COBET EBPABUHNCKON DKOHOMUHNUYECKOH
KOMUCCHUHA

PEIHIEHUE
ot 3 Hos10ps1 2016 r. N 80

Ob YTBEPXKJIEHNH IIPABHJI HAJJIEXKAIIEN
AUCTPUBBIOTOPCKOMU ITPAKTUKHAU B PAMKAX
EBPA3ZMHCKOI'O DKOHOMHUYECKOI'O COIO3A

B cootBetrcTBUM co cratheit 30 JloroBopa o EBpasuiickoM 3KOHOMUYECKOM coro3e oT 29 mas 2014
rojga, cratbei 11 CornameHuss 0 €IMHBIX NPUHIMUIAX M IpaBUIaX OOpallleHusl JIEKapCTBEHHBIX
cpenctB B pamkax EBpa3uiickoro 3koHOMHUYECKOro coro3a oT 23 nekabps 2014 roma, myHkTOM 85
npuioxenns N 1 k Permamenty pa6oter EBpazuiickoii 5KOHOMUYECKON KOMUCCHH, YTBEPKICHHOMY
Pemenuem Bricmiero EBpaswmiickoro skoHomudeckoro coera ot 23 nekabps 2014 r. N 98, u
Pemenunem Bricmiero EBpasuiickoro skonommuueckoro cosera ot 23 npexadbps 2014 r. N 108 "O
peanuzanuu CoryameHus 0 eAMHBIX MPUHIUIAX U MpaBUiiaX 0OpaIIeHus JEKapCTBEHHBIX CPE/ICTB B
pamkax EBpasuiickoro skoHomuueckoro coro3a" Coser EBpa3uiickoil 3KOHOMHUYECKOW KOMHUCCUU
pemmi:

1. VrBepauth mnpunaraemsle llpaBmia Haanexameld AMCTPUOBIOTOPCKONW MPAKTUKU B paMKax
EBpazniickoro 5KOHOMHUYECKOr0 COKO3a.

2. [IpaBuna, yTBEpKJIEHHbIE HACTOSAIIMUM PerieHnem, BCTYNAOT B CUITY [0 UCTeUeHHH | rojia ¢ JaThl
BCTyIUIeHus B cuity IIpoTokona, mognucanHoro 2 nexadps 2015 r., o npucoennnenun PecnyGmnuku
Apmenus k CoriameHuro o eIUHbIX MPUHIUIAX U paBHiIaX 0OpaleHNs JeKapCTBEHHbIX CPE/ICTB B
pamkax EBpazuiickoro s3KOHOMHUYECKOTo coro3a oT 23 nexadps 2014 roxa.

3. Hacrosiiee Pemenue BcTynaer B cuiy 1o uctedeHun 10 xaneHJapHbBIX THEH ¢ JaThl BCTYIUICHUS
B cuiy IlpoTokouna, nognucanHoro 2 aexkadps 2015 rona, o npucoenunennn PecnyGinku ApmMeHus
k CornanieHuo 0 eIMHbIX IPUHIIMIIAX U MpaBWiIaXx 0OpalleHUs JEKapCTBEHHBIX CPEJICTB B paMKax
EBpasuiickoro skoHOMHuUECcKoro coro3sa ot 23 nexabps 2014 roga, HO He paHee YeM MO UCTEYEHUHU
10 kameHaapHBIX JHEH C 1aThl OQHUITHATBHOTO OMMyOJIUKOBAHUS HACTOSIIETO PereHust.

Unensl CoBeta EBpazuiickoil 53KOHOMUYECKON KOMHCCHUU:

Ot Pecny6mukn Ot Pecniybnuku Ot Pecmy6nuku Ot Keipresckoit Ot Poccuiickoii
ApmMmeHns bemapych Kazaxcran PecniyOnuku denepannn
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MATIOIIEBCKUI
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YTBEP)K/IEHBI
Pewenuem Cosema
Eepasutickoii s3koHomuueckou komuccuu

om 3 nosiops 2016 2. N 80

IHPABUJIA

HAJJIEXKALEN TUCTPUBBIOTOPCKOM IMPAKTUKHU B
PAMKAX EBPA3MIICKOTIO DKOHOMMYECKOI'O
COIO3A

. O0uIue moJ10KeHU S

1. HaCTOHH_II/Ie HpaBI/IJIa SBJIAIOTCSA YacThIO CHCTEMBI OOeCIieueHHs KadecTBa U YCTaHaBJINBAOT
ImpaBujia B OTHOIICHHUN III/ICTpI/I6I>IOHI/II/I JICKApCTBCHHBIX CPCACTB.

2. TpeboBanus Hactosumx IlpaBun NpuUMEHSIOTCS B OTHOLIEHUM BCEX JIMIl, YYacTBYIOIIHMX B
JUCTPUOBIOLIMH JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C BBINOJHAEMBIMH UMM (YHKLUSAMHU,
BKJIOYasi JUCTPUOBIOTOPOB U TMPOU3BOAMTENCH JIEKAPCTBEHHBIX CPEACTB, HE3aBUCUMO OT
BEJIOMCTBEHHOM MIPUHAIICKHOCTU U (POPMBI COOCTBEHHOCTH.

Lenpro Hammexamen TUCTPUOBLIOTOPCKON MPAKTUKH SIBISIETCS COOJIIOCHHUE HAJIEKAIINX YCIOBHI
XpaHEHUsl, TPAHCHIOPTHUPOBKU W PACHPOCTPAHEHHUs, HEOOXOAMMBIX JUIsi OOecredeHHsl KauecTBa,
O6e3omacHOCTH U A()PEKTUBHOCTU JIEKAPCTBEHHBIX CPEJACTB IO BCEH IIENMU TOCTABKU, a TaKXKe
MPEOTBPAIICHHUS PUCKA MMPOHUKHOBEHUS (hanbcU(PHUIIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB B IIETIH
MTOCTaBKH.

CobOmonenue TpeboBanuil Hactosimux [IpaBun oGecneduT KOHTPOJH LM MOCTAaBKU W MO3BOJIUT
COXPAaHUTH KAaUECTBO U IEIOCTHOCTH JIEKAPCTBEHHBIX CPEJICTB.

3. TocynmapctBa - wieHsl EBpa3uiickoro 3KOHOMHYECKOTO COI03a (/1aJieeé COOTBETCTBEHHO -
rocyaapcrBa-ujieHbl, Coro3) BIpaBe NPUHUMATh HOPMATHUBHBIE MPABOBBIE AKThI, PETYIHPYIOLINE
OTACJIBbHBIC >Tallbl I[I/ICTpI/I6BIOIII/II/I JICKAPCTBCHHBIX CPCACTB WM HEC IPOTUBOPCHAINEC HACTOSAIIUM
[TpaBunaM (Hampumep, STambl AUCTPUOBIOINH JICKAPCTBEHHBIX CPEACTB, OTHOCHUMBIX K TpyIMIaM
HApKOTUYCCKHUX, MCHUXOTPOITHBIX JICKAPCTBCHHBIX CPEACTB HIIM HUX IMPEKYPCOPOB, JICKAPCTBCHHBIX
CPEICTB, OTHOCHMBIX K TPYMIIe 0CO00 STOBUTHIX (BBICOKOTOKCHYHBIX) COSAMHEHU, JIEKAPCTBEHHBIX
CpEACTB, ABJIAIOINUXCA UCTOYHUKAMHW HOHU3UPYIOIICTO I/I3J'Iy‘—IeHI/I$I).

1. Onpenenenust
4. Jlns neneit Hactosamux [IpaBuin HCNONIB3YIOTCS TOHATHS, KOTOPBIE 03HAYAIOT CJICIYIOIICE:

"Bamupanua' - JIOKYMEHTaJbHO O(OpMIIEHHBIC EWCTBHs, TOKA3bIBAIOIIME, YTO MPOIEIypa,
mporecc, o0OpylOBaHUE, MaTepual, Omepalus WIM CUCTEeMa COOTBETCTBYIOT 3a/IaHHBIM
TpeOOBaHUSIM W WX HCIOJAB30BaHWE OyAE€T TOCTOSHHO TPUBOJUTH K  pe3yjbTaTam,



COOTBETCTBYIOIIHUM 3apaHee YCTAaHOBJIEHHBIM KPUTEPUSIM MIPUEMIIEMOCTH;

"Bo3BpaT" - OTIpaBKa JIEKAPCTBEHHBIX CPEACTB B aApec MPOU3BOAUTENSI WM JUCTPUOBIOTOpA
HE3aBHCHUMO OT TOT'0, UMEET JIU 3Ta MPOAYKIHS 1e(heKT KauecTBa;

"mUCcTpUOBIOTOP" - OpraHM3aIUs ONTOBON peai3allii, UMEIOIIAas pa3pelInTeNIbHBIA IOKYMEHT Ha
OCYIICCTBIICHUE TUCTPUOBIONNH, B TOM YHUCIIC Ha XPaHEHHWE W TPAHCIIOPTUPOBKY JICKAPCTBEHHBIX
CPEICTB, U OCYILIECTBIISIIONIAS JESTEIBHOCTD 0 UX JUCTPUOBIOIUY;

"mucTpuObONUA" - MEATEIbHOCTh, CBSI3aHHAS C 3aKyNKOH (3aKyIloM, MPUOOPETEHUEM), XpaHCHHUEM,
BBO30OM (HMMIIOPTOM), BBIBO30M (IKCIOPTOM), peaju3aluel (3a HCKIOYECHUEM pean3alun
HaceJIeHU10) 6e3 orpaHu4YeHHsi 00bEMOB U TPAHCHOPTHUPOBKOM JIEKAPCTBEHHBIX CPECTB;

"30Ha" - MOMEIIEHUE WJIM 4YacTh IOMEIICHWUH, CIIEHUaIbHO NPEJHA3HAUYEHHBIX JUIsl BBIIOJIHEHUS
pa3IUUHBIX QYHKIUII,

"KauecTBO" - COBOKYIHOCTh CBOWCTB M XapaKTEPUCTUK JICKAPCTBEHHOI'O CPEACTBA, BIUAIOIIMX Ha
€ro CIIoCOOHOCTH JICMCTBOBATH 110 HA3HAYCHUIO;

"kBanmudukanusa" -  JAOKyMEHTaJIbHO  OGOpPMIICHHBIE  JEHCTBHS,  yAOCTOBEpSIOIIUE U
MOATBEPKIAIOIINE, YTO 000PYI0BAHUE WJIU BCIIOMOTATEIbHBIE CHCTEMbl CMOHTHPOBAHBI JTOJKHBIM
00pa3oMm, MpaBMWIbHO GYHKIIMOHUPYIOT U AEUCTBUTEIHHO MPUBOJIAT K OKUAAEMBIM Pe3yIbTaTaM;

"Hannemamaﬂ ,I[I/ICTpI/I6BIOT0pCKa${ HpaKTI/IKa" - YacTb CHUCTEMBI OOecIeUeHHs Ka4dycCTBa,
rapaHTUpyromasa Ka4eCTBO JICKAPCTBCHHLIX CPCACTB HA NPOTAKCHHU BCECX OTAIIOB LCIH ITOCTABKH,
BKJIFOYas XPAHCHUC W TPAHCIHOPTUPOBKY, OT IPOU3BOAUTCIIA OO CY6’LeKTOB, OCYHICCTBJIAOIINX
IMPOU3BOACTBO, ONTOBYIO pCaiM3allkii0, PO3HUYHYIO pCaIM3alvi0 WKW OTIYCK HACCICHHIO
JICKAPCTBCHHBIX CPCACTB, BKIIHOYAA OpraHrU3allui, OCYIICCTBIIAOIINEC MCAUTTUHCKYO NCATCIIBHOCTD,

"oOecriedyeHre KadyecTBa JIEKApCTBEHHBIX CPEACTB" - COBOKYIHOCTb BCEX OpraHM3al[MOHHBIX
MEpONPHUATHIA, NMPOBEJCHHBIX B LEISIX YAOBIECTBOPEHHUS TPeOOBAHUSAM KauecTBa JIEKapCTBEHHBIX
CpEACTB B COOTBETCTBUHU C UX HASHAYCHUCM;

"0030p pucka" - 0030p WJIM MOHUTOPHHI PE3yJbTAaTOB Ipollecca YIpaBJICHUS PUCKOM C YYETOM
(mpu HEOOXOAMMOCTH ) HOBBIX 3HAHUH M OMBITA OTHOCUTEIHLHO PUCKA;

"0oT3BIB" - IEHiCTBHE, KOTOPOE HAIPABIEHO HAa U3BATUE U3 LIENU MOCTaBKU JIEKAPCTBEHHBIX CPEJCTB B
CIy4yae BBIABJICHMS HMX HEHAIJIEXKAIIEr0 KauyecTBa WM BBIABICHHS CEPBE3HBIX HEXKEIATCIBHBIX
peakuuii 1 KOTOpoe MOXKET ObITh MHULIMUPOBAHO U3TOTOBUTEIIEM, UMIIOPTEPOM, TUCTPUOBIOTOPOM,
MIOCTaBUIMKOM UJIM YIIOJTHOMOYEHHBIM OPIaHOM IOCYyJapCTBa-4JICHa;

"OI_ICHKa pI/ICKa" - CpaBHCHHUC MPCAIIoIaracMoro pucCka ¢ HJaHHBIMA KPpUTCpUIAMU PHCKa C
HCITOJIF30BaHNEM KOJHYSCTBEHHOM M KAUeCTBEHHOM OMMpPECACIICHHOCTH 3HAYNMOCTH PUCKA,

"mepenyThIBaHUE" - CMEIICHHE HECKOIBKUX BHJIOB, PA3HBIX CepUN M (MJIM) MapTHH JIEKapCTBEHHBIX
CPEICTB WM MOAMEHA OJHOTO BHJA MPOIYKUUU IPYTUMH MpPH XpaHEHUH, TPAHCIIOPTUPOBAHUU U
peannsanuy;

"pyKOBO,I[CTBO 1o Ka‘-ICCTByH - JOKYMCHT, OHI/ICLIBaIOH_II/Iﬁ CUCTCMY KaiCCTBa OpraHU3alluu U
OXBaTI)IBaIOHH/II\/’I BCIO ACATCIIBHOCTE OpraHrU3allii UIJIN TOJIBKO €€ YacCTh,

"cucrema kadecTBa" - COBOKYIMHOCTh BCEX JJIEMEHTOB CHCTEMBI, HANPABJICHHOW HAa BHEIPEHHE
MMOJIMTHKH B 00JIaCTH KauecTBa U 00ecIieueHus JOCTHKEHUS 1eJIel B 00J1aCTH KavYeCcTBa;

"ckymaa" - KOMIUIEKC CIEUANIM3UPOBAHHBIX MMOMEIIEHUN, 000pYy/IOBaHUs, TEXHUYECKUX CPENCTB,
IpEeIHA3HAYEHHBIX JUIS IPUEMKHU, XPAaHEHUS U PEAJIN3aLUN JIEKapCTBEHHBIX CPENICTB;



"yrpaBiieHME KadyecTBOM' - METOAbl U BHUIbI JIEITEIBHOCTH, HUCIOJIB3YEMbIC JI BBIMOJHEHUS
TpeOOBaHUI 1O KayecTBY M HAlpaBICHHBbIE HAa YIPABIEHUE IPOLIECCOM, YCTpPaHEHUE MPUUYMH
HEYIOBJIETBOPUTEIHHOTO (PYHKITMOHUPOBAHMS Ha BCEX dTalax >KM3HEHHOTO ITUKJIA MMPOAYKIIHH,

"yrpaBieHHEe pUCKaMH JUIs KadecTBa" - CHUCTEMAaTUYECKUH IpOIeCC OLEHKH, KOHTPOJs, oOMeHa
uHpopmanueii 1 0030pa PUCKOB JJIsl KauecTBa JICKAPCTBEHHBIX CPEACTB Ha MPOTSHKCHUU HX
YKU3HEHHOTO 1IUKJIA;

"(hanpcupUIUpPOBaHHBIC JIEKAPCTBEHHBIE CPEICTBA" - JICKAPCTBEHHBIE CPEJCTBA, MPOTHBOIPABHO U
MpPEIHAMEPEHHO CHAa0XEHHBIE HEIOCTOBEpHOW uWH(popmanmeld 00 wuX cocraBe | (WIH)
MPOU3BOJUTENIC, a TAaKKE€ O TIOCTaBKaX, BKIIOYash 3alHUCH W JOKYMEHTBI, 3aTparuBarollue
UCTIOJI30BaHHBIC KaHAJIBI JTUCTPUOBIOIIHH.

