMENIEHU W O€30MacHOCTh XpPaHEHUS Ha
TPAH3UTHBIX CKJagax. K ycloBUsIM MPOU3BOJCTBEHHOW CpEJIbl TOMEIICHUH,
KOTOPBIE JOJLKHBI KOHTPOJHUPOBATHCS, OTHOCSTCS: TEMIIEPATYPHBIA PEKHUM,
OCBEIIEHHOCTD, BIAXXHOCTh BO3AyXa U YACTOTA.

J1omKHBI OBITH MPEAIPUHSATHI MeEpBbI TUTST COKpAIllCHUS
MPOAOJKUTEILHOCTH BPEMEHHOTO XPAaHEHUs MeEpesd CICAYIOLIIHUM 3TaroM

TPAHCIIOPTUPOBKH.
9.3. Tapa, ynakoBka 1 MapKHUpPOBKa

132. JlekapcTBeHHBIE CpEACTBA JOKHBI TPAHCIIOPTHUPOBATHCA B
TPAHCIIOPTHOM Tape, KOTOpas HE OKA3bIBACT HETaTMBHOIO BIIMSHHUS HA HX
Ka4eCTBO M 00eCIreunBaeT HAACKHYIO 3alllUTy OT BHEIIHETO BO3/CHCTBHUS, B

TOM YHCJIC IIpEaAOoTBpaAIIacT BO3SMOXKXHOCTH KOHTAMHWHAIIUH.
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Br16op TpaHCIOPTHOW Taphl M YIAKOBKH JODKEH OCHOBBIBATHCS HA
TPEOOBaHUSAX K YCIOBUSM XPAHEHUS U TPAHCIOPTHUPOBKHU JIEKAPCTBEHHBIX
CpencTB, Ha oObeMe, HEOOXOAUMOM Il  pa3MelleHus TpedyeMoro
KOJIMYECTBA, MPEAIOaraéMbIX KOJICOAHUSAX TEeMIIeparyphl OKpYKaromieh
cpendpl, MPEarnojgaraéMoi MakCUMaJIbHOM JUIMTEIBHOCTU TPAHCHOPTUPOBKH,
BKJTFOUAsi BPEMEHHOE XpaHEHHE Ha TAMOXKCHHBIX CKJIajax.

133. Jlna obecnieueHrs HaJJIekKaIero oopaiieHus: ¢ JICKapCTBECHHBIMHU
CpeIICTBaMH M ypOBHsI 0€30MaCHOCTH Ha TPAHCIIOPTHYIO Tapy JOJKHA OBITh
HAaHECEHAa MAapKUPOBKA, COJEprKailasi HEOOXOAUMYI HHQOpMAIUI0 O
TpeOOBaHUIX MO €€ OOpAIlCHUI0O M XPAHCHHUIO, a TaKXXE O HEOOXOAUMBIX
Mepax mpenocTopokHoctu. MHpopmarus Ha TpaHCHIOPTHOW Tape OJDKHA
o0ecreynBaTh BO3MOXKHOCTh UJCHTU(DHUKAIIMN COAEPKUMOTO U UCTOYHUK €0

POUCXOKICHUSI.
9.4. JlexapcTBeHHBIE CPEICTBA, TPEOYIOIIME 0COOOT0 OOpaIeHUs

134. Ilpu  TpaHCHOPTUPOBKE TpeOyHOUIUX 0coO00ro  oOpalleHus
JIEKapPCTBEHHBIX CPEACTB, TAKUX KAK JIEKAPCTBEHHBIC CPENICTBA, COACPKAIINEC
HAPKOTUYECKUE CPEACTBA, IICUXOTPOITHBIE BEIIECTBA U UX MPEKYPCOPHI, SJIbI
(1mOBUTHIC BeMIECTBA) M MOJUICKAIIMe OCOOBIM BHAAM KOHTPOJS B
COOTBETCTBUHM C 3aKOHOAATEIILCTBOM TOCYIApCTB-WICHOB, IUCTPUOBIOTOP
JOJIKEeH oOecrneuynTh Oe30MacHbli W 3allMILIEHHBIA OT HEmpaBOMEPHOIO
JOCTyNa PEXUM TPAHCIOPTUPOBKM B COOTBETCTBUM C TPeOOBAHUSIMU
3aKOHOJIaTEJIbCTBA TOCYIAPCTB-WICHOB.