Hns ueneit nactosimux [TpaBuit:

NOHATUS "KJIIOYeBOM drTan" u "3HauMMoe H3MEHEHHE" NPUMEHSIOTCS B OTHOIIECHUU JIFOOOTO
mpolecca, KOTOPbIM crIocOOeH MOBIUATH Ha MOKa3aTeIl KauecTBa JIEKApCTBEHHOTO CPEACTBa MO0
U3MCHUTh CTAaOMJIBHOCTh WX COXPaHEHUS C YYSTOM BHJQa HOMEHKIATYPHBIX TO3HIIHMA
(JlekapcTBeHHOU AePEKTYpHhI), C KOTOPBIMHU pabOTaeT KOHKPETHBIN TUCTPUOBIOTOD;

NOHATHS "3HAUMMBIN", "Ha/uIeKammii" 1 "A0CTAaTOYHBINA" TPUMEHUTENBHO K JII000MY MpoIeccy WiH
AJIEMEHTY CHUCTEMBI JUCTPUOBIOINH JIEKAPCTBEHHBIX CPEJICTB 03HAYAIOT, YTO JIAHHBIN MPOLIECC WU
3JIEMEHT CIOCOOCH OOECIEeYUTh BBINOJHEHUE TpeOOBaHMK HAcTOSIIMX [IpaBui ¥ rapaHTHpPOBATH
paboTy cucTeMbl 00eCrieYeHHs Ka4ecTBa TaKUM 00pa3oM, 4TOOBI CBOCBPEMEHHO YCTaHOBUTH JTFO00E
OTKJIOHCHHME OT TOKasaTejel KavyecTBa JICKAPCTBEHHOI'O CPEJCTBA JINOO U3MEHEHUSI CTaOMIbHOCTH
UX COXPAaHCHUS C YYETOM BHUJA HOMEHKIATYPHBIX IMO3UIUK (JCKApCTBCHHOW Ie(eKTyphl), C
KOTOPBIMU pab0TaeT KOHKPETHBIN AUCTPUOBIOTOP;

Mo KJIMEHTaMHU IIOHMMAlOTCS IOCTaBIIUKH, AyTCOPCHUHIOBBIE OpraHU3alUy, [OJydaTelu
(moKymaresn) JeKapCTBEHHBIX CPEJICTB, a TAK)XKe Bce CYOBEKThI cpephl 0OpallieHus JTeKapCTBEHHBIX
CPEICTB, C KOTOPBIMU TUCTPUOBIOTOP HAXOIUTCS B TOTOBOPHBIX OTHOIIEHUSX (BHE 3aBUCUMOCTH OT
TOro, 0(hOpMIIEH JOrOBOp B YCTHOM MJIM MUCBbMEHHOH (opme), u p.;

IIOHATHC "paCCJ'Ie)IOBaHI/Ie" O3HA4Ya€T YCTAHOBJICHUC IIPUYUHHO- CJ'IGI[CTBGHHOﬁ CBIA3HU MCKIAY
BO3HHUKIIUM OTKJIOHCHHUEM B I[I/ICTpI/I6I>IOT0pCKOI71 e U1 BO3MOXKHBIMU q)aKTOpaMI/I, JCKaIIuMu B
€ro OCHOBC, BBIIIOJTHCHHOC ):[I/ICTpI/I6LIOTOpOM niIn aYTCOpCHHFOBOﬁ OpFaHHSaHHCﬁ.

I1l. OcHoBHAdA YaCTh
1. YnpaBiieHue Ka4eCTBOM

1.1. IpuHIUAN

5. JAucTpuOBIOTOPHI CO3AAI0T U MOAJEPKUBAIOT CUCTEMY KauecTBa, ONMPEACISIONIyI0 005 3aHHOCTH,
MPOLECCH M MPUHIIUIBI YIIPABJICHUS PUCKAMH B OTHOIIEHUHU OCYIIECTBISIEMON UMH JESTEIbHOCTH.
Bce neiictBus, CBA3aHHBIE C JAUCTPUOBIONMEN, IOJDKHBI OBITH OJHO3HAYHO OIpPENENEeHbl U
npoaHanu3upoBaHbl. KilroueBble 3Tambl Ipoliecca ONTOBOM peanu3anuu (BKIOYas HaubOosee
3HaYMMbl€ H3MEHEHHs) JOJDKHBI ObITh OOOCHOBAaHBI M INPH HEOOXOAMMOCTH BaJUJUPOBAHBI.
OTBeTCTBEHHOCTh 332 (DYHKIMOHHUPOBAHUE CHCTEMBbI KaueCTBAa HECET PYKOBOJIUTENb OpraHH3aI[UH.
[lepconan opraHuzanuu JOJDKEH HaJUIeKalluM 00pa3oM HCIOJNHATh O0S3aHHOCTH, CBSI3aHHBIE C



(GYHKIIMOHUPOBAHUEM CUCTEMbI KayecTBa.

1.2. CucremMa KauecTBa

6. Cuctema ympaBiieHUs] KaUeCTBOM BKIIIOYAET B ce0s OPraHU3alMOHHYIO CTPYKTYpPY, IPOLEIYPHI,
IPOLIECCHI M PECYPCHI, a TAKKe ACHCTBHSA, HEOOXOAMMBIE U1l 00eCTICYeHHsI COXPAHCHUS Ka4ecTBa U
[EJIOCTHOCTH TOCTABJISIEMbIX JICKAPCTBEHHBIX CPEACTB M HEBO3MOXKHOCTU HMX (ajmbcu(HKanuu B
nporecce XpaHeHus U (MIH) TPAaHCIOPTUPOBKH.

7. Cuctema KauyecTBa JOJDKHA OBITH MOJHOCTBIO JTIOKYMEHTHpOBaHA, e¢ 3()()EeKTUBHOCTH JOJKHA
HOJBEPraTbcss MOHUTOPHHTY M aHaiIu3y. [leliCTBHS MepcoHanta, OTHOCSAIINECS K CUCTEME KayecTBa,
JIOJKHBI OBITH OMUCAHBI B COOTBETCTBYIOIIUX MUCbMEHHBIX Mpoueaypax. Heo6xonnuMo BHEIPHUTD U
HOJJICPKUBATh B aKTYAJIbHOM COCTOSIHUHM PYKOBOJICTBO 10 Ka4eCTBY.

8. PYKOBO,I[CTBOM OpraHru3anu Ha3HA4YaCTCAa OTBCTCTBCHHOC JIMIO, HAACIICHHOC ITOJIHOMOYHAMU H
0053aHHOCTAMU JIIA o0OecIieueHus BHCAPCHUA U MMOAACPIKAHUA B AKTYAJIbHOM COCTOSAHHUH CHUCTCMbI
Ka4dycCTBa.

Bce gwactu cucreMbl kadecTBa JOJKHBI OBITH HaAJIEKAIIUM 00pa3oM oOecrieuyeHbl KOMIIETEHTHBIM
MEPCOHAIIOM, IOCTATOYHBIM KOJMYECTBOM MOMEIIECHH, 000pYJOBaHUS U TEXHUYECKUX CPEJICTB.

9. Ilpu co3maHuu, MONACpX)AHUHM WM W3MEHEHHU CHCTEMbl KayecTBa HEOOXOJMMO YUYUTHIBATH
OpPTaHHU3AIMOHHYIO CTPYKTYpy, OOBEM BBINIOJHSAEMBIX pPAa0OT M yCIyr W MHOTOIUIAHOBOCTH
JESTENIbHOCTH TUCTPUOBIOTOPA.

10. V nuctpubObioTopa MOHKHA OBITH BHEApPEHA CHCTEMa YIPaBICHHUS W3MEHEHUSMH, KOTOpas
JOJKHA OBITh MPOMOPIHOHANBHOW U 3((PEKTHUBHONW, a TakKe OCHOBAHHOW Ha MPHUHIIUIAX
YIOpaBJIEHUS pUCKaMHU IS KauecTBa.

11. Cucrema kadyecTBa JOJKHA TAPAaHTUPOBATH CJIEIYIOIIEE:

a) JIEKapCTBEHHbIE CPEJICTBA NMPUOOPETAIOTCS, XPaHITCS, TPAHCIIOPTUPYIOTCS, MOCTABIAIOTCS WIN
AKCIIOPTUPYIOTCA € cOOMoieHneM TpeboBaHuil HacTosiux [IpaBui;

0) 00513aHHOCTU PYKOBOJICTBA OPTaHU3AIIMN YETKO OTPEICIICHB;

B) JIEKapCTBEHHBIE CPE/ICTBA JIOCTABIISAIOTCS HaJIKAILIUM MOJy4YaTessiM B COTJIaCOBaHHBIN MepHoa
BpPEMEHHY;

I) JOKyMEHTalbHOe O(QopMJIeHHE JEHCTBUII OCYIIECTBISETCS B XOJA€ BBINOJIHEHUS WIH
HEIOCPEICTBEHHO I1OCIIE 3aBEPIICHHUS COOTBETCTBYIOIINX AEHCTBUN;

}1) OTKJIOHCHHUA OT YCTAHOBJICHHBLIX IMPOLCAYP AOKYMCHTAJIBHO 0(1)0pM.]'I${IOTC${ N B UX OTHOIICHUU
MMPOBOJATCS PACCICAOBAHUS,

€) HEOOXOOUMBIE KOPPEKTHPYIOIIME U MNPEAyNpexaarouiie AeHCTBHS MNpPeANPUHUMAIOTCS Ui
YCTPAHEHUS OTKJIOHEHMM M MNPENyNpPEKICHUS HX IOSBICHUS B COOTBETCTBUU C IPUHLUIIAMU
YIpaBJICHUS PUCKaMU JUIsl KA4eCTBa.

1.3. YnpaBJiieHne qesiTeJIbHOCTBIO, epeIaBaeMOM VISl BHINOJIHCHUSA
Apyromy Juuy (ayTCOpCHHI)

12. Cucrtema kadecTBa BKJIIOYAaeT B ceOsl KOHTPOJIb W aHaIM3 JEATENIbHOCTH, MEpPEAaHHON Ha



ayTCOPCHUHI W OTHOCALICHCS K NpUOOpPETeHHIO, XPAaHEHUIO, TPAHCIOPTUPOBKE, IMOCTABKE WIH
AKCTIOPTY. JesaTensHOCTh 0 ayTCOPCUHTY JOJIKHA YUYUTHIBATH BO3MOXKHBIC PUCKH JIJISi KauecTBa U
COJIePIKaTh:

a) OLCHKY NPUIrOAHOCTH U KOMIICTCHTHOCTHU HMCIIOJHHUTEIA BBIIIOJIHUTH 00s13aTeILCTBA 110 J0roBopy
JOJIXKHBIM O6p3,30M, a TAaKKXC IPOBCPKY HAINYHA Y HUCIIOJIHUTCIIA HGOGXOI[I/IMBIX Pa3pPCIIUTECIbHBIX
JOKYMEHTOB B COOTBETCTBHUH C 3aKOHOAATCIBCTBOM I'OCyIapCTB-UJICHOB,

0) ompeseneHre OTBETCTBEHHOCTH, MOPAIAKA B3aUMOJEHCTBHS CTOPOH W oOMeHa MH(popManuen o
JCUCTBHUAX B PAMKaX MEPOIPUATHIA, OTHOCAIIMXCS K Ka4eCTBY;

B) MOHUTOPUHI U aHaIMU3 JEATEIbHOCTH HCIOJHUTENA, a TaKXKe OMNpeJesieHne U BHEApPEHUE Ha
PETYJISIPHOW OCHOBE Mep, HEOOXOIUMBIX IS YITyYIIICHUSI.

1.4. MOHUTOPHUHI ¥ AHAJIM3 CO CTOPOHBI PYKOBOACTBA

13. PykoBOACTBO OpraHM3alMy JOHKHO YCTAHOBHUTH (DOPMATTM30BAHHBINA MPOIECC MEPHOIUICCKOTO
0030pa cucreMbl kauecTBa. O630p TOKEH BKIIIOYATh B CEOSI:

a) OLICHKY CTCIICHU JOCTUIKCHUSA ueneﬁ CHUCTCMbI Ka4CCTBaA,

0) olleHKy MoKasareiei 3PEeKTUBHOCTH, KOTOPBIE MOTYT OBITh UCIOJB30BaHBI JJIT MOHUTOPUHTA
3¢ (HEKTUBHOCTH TaKUX MPOIECCOB CUCTEMbI Ka4eCTBa, KaK KOJUYECTBO MPETCH3MMA, OTKIOHCHUH OT
YCTAaHOBJICHHBIX HOPM, 3(P(PEKTUBHOCTh KOPPEKTHPYIOIIUX H MPEIyNPEKIAOIMUX JIEHCTBUH,
U3MEHCHHS B MPOIECCaX, OT3BIBBI O JIEATEIHLHOCTH IO AyTCOPCHHTY, MPOLECCHl CaMOIPOBEPKU
(BKJIFOYAsl aHATU3 PUCKOB W ayJUTHI), PE3yJbTaThl BHEIIHETO KOHTPOJIS (BKIFOUYAs WHCICKIIUU U
ayJIUTHI), BBISBIICHHBIC HECOOTBETCTBUS, ayIUThI KJIMCHTOB,

B) HU3MCHCHUA, BHCCCHHBIC B HOPMATUBHBIC IIPABOBBIC AKThI, pPYKOBOJACTBA, d TAKK€ BO3BHUKHOBCHHUC
HOBBIX 06CTO$ITCJ'IBCTB, CBA3aHHBIX C Ka4Y€CTBOM, KOTOPBLIC MOI'yT OKa3aTb BJIMAHHE Ha CHCTCMY
YHpaBJICHUA KauCCTBOM;

') HTHHOBAIUH, KOTOPbIE MOTYT MOBBICUTH 3()(PEKTUBHOCTh CUCTEMBI KaUeCTBa,
1) U3MEHEHMSI B JIEJIOBOM Cpe/ie ¥ MOCTABIEHHBIX IEJIsX.

14. Pe3ynbTaThl 00630pa CUCTEMBI KaueCTBa CO CTOPOHBI PYKOBOJICTBA JOJKHBI OBITH CBOEBPEMEHHO
JTIOKYMEHTaIbHO 0()OPMIICHBI U JOBEICHBI O CBEJICHUSI IIEpCOHAA.

1.5. YnpasJ/ieHue pucKkaMu Jisli Ka4ecTBa

15. VYnpaBneHue puckamMu [JIsi KayecTBa SBJISIETCS CHUCTEMATHYECKHM IMPOLECCOM OIICHKH,
KOHTpOJIsI, oOMeHa uH(popMalueit 1 0030pa PUCKOB ISl KaYyecTBa JICKAPCTBEHHBIX CPEICTB. JTOT
MIPOIIECC MOXKET MPOBOJUTHCS KaK MEPCIEKTUBHO, TaK U PETPOCIIEKTHUBHO.

VYnpaBieHue pHCKaMu Ui KadecTBa MPENANOoJiaraeT, YTO OLEHKAa PHUCKOB Il KayecTBa
OCHOBBIBACTCSI Ha HAYYHBIX 3HAHUSAX, MPAKTUYECKOM OMbBITe pabOThl M HANpaBlieHA HA 3allUTy
310poBhsl marpeHTa. O0bemM padoOT MO YMpPaBICHUIO PUCKAMH JUIsI KaueCcTBa U JIOKYMEHTaJbHOE
oopMIIeHHE pPE3yJIbTAaTOB OIICHKH PHUCKOB JODKHBI OBITh COM3MEPHMBIMH C YPOBHEM pHCKA.
[Ipumepsl TPOLIECCOB M HMHCTPYMEHTOB IO YIPABICHHID PHUCKAMHU MPHUBEIAEHBI B MpaBUIaX
HaJJIeKalel  NPOU3BOACTBEHHOM  MpakTHUKA  EBpa3MiiCKOro  3KOHOMHYECKOIO  COMO3a,
YTBEPKIaeMbIX EBpa3sniicKo 5JKOHOMUYECKON KOMUCCHEH.



2. Ilepconan

2.1. IlpuHuMn

16. BeimosHeHWe TpeOOBaHWN HaJIEKAIICH JTUCTPUOBIOTOPCKON TPAKTUKH 3aBUCHUT  OT
yejgoBeyeckoro  (akropa.  JuctpuOblOTOp  JODKEH  HMMETh  JOCTaTOYHOE  KOJIUYECTBO
KBaJIM(ULMPOBAHHOTO MEpPCOHAaja JUIsl PEIIeHUs BCEX 3a/lad, 3a KOTOpPhIE OTBEYAET OpPraHu3allus.
Kaxnplii paOOTHHK JODKEH 3HATh M MOHMMATh TPeOOBaHMS HaJUIekalled IUCTpHOBIOTOPCKON
NPaKTUKM B 4YacTH, Kacarouieicss ero naearenbHocTu. Kaxknplii paOOTHHMK [OJIKEH MOHUMATh
WH/IMBUYaIbHYIO OTBETCTBEHHOCTh, KOTOPAast JOKHA OBITh JOKYMEHTHPOBAHA.

2.2. OTBeTCTBEHHOE JINIIO

17. PykoBOJICTBOM AMCTPUOBIOTOPA TOHKHO OBITH HA3HAYEHO OTBETCTBEHHOE JINI0. OTBETCTBEHHOE
JUIO0  JOJDKHO  COOTBETCTBOBaTh  KBAIM(HUKAIMOHHBIM  TPeOOBAaHHSM,  YCTAHOBJICHHBIM
3aKOHOAATEeNLCTBOM  TOCYJapcTBa-wieHa, U o0nagaTth  HEoOXOoAMMON  KBanu(pUKanuei
(mpearmouTHTENbHO  (hapMaleBTHYECKUM 00pa3oBaHMEM), OINBITOM M 3HAaHMAMH B 00JIaCTH
Haﬂnemameﬁ ZII/ICTpI/I6I)IOIII/II/I. B OTACJIIBHBIX CJIydadX OTBCTCTBCHHOC JIMOO MOXKCT HUMCTH
HedapmMareBTHYecKoe 00pa3oBaHUE, B TOM YHUCIE NMPH AUCTPUOBIONNH Pagro(apManeBTUIECKUX
npenapaToB - o0Opa3oBaHue B 00JACTH PaAHMOOMOIIOTHH, SIICPHON (PU3UKU WIIN Paguo(U3UKH, IPpU
JUCTPUOBIONY MEIUIIMHCKUX Tra3oB - oOpa3zoBaHue (u3uko-texHudeckoro npodumsa. IIpodpuns
00pa3oBaHUsl OTBETCTBEHHOI'O JIMIA JOJDKEH OBITh YCTAaHOBJIEH PYKOBOJCTBOM II0 KadeCTBY
JMCTPUOBIOTOPA UCXO/S U3 €r0 HOMEHKJIATYPhI TOBAPHBIX MO3HLUH JEKAPCTBEHHBIX CPE/CTB.

18. OTBeTCTBEHHOE JIMIIO JOJI?KHO BBITIOJIHATE CBOHU 00513aHHOCTH JIMYHO. I[OCTYH K KOHTaKTaM C
OTBCTCTBCHHBIM JIMIIOM JOJIXKCH OBITH 00eCIleueH B IOCTOSHHOM PEXKUME. OTBeTCTBEHHOE JIMIIO
MOKET ACIICTUPOBATD YaCTh CBOUX 065{33HHOCTGI7I, HO HC OTBCTCTBCHHOCTb.

19. TlorHOMOUYMS OTBETCTBEHHOI'O JIMIIA MO NMPHUHATHIO PEUIEHUH B paMKax CBOUX JOJIKHOCTHBIX
00s13aHHOCTEH, a Tak)Ke HEOOXOTUMBIE PECypChl JJIsi UX BBIMOJHEHUS TOJKHBI OBITH OTpPEIeNICHBI
I[OJ'DKHOCTHOfI HHCTPYKHHeﬁ. OTBGTCTBCHHOG JINIIO OOJI’)KHO 6BITI> HaACJIICHO YE€TKO OHpeI[CJ'IeHHBIMI/I
MOJTHOMOYMSIMHU, pPEecypcaMd M 30HAaMH OTBETCTBEHHOCTH, HEOOXOJAMMBIMHU Ui BBIMOJTHEHUS
BO3JIOKEHHBIX Ha HETO 00sI3aHHOCTEH.

20. OTBETCTBEHHOE JHIIO JOJKHO BBITIOJHIATH CBOU OOS3aHHOCTH TaKUM OOpa3oM, YTOOBI
JTUCTPUOBIOTOP MOT TIOJITBEPIUTEH COOIOICHNE HA/IeXKaIel TUCTPHUOBIOTOPCKOM MPAKTUKH.

21. K 00s13aHHOCTSIM OTBETCTBEHHOI'O JIUIA OTHOCSITCS:
a) o0ecrieyeHne BHEPCHUS U TIOIIEPIKAHMS CUCTEMBI YIIPABJICHHS Ka4ECTBOM;

0) KOHIIEHTpAllUs Ha YMPABICHUH YCTAaHOBICHHOW NESTEIHHOCTHIO U Ha 00ECIICYCHUH TOYHOCTH H
KadecTBa 3aIlicei;

B) oOecrieueHUe BHEJIPEHHs U MOJACpKaHHs MPOrpaMM MEPBUYHOTO M MOCIENYIOIIEro 00y4eHus
JUISL BCETO MepcoHalia, BOBJICYSHHOTO B MPOLECC TUCTPHOBIOLNY;

1") KOOPAUWHHUPOBAHUEC H CBOCBPEMCHHAA OpraHvu3anusg OT3bIBa JICKAPCTBCHHBIX CPEIACTB U3
oOparieHus;

1) obecrieueHue dHPeKTUBHOM pabOTHI C MPETEH3UIMHU MOKYTaTeel (moryJyaTenei);



€) yTBepKJEeHHE NMOCTaBIIMKOB U MOJIydaTesei;

) YTBEp)KAEHHE TIepedadyd Ha ayTCOPCHUHI JEATeJbHOCTH, MOTCHIUAIbHO BIMAIOMICH Ha
cOOIIIO/ICHNE HAAJIeKAIIeH TUCTPUOBIOTOPCKOM MPAKTHKH;

3) o0ecrieueHre MPOBEACHUSI CAMOMHCIIEKIINI B COOTBETCTBUU C YCTAHOBJICHHON MEPUOAUYHOCTHIO
Y TIOATOTOBJICHHOW MTPOTPAMMOM, a TAaK)Ke MPUHATUS HEOOXOJUMBIX KOPPEKTUPYIOIINX MEP;

1) XpaHEHUE HEOOXOJUMBIX 3aIUCEH, OTHOCSAIINXCS K JeIETHPOBAHHBIM 00SI3aHHOCTSIM;

K) NPHHATHE PELICHUH OTHOCHUTEIBHO BO3BPALICHHBIX, OTO3BAHHBIX, OTKIOHECHHBIX, HPU3HAHHBIX
He100poKayecTBEHHBIMU, (parbCH(PUIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB;

1) 0100peHre BO3BPAILICHHUS JICKAPCTBEHHBIX CPEJICTB B KATETOPHIO MPUTOTHBIX JIJISl pealn3aluy;

M) o0ecriedeHHUe COOJIOICHUs] JIIOOBIX JIOTIOJHUTEIBHBIX TpeOOBaHUM, YCTAaHOBJIICHHBIX B
OTHONICHHUHU OTIPECIICHHOM MPOTYKITUHN 3aKOHOJATEIILCTBOM I'OCYAapCTB-WICHOB.

2.3. IIpoumnii nmepcona

22. JIuctpuOBIOTOP MOJDKEH MMETh JOCTaTOYHOE KOJUYECTBO KBATU(UIIMPOBAHHBIX PAOOTHHUKOB,
BOBJICUCHHBIX B JEATCIIBHOCTH IO JTUCTPUOBIONUU JICKAPCTBECHHBIX CPEICTB HA BCEX €€ JTarax.
KonunuectBo pabOTHUKOB ompenensercs oO0beMaMy BBIIOIHSAEMBIX paboT U  TpeOOBaHHIMHU
3aKOHOJATENbCTBA TOCY1apCTB-WICHOB.

23. OpraHu3aiMoHHas CTPYKTypa AUCTPUObIOTOpa OGOpMIISIETCS B BHJIE CXEMbl M YTBEP)KIAeTCS
pykoBogutesieM. DyHKINU, O0S3aHHOCTH W B3aWMOJICHCTBHE PAOOTHHKOB JOJDKHBI OBITH YETKO
0003HAa4YEHHI.

24. Ha pa6OTHI/IKOB, 3aHUMAarImuX KIKYCBBIC OOJDKHOCTH, OOJIKHBI OBITh  COCTaBIICHBI
JOJDKHOCTHBIC MHCTPYKIUHU, B KOTOPBIX OMNPEACTIAIOTCA HUX OOJIKHOCTHBIC O6$[321HHOCTI/I, a TaKXeE
MOPAAOK UX 3aMCIICHUA APpYTUMU pa60THI/IKaMI/I.

2.4. O0y4eHnue

25. Bce paOOTHHMKH, BOBIICYEHHBIE B JEATEIHHOCTH MO IUCTPUOBIONNU JEKAPCTBEHHBIX CPEJNCTB,
JIOJDKHBI  TPOMTH O00y4YeHHWE 1O BOMpPOCaM, KacCaIoIUMCS HaJJIeKamed JUCTPUObBIOTOPCKON
MPAKTUKH, UMETh HEOOXOAMMYIO KBaIU(UKAIMIO 10 Hayalla BBINOJHEHUS CBOMX JOJKHOCTHBIX
00s13aHHOCTEH.

PaGoTHUKN MOJDKHBI TPOXOIUTH MEPBHUYHOE W TOCieayolee oOydeHHe B COOTBETCTBHHM C
BBLIMTOJHSIEMBIMH HMH OOS3aHHOCTAMH Ha OCHOBAHMU ITMCHMEHHO O(i)OpMJ'IeHHBIX nmpouecayp u
nporpaMmMbl 00ydeHusi. OTBETCTBEHHOE JIMLIO JIOJDKHO MOAJEPKHUBATh KOMIIETEHTHOCTD MIEPCOHANa B
o0racTu Hajuiexallel JUCTPUObIOTOPCKOM MPAKTUKU ITOCPEICTBOM PETYIIIPHOTO 00yUEHHUS.

JononuurenbHo o0O0y4yeHHEe JODKHO BKIIOYATh AaCMeKThl HUACHTU(DUKAIMK TPOAYKIMHU H
NpeOTBPALICHUS MONAAaHus B IETIb OCTaBKU (abCU(PHUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB.

26. Ilepconai, paboTaromuii ¢ MPOAYKIMEH, B OTHOIIEHUH KOTOPOU YCTAaHOBJICHBI 0O0JIee KECTKHE
YCIIOBUSL OOpaIIeHUs, TOJDKEH MPOUTH CHEIHAIbHYI0 MOATOTOBKY. [IprMepamu Takoil mpoayKiuu
SBJISIIOTCS ~ OTHEOIACHBIE,  B3PBIBOOIMACHBIC,  JITKOBOCIUIAMEHSIOIIUECS,  JIETKOTOPIOYHE,
paZMoOaKTUBHBIE MaTepHaNbl, JIEKAPCTBEHHBIC CPEJICTBA, MOJJICKAIINE O0COOOMY KOHTPOIIO B
COOTBETCTBUU C 3aKOHOAATEIHCTBOM TOCYJapCTB- YJIEHOB, TEPMOJIAOMIIbHBIE JIEKapCTBEHHBIE



CpencTBa).

27. 3anucu 0 MpOBEICHUU OOYy4eHMs MOJJIeKaT XpaHEHUI0, a 3((HEKTUBHOCTh O0yUEHUs JOJDKHA
MEePUOIUYECKH OLIEHUBATHCS U JIOKYMEHTHPOBATHCS.

2.5. I'uruena

28. JlomxHBI OBITH YCTAaHOBICHBI M JOJKHBI COOJIOJIATBCS COOTBETCTBYIOIIUE MPOLETYPHI IO
TUTHEHE TPyJla U JIMYHOW TUTHeHEe PaOOTHUKOB, MPUMEHUMBIE K OCYIIECTBIISIEMON NIEATEIbHOCTH.
OTH NPONEAYPHI TOJKHBI BKIIIOYATh TPEOOBAHUS, OTHOCSIIUECS K 3JJ0POBBIO, TUTHEHE U OJICKIC.