JIOIDKHBI  OBITH  CO37IaHBl JOTOJIHUTCIBHBIC CHCTEMBI KOHTPOIS B
OTHOIIICHUH TTOCTaBOK yKa3aHHBIX JEKAPCTBEHHBIX cpeACcTB. JlomkHA OBITH
pa3paboTaHa U JOKYMEHTAJIbHO oO(opMiieHa Mpoleaypa, OMpeaestomas
MOPSZIOK JICUCTBUUA B Cilydyae HMX XwuiieHus. JloOble cllydyan XUIEHUM

JOJIZKHBI OBITH JOKYMCHTHUPOBAHLI.
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135. OmacHpie (BBICOKOAKTHBHBIE) W PATUOAKTHBHBIC JICKAPCTBEHHBIC
CpelcTBa JOJIKHBI TPaHCIIOPTUPOBATHCSA B 3aIUIIEHHBIX,
CIEIUATU3UPOBAHHBIX W HAJIEKHBIX  TPAHCHOPTHBIX  CPENCTBaX.
[Tpuaumaembie  Mephl  0€30MACHOCTH  JODKHBI  COOTBETCTBOBATH
3aKOHOJATEIBCTBY TOCYAapCTB-WICHOB U MEXIYHAPOAHBIM JOTOBOPAM.

136. [Tpu TpaHCOPTUPOBKE TEPMOTAOUIBHBIX JIEKAPCTBEHHBIX CPEICTB
JOJIKHBI OBITh MCIIOJIB30BAHbBI CHEIMATIbHOE 000pyAOBaHUE (M30TEPMHUYECKAs
yIaKoBKa, KOHTEMHEpPHI WM TPAHCIOPTHBIE CPEACTBa, OOECIEUMBAIOLINE
nojjiepaHue TpeOyeMoro TeMIepaTypHOro pexuma) s oOecredeHHs
TpeOyeMbIX YCIOBUN TPAHCTIOPTHPOBKH.

TpancniopTHbIE CpeACTBa, 00ECIIEUNBAIOIINE OAAEPKaHNE TPEOyeMOro
TEMIIEPATypHOTO peXHMa, U 00O0PYIOBaHHUE, UCIOJb3YeMOE IJIsi KOHTPOJS
TEMIEparypbl B MpOLIECCE  TPAHCIOPTUPOBKU  TEPMOJIAOUIIBHBIX
JICKApPCTBEHHBIX CPEJCTB, MOJIKHBI MPOXOAUTH MEPUOANUECKOE TEXHHUUECKOE
oOciyXuBaHUE, TIOBEPKY U KaimuOpoBky. HeoOxomumo MpoBOAWTH aHAIU3
TEMIIEPATypPHOTO KapTUPOBAHMSI C COONIOJCHUEM YCIOBHUH, OTpajKaroIIux
napaMeTphl SKCILTyaTalluu, U ¢ yY€TOM CE30HHBIX KoJeOaHuM.

[lo 3ampocy mnosydareiass IOJKHBI OBbITh TPEACTABIEHBI JIaHHBIE,
MOJTBEPKIAIONIUE COOIOCHUE TEMIIEPATypPHOTO PEXUMa MPU XPAHCHUH U
TPaHCTIOPTHPOBKE TEPMOJIAOUITBHBIX JIEKAPCTBEHHBIX CPEICTB.

137. Xnano3meMeHThl B U30TEPMUYECKUX KOHTEMHEpPax JTOJKHBI OBbITh
pa3MenieHsl TakuM o0pa3oM, YTOOBI OTCYTCTBOBajl MPSIMONW KOHTAKT C
JIEKapCTBEHHBIMU  cpeiacTBamu. [lepcoHanm  momkeH  ObITb  0OydeH
TpeOOBaHUSAM TPOLEAYP IO MOATOTOBKE HM30TEPMHUYECKHUX KOHTEHHEPOB (C
Y4EeTOM CE30HHBIX OCOOCHHOCTEH), a Takke TPeOOBaHHSIM K IMOBTOPHOMY
UCTIOJTb30BAHUIO XJIAJI0JIEMEHTOB.

JlomkHbl  ObITh ~ pa3paboTaHbl ~ MeEpbl,  HANpaBICHHbIE  HA

NpcaoOTBpallCHHUC ITOBTOPHOI'O HCIIOJBb30BaHU HCAOCTATOYHO OXJIAXKIACHHBIX
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xJaa03eMeHToB. JlomkHa ObITh oOecriedeHa Hajjexamas Quandeckas
U30JIALINS OXJIQKICHHBIX U 3aMOPOKCHHBIX XJ1aJI03JIEMEHTOB.

[Ipomiecc mOCTaBKU TEPMONTAOMIIBHBIX JICKAPCTBEHHBIX CPEICTB C
Y9E€TOM KOHTPOJISI CE30HHBIX KOJICOaHUI TeMIiepaTyp MOJDKEH OBITh ONKCAaH B

JIOKYMEHTHUPOBAHHOM MPOLEAYPE.