3. llomemienus u 000pyI0BaHME

3.1. llpyuHUOun

29. JIucTtpuObIOTOp MOJDKEH HWMETh MPUTOIHBbIE MOMENICHHs, 00OpydoBaHUE Ui oOecredeHus
HAJUICKAIIEr0 XPaHEeHUsI U PACTIPOCTPAHECHUS JIEKAPCTBEHHBIX CpeacTB. [lomeneHus: 10mKHbI ObITh
YUCTBHIMH, CYXHMH, B HHUX JOJDKHBI MOJIJEPKUBATHCA TpeOyeMble TEeMIEepaTypHBI pPEeXUM H
BJIQXKHOCTb.

3.2. [Tomemenus

30. [TomemieHuss AOMKHBI OBITH CIPOEKTHUPOBAHBI WIIM MPHUCIOCOOTEHBI TaKUM 00pa3oM, YTOOBI
obecrieunTh coOmofeHne TpeOyeMbIX yciaoBuil XpaHeHus. OHH JOJKHBI OBITh 3alllUIIEHHBIMH,
MPOYHBIMU U 00JIaaTh JOCTATOYHOW BMECTHUMOCTBIO JIJIsl O€30MAaCHOTO XpaHEHUS JIEKApCTBEHHBIX
cpencTB u obOpaieHus ¢ HUMHU. Jyia obecrnedueHns TOYHOCTH U O€30MaCHOCTH BCEX MPOBOJUMBIX
orepanuii 30Hbl XpaHEHHsI JOJKHBI UMETh HAIJISKAIYI0 OCBEIIEHHOCTb.

31. B ciywae ecnu MOMENICHHE HE TMPHHAUIC)KUT HEMOCPEICTBEHHO JUCTPUOBIOTOPY, JaHHOE
MOMEIIEHUE MOXKET MCIIOJIb30BaThCsl AUCTPUOBIOTOPOM IO JIOTOBOPY apeHibl (cyOapeHsl) 1100 Ha
OCHOBAaHMU MHOTO BEIIHOrO (MMYIIECTBEHHOI0) WM 00s3aTeabCTBEHHOro mpaa. [lomemieHus,
UCIIOJIb3YEMBIE NIl XPAaHEHHUs JIEKAPCTBEHHBIX CPEICTB, JOJDKHBI BBOJUTBHCSA B DKCIUIyaTalUIO B
COOTBETCTBUU C 3aKOHOJATEILCTBOM rOCYAapCTB-UJICHOB.

32. JlekapcTBEHHBIE CPEICTBA JOJDKHBI XPAHUTHCS COOTBETCTBYIOIIMM OOpPa30M B BBIJCICHHBIX U
4eTKO 0003HAYEHHBIX 30HAX, JOCTYI B KOTOPBIE pa3pelieH TOJNbKO MepPCOHaNTy, HMEIOIIeMy Ha 3TO
npaBo. Jlobas cucrema, 3aMmeHsromas (¢GuU3NYECKOoe pas3felieHue 30H XpaHeHus (Hampumep,
KOMIIBIOTEPU3UPOBAHHASL CUCTEMA), TOJDKHA 00€CIeYnBaTh SKBUBAIICHTHBIM YPOBEHb O€30MMaCHOCTH
1 OBITH BAJIUIMPOBAHA.

JlekapcTBEHHbIE CPEJCTBAa, B OTHOLICHMM KOTOPBIX HE MPHHATO OKOHYATEIbHOE pelIieHue 00
oOpailleHun WM oOpalleHue KOTOPbIX HPHUOCTAHOBIEHO, AOJKHBI OBITh H30JIMPOBAaHBI JIMOO
¢usuueckn, MO0 € NPUMEHEHHEM OHIIEKTPOHHOM CHCTEMBbI, OOeCleUYHBaONIell >KBUBAJIEHTHOE
pazznenenue. JlanHoe TpebOBaHWE OTHOCUTCS, HapUMeEp, K JIF0O0N MPOIYKIMH C MOJO3PEHUEM Ha
¢anbcupuKaio U K BO3BPALICHHOHN MPOIYKINH.

Jrobas danscudunmpoBaHHas TPOIYKIUS, TPOIYKIUS C UCTEKIIUM CPOKOM TOTHOCTH, OTO3BaHHAs
MPOIYKIHS, a TaKkxke 3a0pakoBaHHasl (OTKJIOHEHHAs B ILIEMM MOCTaBKH) MPOIYKIIHS TOJKHA OBITH
HeMeJIEHHO (U3NYECKU M30JMpPOBaHa U pa3MelleHa B CIIEHUaIbHO BbIJCIIEHHOW 30HE, OTAEeNIEHHON



OT JPYTUX JIEKAPCTBEHHBIX CPEACTB, MPUTOJHBIX A1 AUCTPUObIOIMH. JlekapcTBEHHbBIE CpPEACTBa,
NOJIyYCHHBIE U3 TPEThUX CTPaH M HE MpeaHa3HaueHHbIC I oOpamieHus Ha peiHke Coro3a, Takxke
JTOJIKHBI OBITH (PU3NYECKU U30JIMPOBAHBI.

[IpennpunsaTEIE MEpBl OE30MACHOCTH JIOJDKHBI TapaHTHPOBATh, YTO JIAHHBIC 30HBI 00ECIICYHUBAIOT
XpaHeHUE MPOAYKIUU OTICIBHO OT JICKAPCTBEHHBIX CPEICTB, MPUTOAHBIX JUISI TUCTPUOBIONNH, U B
YCIIOBHSX, HCKITIOYAKOIIUX UX TIOCTYIUICHHE B CBOOOIHOE oOpameHue. [[aHHbIe 30HbI IOJIKHBI OBITH
uaeHTHGUIUPOBaHbl (0003HAUEHBI) HAJIEKAMUM O0pa3oM H 3aIUIICHBI OT HEMPaBOMEPHOIO
JIOCTYTIA.

JlekapcTBEHHbIE CpENICTBA, TpeOyIoImue 0cob0ro oopalieHus (Hanpumep, HApKOTUYECKHE CPEICTBA,
MICUXOTPOIHBIEC BEIIECTBA U MPEKYPCOPHL, SIAbI (IOBUTHIE BEIIECTBA), IPYrHUe OMAacHbIC BEILECTBA),
JMOJKHBl ~ XPAaHUTBCS B YCJIOBHSX, COOTBETCTBYIOIIMX TPEOOBaHUSM  3aKOHOJATEIHCTBA
roCy/AapCTB-UJICHOB.

Pa,I[I/IO(bapMaL[eBTI/I‘leCKHC " JAPYruc OIMACHBIC JICKAPCTBCHHBIC CPCACTBA, 4 TAKIKC OIHCOIIACHBIC U
B3PBIBOOIIACHBIC JICKApCTBCHHBIC cpeacTBa (HaHpI/IMep, MCIHUIUHCKUEC Trasbl,
JICTKOBOCILIAMCHAIOIMUCCA XKUAKOCTH WM TBCPABLIC Bemecma) JOJDKHBI XpaHUTBLCA B CIICHUAIIBHO
OTBCACHHBLIX 30HAX B COOTBCTCTBUHU C 3aKOHOAATCIBCTBOM IOCyAapCTB- YICHOB C IMPHUMCHCHUCM
COOTBCTCTBYHOIINX MEP 0€30I1aCHOCTH U JOJIDKHBI OBITH 3alUIICHBI OT HCIIPABOMEPHOI'O JOCTYIIA.

33. B 30Hax mpueMKHU U OTTPY3KH JODKHBI ObITh 00ECIIEUEHBI 3allUTa OT BO3JCHCTBUSA MOTOIHBIX
YCIIOBUH, a/IeKBaTHOE pa3/eliecHuEe 30H MPUEMKHU, OTTPY3KH M XPaHEHHS, a TaKKe JOJKHBI OBbITh
pa3paboTaHbl MPOIEAYPHI, OMPEACISAIONINE MOPSAOK OCYIIECTBICHUS KOHTPOJISA 32 BXOJAIIUMHU H
UCXOISIIUMU TIOTOKaMHU JIEKAPCTBEHHBIX CpeAcTB. JlOMKHBI OBITh CIEHUANBbHO OIpeAeTeHbl U
oOecrieueHbl HaJUIeKaIUM OOOPYJOBAaHUEM 30HBI TMPUEMKH, HCIOIb3yeMbIE MJII IPOBEPKHU
MOJTy4YE€HHOM MPOTyKIUH.

B 30He MMPpUEMKH NOJI’KHA OBITh npeayCMOTpCHA OUYUCTKA Taphl.

34. HeoOxomumo o0ecneunTh HaJM4YM€ OXPAaHHOM CHCTEMbI, IO3BOJISIIONIEH MpeaoTBpaIlaTh
HEMpaBOMEPHOE TPOHUKHOBEHHE B JIOObIE IOMEUIEHHS C KOHTPOJIMPYEMBIM JOCTYIIOM.
[IpenynpenurensHble MEPHI, KaK MPABUIIO, JTOJDKHBI BKIFOYATh B Ce0s OXPaHHYIO CUTHAJIHM3AINIO C
CHUCTEMOW MOHMTOPMHIA W NPOMYCKHOM pexuM. Iloceturenn He TOMKHBI HAaXOOUThCS B
MOMEIICHUAX 0€3 COMPOBOKICHHUS.

35. Tlomemenus u oOopyaoBaHUE Al XPAHEHUS JIOJDKHBI OBITh YUCTHIMH, B HUX HE JOJIKHBI
HaKaIUIMBaThCsl MbUIb M Mycop. JlOJKHBI OBITh B HAJIMYUM HPOTPAMMBI, JTOKYMEHTHPOBAHHBIE
NpOLEAYpHl, 3aliCH IO OYHCTKE MOMELIeHUH MU obopynoBaHus. OOopyloBaHHE, MHBEHTaph U
MaTepHalbl, UCHOJb3yeMble A yOOpKHM (OYMCTKH), a TaKKe MOIOUIMe M JAe3MH(pULIUpYIoLIHe
CPEICTBA JOJKHBI BBIOMPATHCSA, MCIOJIB30BAaThCS M XPAHUTbCS TaKUM 00pa3oM, YyTOObI OHU HE
SABWJINCh UCTOYHUKOM KOHTaMUHAIWH.

36. IlomeneHrs AOMKHBI OBITH CIIPOEKTHPOBAHBI U OCHAIIIEHBI TAKMM 00pa3oM, YTOOBI 00€CTICUNTh
3alIUTy OT MPOHUKHOBEHHSI HACEKOMBIX, TPBI3YHOB WM JPYTHX >KUBOTHBIX. JloMKHA OBITH
paszpaboTaHa nmporpaMmma nMpopuIaKTHIECKOT0 KOHTPOJIS BpEIUTENCH.

37. KomHaTh! OTAbIXa, rapepOOHbIE KOMHATHI, AYIIEBbIE U TyaJeThl A paOOTHUKOB JIOJKHBI ObITH
Ha/JIexamuM o0pa3oM OTIeNeHbl OT 30H XpaHeHus. Hanmuuue NUINEeBBIX MPOAYKTOB, HAIUTKOB,
TabauHbIX U3/ETHUH, a TaKXKe JIEKapCTBEHHBIX CPEACTB JJISl JUYHOTO MCIOJIb30BAHUS B TOMELIEHUSIX
CKJIaJIa 3aIlpeLIeHO.



3.2.1. KoHnTpoJsb 32 TeMnepaTrypoil U yCJI0BUSIMH IPOU3BOJICTBEHHOU
cpeabl MoMeleHust

38. JomkHbl OBITh B HAJUYUU COOTBETCTBYIOLIEE OOOPYIOBAaHME, a TaKXKe perjIaMeHTHUPYIOIINe
IpoLEeAypbl JOKYMEHTHI (HampuMep, CTaHAAapTHBIE ONEpallMOHHBIE MPOLEAYpPBI) s KOHTPOJIA 3a
YCJIOBHSIMU IIPOU3BOACTBEHHOM Cpe/ibl IOMELIEHUSI.

K ycnoBusiM mpou3BOACTBEHHOM CpeAbl MOMEIICHHS, KOTOpPbIE MOTYT MHOTpeOOBaTh KOHTPOJIS,
OTHOCSTCSI TEMIIEpATypa, OCBELIEHHOCTb, BIAXKHOCTh M YUCTOTA B IIOMEILICHUSX.

39. HeoOXoauMO BBIIOJHUTH [EPBOHAYAIBHOE HW3YYEHHE pACHpPEICNICHUsS TeMIIepaTypbl
(TemnepaTypHO€ KapTUPOBAaHUE) B MOMEILECHUSIX JJISI XPaHEHUS TMEepe]l HauajloM MX HCIOIb30BaHUS
C COOJIIOJIEHUEM YCIIOBUM, OTPaKAIOIIUX MapaMeTpsl dKcIutyaTanuu. O6opyaoBaHue A KOHTPOJIA
TEMIEPATYPHI JIOJDKHO OBITh Pa3MEIIEHO B COOTBETCTBUH C PE3y/IbTaTaMU aHAIHM3a TEMIIEPATypPHOTO
KapTUPOBaHUS B TOUKaX HanboJiee 3HAUUTEILHOTO KOJeOaHusl TEMIEePaTyphl.

TemriepatypHoe KapTHpOBaHHWE HEOOXOIUMO MOBTOPATH B COOTBETCTBUU C PE3yJIbTaTAMH aHAIIN3a
PHCKOB WJIM B ClIydae CYIECTBEHHBIX M3MEHEHHUI B YCTPOMCTBE MOMELIECHHs WX 000pYIOBaHUU
JUIs1 KOHTPOJISL TEMIIEPATYPBL.

B ciiydae ecnu mioma s NOMeEIEHUH, UCIOIb3YEMBIX JJISl XpaHEHUs IIPM KOMHATHOM TeMIlepaType,
HE MPEBBIIIAET HECKOIbKUX KBaJAPAaTHBIX METPOB, JAOJKEH ObITh MPOBE/IEH aHAIU3 NOTEHIUAIbHBIX
PUCKOB (HampuMep, HaJW4us OTONUTENbHBIX NPUOOPOB) U O0OpPYIOBaHHE Ji KOHTPOJIA
TEMIIEPATYPHI T0JKHO OBITH Pa3MEIICHO B COOTBETCTBUU C PE3yJIbTaTaMU aHAIU3A.

3.3. O6opynoBanue

40. O60py,Z[OBaHI/IC, OKa3bIBAKOIICC BIMAHNUEC Ha XPAHCHUC U pCAIN3allUI0 JICKAPCTBCHHLIX CPECACTB,
MPOCKTUPYCTCA, pasMCIIACTCA U 06CJ'I}’)KI/IBa€TC$I COTJIaCHO MHCTPYKIOUAM IO €r0o HCIIOJIb30BaHUIO
(SKCHHyaTaHI/II/I). I[OJ'DKCH OBITH YTBCPIKACH IIJIaH TEXHHUYCCKOI'O O6CJ'Iy>KI/IBaHI/I$I HanOoJee
S3HAYUMOT'O JJI BBIITOJHCHHA COOTBECTCTBYIOIINX onepam/n?l O60py,I[OBaHI/I$I.

41. OO6GopynoBaHue (CpelIcTBa H3MEpPEHUi), HCHOIb3yeMOe sl KOHTPOJS WJIM MOHHTOPUHIA
YCIIOBUIM XpaHEHUS JIEKAPCTBEHHBIX CPEACTB, JOJIKHO OBITH MMOBEPEHO B MOPSAIKE, YCTAHOBICHHOM
3aKOHOJIATeNILbCTBOM TOCYAApPCTB-WIECHOB, M OTKAIUOPOBAaHO B OIpEJE/IEHHbIE MEXIIOBEPOUHbIE
MHTEPBAJIbl UCXO/IS U3 aHAJIN3a PUCKOB M HAJIE)KHOCTH 000pY10BaHUSI.

ITpu kanOpoBke 000pyIOBaHUS JOJKHA OBITH 0OECIEUeHa METPOJIOTHYECKas MPOCIIEKUBAEMOCTh
UCIIOJIb3YEMbIX 3TAIOHOB K HALIMOHAJIBHBIM UM MEXTyHApPOAHBIM 3TAJIOHAM €IMHUI] BEJTHYUH.

42. Jlng omepaTUBHOTO BBISBIEHUS OTKJIOHEHHH OT TpeOyeMBIX YCIOBHM XpaHEHHUsS HEOOXOIUMO
UCIIOJIb30BaTh COOTBETCTBYIOIIME CHUCTEMbl CHUTHAJIHM3AIMU. YPOBEHb OIMOBELICHUS JIOJKEH OBITh
YCTaHOBJIEH COOTBETCTBYIOIIMM 00pa3oM. CHCTeMbl CHUTHaJIM3alUU JOJDKHBI EPHOIUYECKH
TECTUPOBATHCS JUIsI 0OecTeueH s UX HaJyIexaniero (QyHKIMOHUPOBAHMUS.

43. Omnepanuy 1O PEMOHTY, OOCITY)XKMBAaHHUIO, MOBEPKE U KaJIUOpPOBKE OOOPYJOBAHUS JOJDKHBI
OCYHIECTBIISITECS TaKMM 00pa3oM, 4TOOBI KauecTBO JIEKAPCTBEHHBIX CPEJICTB HE MOJBEPrajoch
HEraTUBHOMY BIMsHMIO. [Ipn HEOOXOIUMOCTH NOMKEH OBITh CO3/IaH pe3epBHBIN (HDOH MPUTOAHBIX
000pyZ0BaHUS U CPEICTB U3MEPEHUMN JJI1 UCIOJIb30BaHUS BO BpEMsSl PEMOHTA, 00CITYKUBAHUS WM
MIOBEPKH.

44. Omnepanuu M0 PEeMOHTY, OOCTY>KUBAaHUIO W KAIMOPOBKE HanOoJiee 3HAYMMOTO OO0OpYAOBAHUS



JOJIKHBI OBITh COOTBETCTBYIOIIMM O0OPa30M JOKYMEHTAIbHO O(GOpPMIIEHBI, JOKYMEHTAIUs JOJIKHA
OBITH COXpaHEHA.

K nambonee 3HauMMOMY OOOPYAOBAaHHIO OTHOCATCS KOHAWIIMOHEPBI, XOJOIWIbHBIE Kamephl
(XONOUIBPHUKY) WJIM YCTPOMCTBA, OXpaHHas M IOXapHas CUTHANU3alLUs, CHUCTEMbl KOHTPOJIA
J0CTyla, BEHTWISLMOHHAs CUCTEMA, CHUCTEMAa YBIAXKHEHUS M (MIM) OCYLIEHUS BO3/yXa,
TEPMOTUTPOMETPHI (IICUXPOMETPBI) UM HHOE O0OpYAOBaHUE, HCIOJb3YEeMOE HJIsi PErucTpaluu
TEMIIepaTypbl U BIAKHOCTH, a TAKKe 000PYJ0BaHUE, UCTIOIB3YyEMOE ISl TPAHCTIOPTUPOBKH.

3.3.1. KoMnbrTepu3upoOBaHHbIE CHCTEMbI

45. llepen HayajioM HCIOJIb30BAaHUS ~ KOMIBIOTEPU3UPOBAHHONW  CHCTEMBI  HEOOXOIUMO
IPOIEMOHCTPUPOBATH C ITOMOIIBIO BAJIMIALMH WIH BepU(PUKALIMKU, YTO CHCTEMa CIIOCOOHA NOIyYaTh
3aJJaHHbIE PE3YJIbTATHI TOUYHO, €IMHOOOPA3HO U BOCIIPOM3BOIUMO.

46. J1omkHO OBITH B HAJIMYUHU [TMCbMEHHOE JI€TAJIbHOE ONKUCAHUE KOMIIBIOTEPU3UPOBAHHON CHCTEMBI
(BKJItOYAs 110 BO3MOXKHOCTHU JMarpaMMbl). Takoe onucaHue JOJHKHO MOAJCPKHUBATHCS B aKTYalbHOM
COCTOSSHUM U JOJDKHO BKJIIOYAaTh B ce€0s NPUHLMIBL, LETd, Mepbl 0e30macHoCTH, 00JacTb
IPUMEHEHHUS U OCHOBHBbIE (DYHKIIMOHAJIbHbIE OCOOCHHOCTH, a TaKXe MOPSJIOK HCIOJIb30BAHUS U
uHTepdeiic 1 B3aUMOJACHCTBUS C JPYTUMH CUCTEMAaMH.

47. BBoag nganHbBIX B KOMIIBIOTCPU3HUPOBAHHYKO CHUCTEMY HWJIM HWX H3MCHCHHC JIOJIKHbBI
OCYHICCTBJIATLCA TOJIBKO pa6OTHI/IKaMI/I, OTBCTCTBCHHBIMH 3a JaHHBIN BUJ pa6OTI)I.
KOMHBI-OTCpI/ISI/IpOBaHHaH CHUCTCMA JOJIZKHA PETUCTPUPOBATH BCC U3MCHCHUA B CUCTCME C YKA3aHUCM
IMOJIb30BAaTEJIA, COBCPUIAOIICTO 9TH U3MCHCHMUA.

48. JIomxHBI OBITh MIPEAYCMOTPEHBI (HU3NUECKUE UITH DJEKTPOHHBIC CPEICTBA IS 3alIUTHI JaHHBIX
OT CJIIy4allHOTO WJIM HENPaBOMEPHOT'O BHECEHUs M3MEHEHMU. JJOCTyMHOCTh COXpaHEHHBIX JaHHBIX
JOJDKHA peryyspHo mpoBepsaThes. HeoOxonnMo Ha peryisipHOW OCHOBE CO3/1aBaTh pPE3EpPBHBIE
KON COXPAaHEHHBIX JIaHHBIX. Pe3epBHbIE KONUU JAHHBIX, BBEJECHHBIX B KOMIBIOTEPU3UPOBAHHYIO
CHUCTEMY, JIOJDKHBI XPAHUTHCS B COOTBETCTBUU CO CPOKAMH, YCTAaHOBJIEHHBIMHU 3aKOHOJIATEIHCTBOM
rOCy/AapCTB-UJICHOB, HO HE MEHEe 5 JIeT, B H30JIMPOBAHHOM M 0€30MacCHOM MECTE.

49. JlomkHBI OBITH MPETYCMOTPEHBI MPOLEAYPHI, ONMPENLISIIONME MOPSI0K JCUCTBUI B Clydae
c60eB B paboTe CUCTEMBI UJIH BBIXOJIA €€ U3 CTPOS, & TAKKE MEPHI IO BOCCTAHOBIICHUIO JTAHHBIX.

3.3.2. Kpasmmpukauus u BajJauanus

50. Opranuzanus JOJKHA ONMPEAEIUTh KIH4YeBoe 000pyI0BaHUE U MPOLECChl, KOTOPHIE MOAJIeKaAT
KBauHGUKauK W (WIM) BIMJANUA C TENbI0 TMOATBEPKIACHHUS HAJJICKAIIET0O MOHTaXa W
skcrutyataiui. O0beM MPOBOIUMBIX PabOT MO KBaluuKauu U (WIKM) BalUIAlMM (HampuMep,
XpaHeHHe, TOATOTOBKAa K OTIpy3Ke M YIAKOBKA) OINpENeseTcss Ha OCHOBE JIOKYMEHTAIbHO
0(pOpPMIICHHOTO aHAJIN3a PUCKOB.

O60py,£[0BaHI/Ie U IPOoHCCChI JOJIZKHBI OBITH KBaJ'II/I(I)I/II_II/IpOBaHBI u (I/I.III/I) BAJIMAWPOBAHBI 1O Hadalla
SKCILTyaTallui HWJIM I10CJIC JIFO0OT0 3HAYUTEILHOTO M3MEHEHMUS (Haan/IMep, IMOCJIC PEMOHTa MU
TEXHUYCCKOI'O O6C.Hy>KI/IBaHI/ISI).

HpOBe)]eHI/Ie Bajlnganin HJIN KBaJ'II/ICbI/IKaLII/II/I O(i)OpMJ'IS[eTCSI OTUC€TaMH, B KOTOPBIX HJOJIZKHBI OBITH
0606I_I_ICHLI MOJIYUCHHBIC PEC3YJIbTAThI, @ TAKIKC JTdHbI 00BSICHEHHS BBISBIIEHHBIM OTKJIOHEHHUSIM.



51. OTKIIOHEHHS OT YCTAaHOBJICHHBIX MPOIEIYP JOKYMEHTAIEHO O(OPMIIIIOTCS, pa3pabaThIBAIOTCS
MCPbI, HAITPABJICHHLIC HA UX YCTPAHCHUC, 4 TAKIKC Ha NPCAOTBPAICHUC UX IMOABJIICHUA B 6y,[[}’H_IGM
(KOppekTupylomme W Tpeaynpexuaronmme aeictBus). HeoOXoauMocTh  OCYIIECTBICHHUS
KOPPEKTUPYIOIIUX ¥ MPEAYNPESKIAIONINX JIEHCTBUI OINpeaenseTcss Ha OCHOBE CTATUCTHYECKOTO
NPOTHO3UpOBaHHs (NpUMEHEHHE balecoBCKUX Mojesneld MPOTHO3WPOBAHUS), NPUMEHEHHUS
KOHIICTIIMM aHain3a (apMalleBTUYECKMX PUCKOB M WHCTPYMEHTOB IO YIIPABICHHIO PHUCKAMH,
NPUBEJCHHBIX B TpaBWIaX HaUIekKaIIeH MPOU3BOJACTBEHHONH MpakTUKH  EBpa3uiickoro
SKOHOMHYECKOTO COr03a. J[O/KHBI OBITH TONYYEHBI JIOKA3aTeIhCTBA YCICUTHOW BATUIAINH H
NPUEMIIEMOCTH TIpPOIlecca MM O0OPYAOBaHMsS, KOTOPHIC YTBEP)KIAAIOTCS COOTBETCTBYIOIIMMHU
paboTHUKAMU.

4. JIokyMeHTAI S

4.1. IlpuHuMn

52. Haanen(amaﬂ AOKYMCHTAHA ABJIACTCA HEOTHEMJIEMOM YaCThI0 CHCTEMEI KauyecTBa. SaﬂaanH
AOKYMCHTAllUU SBJISAIOTCA NPCAOTBPAILLICHUC OI_HI/I6OK, KOTOpbIC MOI'YT BO3HHKAThb BCJICACTBUC
YCTHOﬁ KOMMYHUKAIIUA, U OTCICKHUBAHUC OTACIBHBIX onepaunﬁ B IIpoHecce ,Z[I/ICTpI/I6LIOI_II/II/I
JICKApPCTBCHHLIX CPCACTB.

4.2. O0mue TpedOBaAHMS

53. K pokyMeHTaluu OTHOCATCSA: IUCBbMEHHBIE IPOLEAYPbI, MHCTPYKLMH, IOTOBOPBI, 3alMCH,
OTYETHI, IPOTOKOJIbI UCHBITAHUHN U JApyrue OyMa)kHble WM 3JIEKTPOHHBIE HOCUTENHU MH(OpMAaIUH,
Ha KOTOPBIX PETUCTPUPYIOTCS JaHHble. JlOKyMeHTalMs JOJbKHA OBITh JIETKO JOCTYHHa JUIs
HEepCOHaNa AUCTPUOBIOTOPA U BOCCTAHABINBAEMA.

54. OOpaOoTka TNEpCOHANbHBIX JaHHBIX PAOOTHUKOB JUCTPUOBIOTOpPA, JIMIl, HAMPAaBUBIIMX
NPETEeH3UH, a TaKXkKe JIOOBIX JAPYrux (U3MYEeCKHX JIMIl OCYLIECTBISETCS B COOTBETCTBUHU C
TpeOOBAaHUSAMHU  3aKOHOJATEIbCTBA  TOCYNAapPCTB-WIEHOB,  IPEeIyCMaTPUBAIOUIMMU  MOPSIOK
00paboTKH, XpaHEHUsI IEPCOHATIBHBIX TaHHBIX, BKJIIOYas Mepeaaydy NepcoHaIbHBIX JaHHbBIX TPETbUM
JULIAM.

55. JlokymeHTauusl JOJ>KHA B JOCTATOYHOM CTEMEHM OXBAThIBATh BCE MPOLIECCHI, BBITOIHIEMBIC
JTUCTPUOBIOTOPOM, U OBITH MOHATHON pabOTHUKAM. TEKCT TOKYMEHTOB JOJIKEH OBITh OJHO3HAYHBIM,
HE JIOMYCKAIOIINM JIBYCMBICIICHHBIX TOIKOBAaHUH M OMIHOOK.

56. IIpouenypsl AOKHBI OBITH YTBEP)KJIEHBI, MOJIUCAHBI U AATHUPOBAHBI OTBETCTBEHHBIM JIUIIOM.
JlokyMeHTaIus 10JKHA ObITh YTBEPI)KJCHA, MOANKUCAHA U JaTUPOBaHA CHEIHAIbHO Ha3HAYCHHBIMU
JUIAMH, COTJIACHO YCTaHOBJIEHHBIM TpeOoBaHMSM. JloOKyMeHTanMsi He JOJKHA OQOPMIISTHCS OT
pyku. B Tex ciydasx, Korja BHECEHHME pYKONMCHBIX 3amuceil HeoO0XOAMMO, JOJKHO OBbITh
MPelyCMOTPEHO HAJIMYNE HEOOXOAUMBIX MOJIEH.

57. JIroOble uctpaBieHus, BHECEHHBIC B JJOKYMEHTAIINIO, JTIOJDKHBI ObITh JaTUPOBAHBI U TOJIITHACAHEI,
WCIIPABIIEHUSI JIOJDKHBI OBITh BHECEHBI TaKUM OOpa3oM, 4YTOOBI COXpaHAJIACh BO3MOXHOCTH
MPOUYTEHUS TEepPBOHAYANBHBIX 3amuceil. [lpum HEOOXOaWMOCTH CiemayeT yKa3blBaTh MPHUYUHBI
BHECEHMSI UCIIPABJICHUI.

58. JlokyMeHTaIus MOUIKUT XPAHEHUIO B TEUEHHE CPOKA, YCTAHOBIEHHOTO 3aKOHOJATEIbCTBOM



roCy/apCTB-4JI€HOB, HO He MeHee 5 yer. IlepcoHanbHble AaHHbIE PAOOTHUKOB IOJIKHBI OBITH
YHUYTOXKEHBI WM OOE3UYCHBI, KaK TOJbKO WX XpaHEHHUE IMepecTaeT TPeOOBaThCS ISl IENCH
JTUCTPUOBIOLINY JIEKAPCTBEHHBIX CPEJICTB.

59. Kaxpiii paOOTHHK JOJKEH UMETh OTIEPATHBHBIM JIOCTYN K JOKYMEHTAIIMH, HEOOXOIUMOH IS
BBIIIOJIHEHUSA CBOUX JOJKHOCTHBIX OOSI3aHHOCTEM.

60. Ocoboe BHUMAHHUE [OJDKHO YAENSATHCS HCIOJIb30BAHUIO JCUCTBYIOUIMX U YTBEP)KICHHBIX B
YCTaHOBJICHHOM TMOpsifKe mpouenyp. JomkHbl ObITh 4eTKO 0003HAYeHbl HAUMEHOBAHHUE W I1IEJIb
JIOKyMEHTA. JJOKyMEHTBI JJOJIKHBI PEryJIsipHO MEPECMaTPUBATLCA U MOAAEPKUBATHCS B aKTYyaJIbHOM
cocrossHuu. K mpoueaypam HeoOXOauMO MPUMEHSTh KOHTPOJIb Bepcuil. JloKHA CyIIecTBOBAThH
cucTeMa, MpEeAOTBPALIAOIIAs HENPEIHAMEPEHHOE HCIIOJIb30BAHUE YTPATUBIIEH CHUJIbI PENAaKLUU
JOKYMEHTAa. YCTapeBIIME W YTPATHUBLIIME CHJIY PEAAKLHH JTOKYMEHTOB, PErJIaMEHTUPYIOLIUX
MPOLEAYPHI, JOJKHBI U3bIMATHCS U3 JOKYMEHTO000POTa U apXUBUPOBATHCS.

61. JIOJOKHBI COXPaHATBHCS 3aIMCH, OTHOCSIIHECS K BBIIOJHEHHIO BCEX JICHCTBHUI, Kacaroluxcs
MOJYYCHHOH WM TOCTaBJICHHOW MPOAYKLWH, a TAKXKE 3alUCH 10 OKa3aHHIO OPOKEPCKUX YCIyT
(HanpuMep, 3asBKH, CU€Ta, TOBAPHbIC HAKIAJHbIC) WM JPYTHE 3allUCH B 3JCKTPOHHOM BHUJE WU
UHOH popme.

3anmucu JOJDKHBL BKIIOYATh KaKk MHUHMMYM CIEIYIOLIYI0 HMH(OpMaiuio: aara, HaMMEHOBAaHUE
JICKapCTBEHHBIX CPEJCTB, KOJMYECTBO NPHUOOPETEHHBIX WM TIOCTaBICHHBIX JIEKAPCTBEHHBIX
CpeCTB, HAUMEHOBAHUE U aJlpec MOCTABIIUKA, [TOJyyaTessl WK Ipy3omoayyareis (B 3aBUCUMOCTH
OT TOT0, YTO IPUMEHHUMO), & TAKKE HOMEP CEPUH.

3anucu NOJKHBI OBITH CHEJIaHBI HEMOCPEACTBEHHO B MOMEHT OCYIIECTBJICHHS COOTBETCTBYIOIIHUX
onepanui.

5. IIpouecc nucTpUOBIOINH JIEKAPCTBEHHBIX CPEICTB

S.1. llpuHuMI

62. Bce pgeiicTBUs QUCTpUOBIOTOpA JTOJKHBI OCYHIECTBISATHCS TaKUM 00pa3oM, uyToObl He Oblia
yTpaueHa HJIEHTMYHOCTh JIEKAPCTBEHHBIX CPEJICTB M COOJIIOJAINCh TpeOOBaHUs, yKa3aHHbIE Ha
YIaKOBKE JIEKAPCTBEHHBIX CPEACTB. J(MCTPUOBIOTOP AOIKEH NMPUHUMATh HEOOXOAMMBIE MEpPBI JIs
MUHMMH3ALUU PUCKA TPOHUKHOBEHUS (PambcU(PULIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB B LIEIb
peanu3anum.

63. JlucTpuObIonny MOUIeKAT CIEAYIONINE JIGKAPCTBEHHBIE CPEICTBA!
a) 3apErUCTPUPOBAHHBIE B COOTBETCTBUH C 3aKOHOJIaTEILCTBOM TOCYAapCTB-UJICHOB;
0) 3aperucTpUPOBAHHBIC B COOTBETCTBUHU C aKTaMH, BXOAIITUMU B TIpaBo Cor03a;

B) HE3aperucTpUpOBaHHbIE U (W) BBO3UMBIE (BHIBO3UMBIE) B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
roCy/apCTB-4JIEHOB U aKTaMH, BXOAAIIKUMH B ITpaBo Coro3a.

64. JluctpuOproTOp, KpoMe Jepkareins (Biajenblla) peruCTPAllMOHHOTO YAOCTOBEPEHUS (TOPrOBOM
JUICH3UH ), KOTOPBIH MPHOOpeTaeT JIEKapCTBEHHOE CPEACTBO B JPYrOM rocyJapcTBe-diieHe, 00s3aH
YBEIOMHTh O CBOEM HAMEPEHWHU JepiKaTelsi (BIaleNblia) PEerHCTPAlMOHHOTO YyIOCTOBEPEHHS, a
TakKe YIOJHOMOYEHHBI OpraH TOCyIapCcTBa-wieHa, B KOTOPOE MPEANojaraeTcsi IOCTaBHUThH
JIEKapCTBEHHOE CPEJICTBO.



65. JItoObie mECTBUS, BBITIOJHIEMBIC COTJIACHO IOJOKEHHUSIM HACTOSIIIETO TOJApasiesa, MOKHBI
6BITB ITIOJIHOCTBIO OITMCAHBI B COOTBCTCTByIOH.[Gﬁ I[OKYMGHTaI_[I/II/I CUCTCMBI KaUCCTBaA.

5.2. OneHka nocTaBIINKOB

66. JluctpuOpioTOp 00513aH MOJIy4aTh JEKAPCTBEHHbIE CPECTBA TOJIBKO OT OPraHU3alUN, UMEIOLIIX
paspenieHue Ha OCYIIECTBJICHHE JCSITENBbHOCTH IO MPOU3BOJCTBY WM  JUCTPUOBIOIUU
JIEKaPCTBEHHBIX CPEJICTB, BbIIAHHOE YIOJHOMOYEHHBIM OPIaHOM.

JuctpulpioTop, MpUOOpeTaOUINiA JeKapCTBEHHBIE CPEACTBA y APYroro AMCTPUOBIOTOPA, AOJDKEH
YIOCTOBEPUTHCS, YTO MOCTABIIUK JIEKAPCTBEHHBIX CPEICTB COOJIOAAEeT TpeOOBaHUS HaJuIexkallel
TUCTPUOBIOTOPCKOW TMPAaKTHKKM M HMMEET pas3pelleHue Ha OCYLIECTBICHHE JAHHOTO BHJA
NeSITeIbHOCTH, BbIJAHHOE YIIOJTHOMOUYEHHBIM OPI'aHOM.

Ecnu mocraBka JE€KapCTBEHHBIX CPENICTB OCYIIECTBISCTCS MPU y4aCTHUH OpoKepa, TUCTPUOBIOTOP
JIOJIKEH YA0CTOBEPUTHCS, UTO OPOKEp 3aperucTpUPOBaH B YCTAHOBICHHOM MOPSIKE.

67. MeponpusTus MO OLEHKE U OJOOPEHHUI0 TMOCTABIIMKOB JOJDKHBI OBITh BBITOJIHEHBI
TUCTPUOBIOTOPOM 10 TPUOOPETEHHSI JIEKaPCTBEHHBIX CpeACTB. JlaHHBIE MEPONPHUATHS JOJDKHBI
OCYILIECTBIISITbCS B COOTBETCTBUM C YTBEPXKICHHOW MpPOLEAYPOM, HX PE3yIbTaThl JIOJKHBI
0(QOpPMIISITbCS TOKYMEHTAIbHO U IEPUOJANYECKU TIPOBEPSITHCS.

68. [lpu moamucaHuu TOTOBOPOB C HOBBIMHU IIOCTaBIIMKAMH OpPTaHU3AIMs JOJDKHA MPOBOAMTH
Ha/JIeXKAIYI0 IPOBEPKY MOCTABIINKA C IIEJIbIO MTOATBEPHKICHUS €r0 KOMIIETEHTHOCTH, HAJCKHOCTH
U COOTBETCTBHSI YCTaHOBJIEHHBIM TpeOoBaHusAM. (Ocoboe BHUMAHUE HEOOXOIUMO YICNAThH
crenyromum paxkropam:

a) penyTauus U (UJI1) HaJeKHOCTh TOCTaBIINKA;

0) TpeMIOKEHWS IO TIOCTaBKE JIEKAPCTBEHHBIX  CPEICTB, HauWOoIee MOJBEPKEHHBIX
banbcupuIPOBAHUIO;

B) MpEJIOKEHUS MO IOCTaBKE OOJIBIION MapTUM JIEKApPCTBEHHBIX CPEICTB, OOBIYHO JOCTYITHBIX
TOJILKO B OTPAHUYEHHOM KOJIMYECTBE;

F) LECHOBBIC MMPCAJIOKCHUS, HC COOTBCTCTBYIOIINUEC PBIHOYHLIM.

5.3. Onenka 3aka3unKoB (MmoJy4areJieit)

69. JuctpuOboTOp 0053aH  YyAOCTOBEPUTHCS, UYTO TOCTaBKa JIGKAPCTBEHHBIX CPENICTB
OCYIIECTBIISIETCS TOJIBKO OPTaHMU3AIMAM, UMEIOIIUM pa3perieHue (JUIEH3UI0) I WHBIE 3aKOHHBIE
OCHOBaHHUsS ISl OCYIIECTBIICHUS JEATEIHHOCTH, OTHOCSIICHCS K OOpaIleHHIO JeKapCTBEHHBIX
cpencts Ha peiHke Coro3za.

70. K nepBoHayaJlbHOM M TOCJIEAYIOUIMM IMEPUOJUYECKUM OLIEHKaM BBIIIOJIHEHUS YKa3aHHBIX
TpeOOBaHUI OTHOCATCA CIEIyIOIIHNe EHCTBUS:

a) MOJIy4eHHE KOMUH COOTBETCTBYIOIIUX pa3pelleHnid (JIMLEeH3U);

0) olLleHKa MOJIMHHOCTH CBEACHUH, COJIEpKalluXcs B JOKyMEHTaX, OmyOJIMKOBaHHBIX Ha calTax
COOTBETCTBYIOIIUX OPraHOB IOCYAapCTBEHHON BJIACTH B MHPOPMAIIMOHHO-TEIEKOMMYHHUKAITIOHHOM
cetn "MHTepHer";



B) 3alpoc JOKYMEHTOB, MOATBEPKAAIOMINX KBAIU(UKAIMIO MOJydaTelsl WM HaJIW4YUEe MpaBa Ha
OCYIICCTBIICHUE ACSITEILHOCTH, OTHOCAIICHCS K OOpAIICHHUIO JICKAPCTBEHHBIX CPEIICTB HA PBIHKE
Coro03a, B COOTBETCTBUU C 3aKOHOJATEILCTBOM IOCYAapCTB-UJICHOB.

71. I[I/ICTpI/I6bIOTOp OTCIICKHUBACT OCYIICCTBIIACMBIC CACIKUM W IIPOBOAMT pacCICAOBaHUA B
OTHOIICHUHU JIFOOBIX OTKJIIOHEHHUI B LCIMOYKEC pCaIn3allu HAPKOTUYCCKUX CPCACTB, IMMCUXOTPOITHBIX
BCIIECTB U APYTUX OIIACHBIX BEIICCTB. HpI/I BBISBJICHUH OTKJIOHEHUM OT HpOHHC&HHOﬁ mpoucaypbl
pcajmsaniii, KOTOPbIC MOIYT O3HA4daTb HCIIOJB30BAHHUC JICKAPCTBCHHBLIX CpPCACTB HC II0
Ha3HaA4YCHUIO, JOJKHBI ITIPOBOAUTHLCA PACCICAOBAHMA. O pe3yiibTaTax paCCJ'ICIIOBaHI/Iﬁ JOJI>KHBI OBITE
YBCAOMIICHBI YITOJTHOMOYCHHBIC OPraHbl rOCY IapCTB-YICHOB.

72. AUCTpuOBIOTOPOM AOJKHBI OBITH MPUHATHI MEPhI 1O 00ECTIEYEHUIO BBIMOJIHEHHS TpeOOBaHH B
OTHOIICHHH OOpalieHus JICKApCTBEHHBIX cpencTtB Ha pbiHKe (Coro3a, yCTaHOBICHHBIX
3aKOHOJATEIbCTBOM I'OCYIapCTB-UWICHOB U aKTaMU, BXOASAIIKUMU B mipaBo Coro3a.

5.4. IlpueMKa J1eKAPCTBEHHBIX CPEICTB
73. OCHOBHBIMH 3aJ]a4aMu OTIEPALIUU 110 TIPUEMKE JICKAPCTBEHHBIX CPEJICTB SIBJIAIOTCS CIICAYIOIINE:

a) INpOBEpKa COOTBCTCTBUA IPHUHHUMACMBIX JICKAPCTBCHHLIX CPCACTB TOB&pOCOHpOBOI{HTeHBHOﬁ
JOKYMCHTAIlUH,

0) mpoBepKa MOJTy4eHUs JIEKAPCTBEHHBIX CPECTB OT YTBEPIKIECHHOT'O MOCTAaBIIIMKA;

B) IpPOBEpKa OTCYTCTBHUS BHJMMBIX IOBPEKICHUN, KOTOpble MOIJIM BO3HHMKHYTh B IIpolecce
TPAHCIIOPTHUPOBKH.

74. JlekapCTBEHHBIE CpEACTBA, TPEOYIONINE CHEIUATBHBIX YCIOBUW XpaHEHUs WU MeEp
0€30MacHOCTH, JOHKHBI MPUHUMATHCS B IMEPBYI OYepelb U TMOCIE BBIMOJHEHUS HEOOXOIUMOMN
IMPOBEPKU JOJIKHBI OLITH HE3aMCJIUTCIIbHO IMEPEMEIICHBI B COOTBETCTBYIOIIYIO 30HY XPaHCHUA.

75. Cepum JEeKapCTBEHHBIX CpEJACTB, NpelHa3HAuYeHHbIe A peanu3zauuu B pamkax Coro3a, He
JOJDKHBI HANPaBIATBCSA B 30HY peajH3ald 0 TOrO, KaKk B COOTBETCTBUU C INHCHhMEHHBIMH
nporenypamMu  OyleT  yIOCTOBEpEHO  BBIIOJHEHHWE BceX TpeOOBaHMM, YCTaHOBIIEHHBIX
3aKOHOJIATENTLCTBOM T'OCYNApCTB-WICHOB M aKTaMmu, BXojsimmuMu B mpaBo Coroza. s cepwid,
MNOCTYMAOUIMX U3 JPYroro rocyaapcTBa-ujeHa, JoKa3aTeabCTBa Jolycka Ha pelHOK Coro3a 10 uX
MIOMEIICHUSI B 30HY PEaM3aliu JODKHBI OBITH TIIATEIHHO MPOBEPEHBI NMEPCOHATIOM, 00yUYECHHBIM
Ha/lIeKaIuM o0pa3oMm.

5.5. XpaneHnue

76. JlexapcTBeHHBIE CPEJCTBA M MPU HEOOXOAUMOCTH Jpyrash MEIUIUHCKAS MPOIYKIUS JOJKHBI
XPaHUTBCS OTACIBHO OT JIPYTUX MPOAYKTOB, CIIOCOOHBIX OKa3aTh HA HUX BJIUSHUE, U JIOJDKHBI OBITh
3allMILEHbBl OT BPEAHOrO BO3JEHCTBUS CBETa, TEMIIEPATyphbl, BIAKHOCTA M JPYTUX BHEIIHUX
¢dakropoB. Ocoboe BHUMaHUE CcIeAyeT YAENATh JEKapCTBEHHBIM CpEACTBaM, TpPeOYyIOMUM
CIIELUATIbHBIX YCIOBUI XpaHEHUS.

77. TpancmopTHas Tapa C JEKapCTBEHHBIMHU CpEICTBAMH TPU HEOOXOJUMOCTH HOKHA OBITh
OUHIIEHA Mepe]l Pa3MEIIeHUEM JIEKapCTBEHHBIX CPEJICTB Ha XpaHEHHUE.

78. Cxiaackue omeparuu JOHKHBI 00ecreuynBaTh TpeOyeMble YCIOBHS XPaHEHHUS, a TAaKKe MEpBI
0€30I1aCHOCTH.



79. JuctpuObionus JIEKApCTBEHHBIX CPENCTB (OTrpy3Ka) MODKHA OBITh OpraHW30BaHA TaKUM
00pa3oM, 4TOOBI JICKAPCTBEHHBIC CPEJCTBA C MCHBIIMM CPOKOM TOJHOCTH OTTPYKAIHUCHh B MEPBYIO
ouepenpr (FEFO - first expire first out). OrkioHeHHsT OT AaHHOrO TPEeOOBAHHUS MIOJDKHBI OBITH
3aJJ0KyMEHTHPOBAHBI.

80. Ilpu XxpaHeHUU JEKAPCTBEHHBIX CPEACTB U OOpaIEHUHN ¢ HUMHU JOJDKHBI ObITh IPUHSTHI MEPHI,
HalpaBJCHHbIE HAa MPEJOTBPAICHHE pPACCHINAHWS, HAPYIICHHS LEJIOCTHOCTH  YIIAaKOBKH,
KOHTAMUHAIIMM W  TepemyThiBaHUs. JIEKapCTBEHHBIE CpEACTBA HE JIOJDKHBI  XPaHUTHCA
HETIOCPECTBEHHO Ha IOJy, 32 MCKIIOUEHHEM CIy4aeB, KOIJla YIaKOBKa CHENHAIbHO pa3paboTaHa
JUISL TAKOTO XpaHEeHus (HarpumMep, 6aJUIOHBI ¢ MEAULIMHCKUM Ta30M).

81. HeKapCTBCHHBIe Cpe€acTBa, CPOK roaHOCTH KOTOPBIX HCTCK, AOJIXKHBI OBITE HE3aMCIJIMTCIIBHO
HU3BATHI U3 KATCTOPUHN IMMPUTOAHBIX IAJId MOCTABKHU 1100 (1)I/I3I/I‘I€CKI/I (I/ISOJII/IpOBaHBI B ClI€laJIbHOM
INOMCIICHHUN HWJIN 30HC XpaHeHI/Iﬂ), oo ¢ IIOMOIIBIO 3JICKTPOHHBIX CPCIACTB, O6CCHC‘II/IBaIOH_II/IX
9KBUBAJICHTHYIO U30JIALUIO.

AHanu3 CKJIAJCKUX 3alacoB JIOJDKEH IMPOBOIUTHCS PErYJSPHO B COOTBETCTBUU C TPeOOBaHUSIMHU
3aKOHOJATEIbCTBA TOCYAAPCTB-WICHOB. BBISBICHHbIE OTKIOHEHUS JOJKHBI OBITH JOKYMEHTAJIBHO
0(OpMIIEHBI, U B UX OTHOLIEHUH JI0JKHO OBITh IPOBEJEHO PACCIIEI0BaHUE.

5.6. YHHUYTOXKEHUE

82. HeKapCTBeHHBIe cpeacTBa, NpCAHa3HAUYCHHBIC VI YHUYTOXCHHA, JOJIKHBI OBITh HaJIC)KallluUM
06pa30M MMPpOMAapKUPOBAHbI, XPAaHUTHCA OTACIIBHO B CIICHHUAJIBHOM ITOMCIICHUU UJIK 30HC, JOCTYII B
KOTOPBIC OI'paHUYCH, IIPpHU 3TOM OICpalMu C HUMH JOJIKHBI OCYHICCTBJIATHCA B COOTBCTCTBHU C
IMUCBbMCHHBIMU ITpOLCAYypaMH.

83. YHUYTOXKEHHUE JOJIKHO OCYHICCTBIIATBHCA B COOTBCTCTBHU C 3aKOHOJAaTCJIIbCTBOM
ToCyJapCTB-4JICHOB WJIM NPUMCHHMBIMHU MCEKAYHAPOJIHBIMHA Tp€6OBaHI/I$[MI/I B OTHOLICHUU
06pameHH;1, TPAHCIIOPTHUPOBKU U YHUYUTOKCHUSA JICKAPCTBECHHBIX CPCIACTB.

3ammcu 00 YHUYTOXKCHUU JOJIKHBI XPaHUTHCA B TCUYCHHC CpoOKa, YCTaHOBJICHHOT'O
3aKOHOAATCILCTBOM I'oCy1apCTB-UJICHOB.

5.7. IloAroroBka K OTrpy3ke

84. HeoOxoauMo KOHTpPOJUPOBaTh, YTOOBI K OTrpy3Ke OBLIM MOJATOTOBJIEHBI 3aTpeOOBaHHbBIE
JIeKapCTBEHHbIE cpefcTBa. Ha MOMEHT MOArOTOBKM K OTIPY3KE JEKAapCTBEHHBIE CPEACTBA JIOJIKHBI
MMETh COIIACOBAHHBIN NOJIyYaTeNIeEM U OTIPABUTEIEM OCTaTOUHBIM CPOK T'OJHOCTH.

5.8. IlocTaBKka

85. IToctaBka  JIEKApCTBEHHBIX  CPEJACTB  JOJDKHA  COMPOBOXKAATHCS  JOKYMEHTaMHU,
MpeayCMOTPEHHBIMU 3aKOHOJATEILCTBOM roCcyJ1apCTB-4JICHOB (cuet-daxtypa,
TOBapHO-TPAHCIIOPTHAs HaKJIaJHas, MEeXKIyHapoJHas HaKJaJHasl, HHBOWC, aBUaHaKIagHas u 1p.). B
CONPOBOJUTENBHBIX JOKYMEHTaX JIEKAPCTBEHHBIX CPEJICTB YKa3bIBAIOTCS CIEAYIOIIUE CBEJICHUS:
JaTa, HAWMEHOBAaHME JIEKAPCTBEHHOTO CpEICTBa, HOMEp cepuu (mapTHH), TIOCTaBIsIEMOe
KOJIMYECTBO, JIEKapCTBeHHas (opMa, JI03UPOBKa, HAaWMEHOBAaHHWE W aJpeC IOCTABIIHKA,
HAaMMEHOBAaHHME W aJpec T'Py30Ioydaress (aapec MecTa HaXOXJICHHS OINTOBOTO CKIana, €Clid OH
OTJIMYAETCS OT aJipeca IOPUIUUYECKOTO JIMIA), & TAKXKE YCIOBUS TPAHCIIOPTUPOBKHU U XPaHEHUSI.



3anmucu O TIOCTaBKE TOAJICKAT XPAHEHUIO TakWM o0pa3oM, 4dYTOObI Oblla oOecredeHa
MMPOCJIICIKUBACMOCTD JIBUKCHHSA JICKAPCTBCHHBIX CPCACTB.

5.9. Okcnopr

86. OpraHmauHH, OKCHIOpTUpYIOIIad JICKaApCTBCHHBIC CPEACTBA, AOJIKHA HWMETh JIMOCH3UIO WA
HWHBIC 3aKOHHBIC OCHOBAaHUA B COOTBCTCTBHU C 3aKOHOHATCIILCTBOM TOCYHApPCTB-4JIICHOB MJIA
OCYHIECTBIICHUA OCATCIBHOCTH II0 I[I/ICTpI/IGBI-OHI/II/I JICKAPCTBCHHBIX CPEACTB HWJIM JIMIOCH3UIO Ha
MMPOU3BOACTBO JICKAPCTBCHHBIX CPCACTB.

87. Hactosaume [IpaBuia npuUMEHSIOTCS K AKCIOPTY JEKApPCTBEHHBIX CPEJCTB B IMOJHOM OOBbeMe.
Ecnu skcnoptupyembie JIeKapCTBEHHBIE CPEACTBA HE 3aperucTpupoBaHbl Ha Tepputopuu Corosa,
OpraHu3aiys, KCHOPTUPYIOLIAas JEKapCTBEHHbIE CPEICTBA, JOKHA MPEANPUHATH HEOOXOUMBbIe
MEphl, HANpaBJICHHBbICE HAa TMPEAOTBpAICHUE IMOCTYIUICHUS JAaHHBIX JICKAPCTBEHHBIX CPEJCTB Ha
peiHOK Coto3a.

[Tpu sKcnopTe JeKapCTBEHHBIX CPEICTB OPraHu3allus, SKCIOPTUPYIOIIas JIEKApCTBEHHbIE CPEICTBA,
JIOJKHA YJOCTOBEPUTHCS, YTO IMOCTAaBKA OCYIIECTBIETCS B aApEC JIMI, MMEIOLUIUX 3aKOHHBIE
OCHOBaHHUsl TIONy4YaTh JIEKAPCTBEHHBbIE CpPEIACTBA B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
COOTBETCTBYIOIIETO TOCYAAPCTBA JIJIsl AUCTPUOBIOIINYU JAHHBIX JICKAPCTBEHHBIX CPE/ICTB.

6. IIperen3un, Bo3Bpar, nogo3peHus B pajabcupuranuu u 0T36IB
JIEKAPCTBEHHBIX CPEACTB U3 00palleHUus

6.1. IlpuHumn

88. Bce mpereH3uu, ciayyau BO3BpaTa, NOA03peHMs B (anmbcupukanuy, a TakkKe OT3bIB
JEKapCTBEHHbIX CPEACTB M3 OOpalleHus JOJDKHBI OBITh JTOKYMEHTAJIbHO O(QOpPMIIEHBI U
MMpoaHaJIU3UPOBAHBI B COOTBETCTBUH C YCTAHOBJICHHBIMH ITPOLCAYypaMHU. COOTBGTCTBYIOHII/IC 3armcu
JIOJKHBI OBITh JIOCTYTIHBI YIIOJTHOMOYEHHBIM OpraHaM rocy1apCcTB-4JICHOB.

89. OueHka BO3BpAlllEHHBIX JIEKAPCTBEHHBIX CPEACTB JIOJDKHA OCYIIECTBIATHCA JO TNPUHATHUS
penieHus o0 UX 0100peHuu JUIsl HOBTOPHOM nocTaBKu. [l ycnemHoi 60pb0bI ¢ hanscudukanmen
JIOJKHBI OBITH COTJIACOBaHHbIE JICHCTBUS BCEX YUYACTHUKOB LIETIN pealn3aliu.

6.2. IIperen3zun

90. IIpereH3nuu AOIKHBI OBITH 3apETHCTPUPOBAHBI C YKa3aHHWEM clieaylolneld mHpopMmanuu: aara
MOJTyY€HUsl MPETEeH3UH, HAMMEHOBaHHE OpraHu3aluy Wik GaMuiIns, UMs, OTYECTBO (IIPU HATUYHUK)
JM1IA, TPeAbSBUBIIETO MIPETEH3UI0, KOHTAKTHBIE TaHHbIE (HOMep TenedoHa 1 (akca (pu HATTMYUK),
AJIEKTPOHHAs T04YTa, aJpec), HAUMEHOBaHME JIEKAPCTBEHHOI'O CPEJICTBA, JIEKAPCTBEHHON (DOPMBI,
J03UPOBKa, HOMEpP CepUH M (WIN) MapTUH, 00bEM, IPUUUHA IPETEH3UU U TIp.

[Tpu 5TOM HEOOXOAUMO pa3IU4aTh MPETEH3UU B OTHOLIEHUHM KadyecTBa JIEKAPCTBEHHBIX CPEICTB U
NPETEH3UH B OTHOIIEHUH COOIII0/IeHHs TpeOOBAHUM U YCIOBUIA AUCTPUOBIOINH.

91. B ciayuae eciin peTeH3Usl OTHOCUTCS K KaU€CTBY JIEKAPCTBEHHBIX CPEJICTB MU IIPEIIIOIAraeTCs
HaJIn4ue HEZI00POKaYECTBEHHBIX (panbcupupoBaHHBIX ) JIEKAPCTBEHHBIX CPEJICTB,



MIPOU3BOIUTEIb U (WIIH) JAepKATeIb PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JOJDKHBI OBITh YBEIOMIICHBI
00 3TOM He3aMeUIUTEIBHO.

92. B OTHONICHWU TPETEH3UU MO COOJIOJICHUIO TPEOOBAHWI M YCIIOBUH JUCTPHOBIOIUU JTOJKHO
OBITh TPOBEICHO PACCIICOBAaHUE C LENBI0 YCTAaHOBJICHUS HCTOYHUKA (CyObEKTa) WM TPUYHHBI
MIPEIbSBIICHHS IPETCH3UU.

93. Jlnst paboThl € MPETEH3USAMHU JODKHO OBbITh HAa3HAYEHO CIELUANbHOE JIUIO, & TaKXKe MOIYT
NPUBJIEKAThCA APyrue pabOTHUKU AUCTPUOBIOTOPA B HEOOXOIMMOM KOJIMYECTBE.

94. Tlo pe3ympTaTaM pacclelOBaHUS M aHaIW3a B OTHOIICHUU MPETCH3UN MpPH HEO0OXOIUMOCTH
JOJDKHBI ~ OBITh  TIPEANPHHATH  COOTBETCTBYIOIIME MEphI, BKJIIOYAs KOPPEKTHPYIOIIUE H
MpeIyIpexTA0INe JCHCTBHS, B TOM YHCIIE YBEIOMIICHHE, €CIIM ATO HEOOXOIUMO B COOTBETCTBHH C
YCTaHOBJICHHBIMH TpeOOBaHUSIMHU YIOJTHOMOYEHHBIX rOCyIapCTBEHHBIX OpraHoB
rOCyIapCTB-UICHOB.

6.3. Bo3BpalleHHbIe JIEKAPCTBEHHBIE CPEICTBA

95. Omepamuu ¢ BO3BpPAILIEHHBIMU JIEKAPCTBEHHBIMU CPEACTBAMHU JOJDKHBI OCYIIECTBISATHCSA B
COOTBETCTBUU C JOKYMEHTUPOBAHHBIMU IIPOLIEAYPAMU, OCHOBAHHBIMU Ha OLIEHKE PUCKOB, C YYETOM
Creu(pUKA JICKAPCTBEHHBIX CPEJICTB, CICIHAIBHBIX YCIOBUH XpaHCHHS, a TakKe BPEMCHH,
MPOLIEIIET0 ¢ MOMEHTa MEepBOHAYAIBHOW OTrpy3Ku. Bo3BpaT ocyliecTBiIsieTCs B COOTBETCTBUM C
3aKOHO/IATENIbCTBOM TOCY/IapCTB-WICHOB M JOTOBOPHBIMU OO0S3aTEIHCTBAMU MEXYy CTOPOHAMH,
YYaCTBYIOLIMMHU B BO3BPATE NPOLYKLHUH.

96. JlekapcTBeHHBIE CpEICTBA, KOTOpbIE paHee ObLIM OTTPYXKEHBbI, MOTYT OBITH BO3BpAIICHBI B
KaTeTOPHUIO TIPUTOHBIX JJIS MOCTABKH TOJIBKO B TOM CIIydae, €CJIU BBITIOJHEHBI BCE CIIEAYIOIINE
YCJIOBHSL:

LEJIOCTHOCTh BTOPUYHON (HOTPEOUTENHCKONM) YMAaKOBKH JIEKAPCTBEHHBIX CPEACTB HE HapylleHa,
OTCYTCTBYIOT  CI€Abl  IOBPEKIECHHUM,  OTCYTCTBYET  MapKUPOBKa,  HEIPENLyCMOTPECHHAs
MIPOU3BOIUTENIEM, CPOK TOAHOCTH HE UCTEK, MPOAYKIIMS HE OTO3BaHa U3 0OpalleHNUs;

NoJlyyaTesnb MPEACTaBWII JOKYMEHTBHI, MOATBEPXKAAIOIINE COOJIOJIEHUE CHEUAIbHBIX YCIOBHM
XpaHEeHUs U TPAHCIIOPTHUPOBKH;

JIEKapCTBEHHBIE CPENICTBA OB MPOBEPEHBI M OIEHEHBI KOMIETEHTHBIM JIUIIOM, HA3HAYEHHBIM JIJIS
BBITTIOJTHEHUS JAHHBIX JEHCTBUM;

JUCTPUOBIOTOpP pacmojiaraeT JoKa3aTeIbCTBAMU TOTO, 4YTO JIEKAPCTBEHHBIE CpEACTBA OBLIM
MOCTaBJIEHbl JIAaHHOMY TIOJy4yaTesto (COIJIaCHO MPHJIOKEHHBIM KONHUSIM  COOTBETCTBYIOLINX
COIIPOBOJIUTENIBHBIX JTIOKYMEHTOB): HOMEp CepuM M (WJIM) MapTUU COBHAJAeT C YKa3aHHBIM B
JOKYMEHTaX, OTCYTCTBYIOT OCHOBAaHMs IIoJlaraTb, 4YTO JIaHHBIE JIEKAPCTBEHHBIE CpEACTBA
banbcuPpUIMPOBaHbI.

JlexapcTBeHHBIE CpENICTBA, TPEOYIOMIME OCOOBIX TeMIIEpaTypHBIX YCIOBHI XpaHEHUS, MOTYT ObITbH
BO3BpAIllEHbl B KAaTErOpUI0 MPUIOAHBIX JUISI TOCTaBKHM, €CIM MMEIOTCS JIOKyMEHTAJIbHBIE
JA0Ka3aTejIbCTBa TOTO, YTO OHW XPaHWIIMCh W TPAHCIOPTHPOBAIIMCH B HAJJICKAIINX YCIOBUAX B
TE€YEHHUE BCETO BPEMEHH.

97. B cnyuae BBISIBICHHUS JIOOBIX OTKJIOHEHUH HEOOXOAMMO MIPOBECTH OLEHKY PHUCKOB,
MO3BOJISIOIIYI0 YCTAaHOBUTH COXPAaHHOCTh JIEKAPCTBEHHBIX CpeAcTB. JlOMKHBI OBITH COOpaHbl U
OLIEHEHBI JI0KA3aTeNIbCTBA MO CIIEAYIOUM dTallaM:



a) TIOCTaBKa MOJTy4YaTelio;

0) mpoBepKa MpoAyKIHH (MASHTUDHUKAIINA);

B) BCKPBITHE TPAHCIIOPTHOM YIaKOBKU (KOHTEWHEpa JJis IOCTABKH);

I') BO3BpAT JIEKAPCTBEHHBIX CPEICTB B TPAHCIIOPTHYIO YIAKOBKY (KOHTEHHED JUIsl IOCTABKH);
1) cOOp M BO3BPAT JIEKAPCTBEHHBIX CPEJICTB AUCTPUOBIOTOPY;

€) MOMeEIlIeHHE JIEKAPCTBEHHBIX CPEJICTB B CIELHAIBHYIO 30HY XpaHEHHUS AUCTPUOBIOTOPA.
98. IIpuemka BO3BpaIICHHON MPOAYKIIUU 0€3 TOKYMEHTAILHOTO 0(hOPMIICHUS 3aIPEIacTCsl.

99. JlekapCTBEHHBIE CpPEACTBA, BO3BpAILlEHHBIC B KATETOPUIO MPUTOAHBIX JJISI MOCTABKH, JTOJIKHBI
OBITH pa3MEIIeHbl TaKUM OOpa3oM, YTOOBI CHUCTEMa OTIPY3KH MPOAYKIHH C MEHBIIMM CPOKOM
rogHocTH B niepByto odepensd (FEFO) pynkunonnposana s pexTuBHO.

100. TloxwuiieHHBIE JEKAPCTBEHHBIE CPENICTBA, KOTOpble ObUIM OOHApY>KEHBI, HE MOTYT OBITh
BO3BPAILIEHBI B KATETOPUIO PUTOAHBIX JIJIsI TIOCTABKH M IMOCTABIIEHBI MOTyYaTesIsIM.

6.4. DanbcupuuupoBaHHBbIE JIEKAPCTBEHHbIE CPEICTBA

101. JIucTpuOBIOTOp JOJDKEH HE3aMeIIUTEIbHO HWH(POPMUPOBATH YIOJHOMOYCHHBIH OpraH
roCyJapCTBa-wieHa, a TAaKKe JepKaTelsl PETUCTPAMOHHOTO YJOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara o cliydae BBISBICHHUsS (HaibCU(UIIMPOBAHHOTO MPOJAYKTA MIIM O HAIMYHH MOJIO3PCHUH B
Takoi Qanbcupukanuu. JlanHas wHQOpPMAIHMSA JOHKHA OBITh 3a)MKCHPOBAHA JOKYMEHTAIBHO B
COOTBETCTBUH C YCTAHOBJICHHBIMHU MPOICIypaMH C COXPAaHEHHEM BCEX HCXOJHBIX JIAaHHBIX, U B €€
OTHOIIIEHHUH JOJDKHO OBITh MPOBEACHO pacciel0BaHMe.

102. ®anbcupuupoBaHHbIE JIEKAPCTBEHHBIE CPEACTBA, OOHApy)KEHHbIE B LEMNU peaau3aluH,
JIOJIKHBI OBITH HE3aMEUIUTEIbHO (PU3NUECKH U30JIMPOBAHBI U TOMEIIEHBI HA XPAHEHUE OT/IEIBHO OT
JpYroi MpONYKLIUH B CIELHAIBHO BBIIEICHHOM IIOMEIIEHUU WM 30HE, JOCTYII B KOTOpBIE
OrpaHHYEH.

103. Bce omepanuu ¢ ¢anbCcuUIMPOBAHHBIMU JIEKAPCTBEHHBIMU CPEJCTBAMU JIOJDKHBI OBITh
JOKYMEHTaJIbHO O(OPMIICHBI, C COXPAHEHHUEM 3aIlHCeH.

6.5. OT3bIB U3 O0OpaleHHus

104. DddeKkTUBHOCTh NEHCTBUI MO OT3BIBY JICKAPCTBEHHBIX CPEICTB M3 oOpalleHus A0KHA
PETYISIPHO OIEHUBATHCS (HE pexe ueM 1 pa3 B rox).

105. JlomxHa CymIecTBOBaTh BO3MOXKHOCTh WHHUIIMUPOBATH JIEHCTBHUS MO OT3BIBY U3 OOpaIeHUs
JIEKapCTBEHHBIX CPEJICTB B KpaTUalIliie CPOKHU B JTFOOOM MOMEHT BPEMEHH.

106. JInctpuOBIOTOpP AOHKEH CIIEIOBATh YKa3aHUSAM HH(POPMAIMOHHOTO TMHUChbMa 00 OT3bIBE W3
oOpartieHus, KOTOpoe MPU HEOOXOIUMOCTH JOKHO OBITh YTBEPkKACHO YIOJTHOMOYEHHBIM OpPTraHOM
rocyaapcTBa-ujeHa.

107. JIeHcTBHS MO OT3bIBY M HM3BATUIO U3 OOpALIeHUS JOJDKHBI JOKYMEHTAJIbHO O(GOPMIIATHCS B
MOMEHT MX OCYILIECTBJICHHUS B COOTBETCTBUH C YCTAHOBJIEHHBIMU MIpoleaypaMu. JJokymMeHTanus no
OT3BIBY JIOJDKHA OBITH JOCTYITHON YITOJHOMOYEHHBIM OpraHaM rocy1apCTB-4JICHOB.



108. 3amucu, oTHOCSIHUECS K TUCTPUOBIONNH, JOHKHBI OBITH TOCTYITHBI JIJISl JIUIA, OTBETCTBEHHOTO
3a OT3BIB JIEKAPCTBEHHBIX CPEACTB M3 OOpaIleHUs, W JOJDKHBI COJAEp)KaTh JIOCTaTOYHYIO
UHPOPMALIMIO O JUCTPUOBIOTOPAX JIEKAPCTBEHHBIX CPEACTB U O MpPSAMBIX IoJIydaTensx (azapec,
HOMep TenedoHa 1 HoMep (akca (IpU ero HAIMYKUK), KOTOPBIE TOJDKHBI OBITH JOCTYIIHBI B pabodne
U HepaOouue yachl), BKJIIOYas JaHHbIE B OTHOILIEHUH SKCIIOPTUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB U
ux 00pa3uoB (HOMep cepuu u (WIM) HapTHH, HANMEHOBAaHHUE, JIEKapCTBeHHAsA (opMa, J03UPOBKA, a
TaKXe [M0CTABJICHHOE KOJIUYECTBO).

109. [TocnenoBaTebHOCTh BBIMOJHEHUS JEHCTBUM, OCYIIECTBISEMBIX IPU OT3bIBE U U3BSITHUU CEPUU
u (WIM) mapTHH JIGKAPCTBEHHOTO CPEACTBA W3 OOpalleHMs, JOJDKHA OBITh JOKYMEHTaJIbHO
odopmIIeHa U OTpa)KE€Ha B UTOTOBOM OTYETE.

7. JleTeJIbHOCTD, NepeJaBaeMasi HA AYTCOPCHHT

7.1. IlpuHUMI

110. JIrobast meaTenbHOCTh, Ha KOTOPYIO paclpoCTpaHstoTcs HacTosmue IpaBuia, mepeaanHas Ha
AyTCOPCHHT, JOJDKHA OBITh HQUIeKallMM o0pa3oM OIpeleliecHa M COIIACOBaHA, JIOJDKHA
KOHTPOJIMPOBATHCS BO M30€KaHNE Pa3HOUTEHUM, CTOCOOHBIX MPUBECTH K HAPYIICHUIO COXPAHHOCTH
JCKapCTBCHHBIX  cpeAcTB. JloibkeH  OBITh  3aKJIFOYEH  MMHChMEHHBIH  JIOTOBOP  MEXIY
JTUCTPUOBIOTOPOM-3aKa3YUKOM W HCIIOJHHUTEIEM, B KOTOPOM YETKO ONPEICIICHBI OO0S3aHHOCTH
KaXJI0¥ U3 CTOPOH.

7.2. 3aka3uuk

111. 3aka34uK HECET OTBETCTBEHHOCTD 3a ACATCIIbHOCTD, ICPCAAHHYIO Ha ayTCOPCHUHI'.

3aKa3uuK JOKEH YOeIUThCs B KOMIIETEHTHOCTH MCIIOJHUTENS AJIS BBIIOJHEHUs 0053aTEeNIbCTB 110
JOTOBOPY M obOecreuuTbh  COONIIOJIGHWE ~ UCHOJHUTENeM  TpeOOBaHMM  HaJIexarien
JUCTPUOBIOTOPCKONW TMPAKTUKU IOCPEICTBOM YCTAHOBJIEHUS B JIOTOBOPE COOTBETCTBYIOIIUX
YCJIOBHMM U POBEJICHUS ITPOBEPOK.

[TpoBepka MPaBOMOYHOCTH, KOMIIETEHTHOCTH M BO3MOKHOCTH HCITOJHUTENSI BBITIOIHSATH YCJIOBHUS
JIOTOBOpa JIOJDKHA TPOBOJIUTHCSA JIO Hayalla OCYIISCTBICHHUS JESATEIBHOCTH, MEpPEIaHHOW Ha
AyTCOPCHHT, a TAaKXKe B CJIydae CYNICCTBEHHBIX M3MCHEHUI TaKOW JEATeNbHOCTU. [lepuoaudHocTh
NPOBE/ICHUST MPOBEPOK JICATCILHOCTH, MEPEAaHHOW Ha ayTCOPCHHT, JOJDKHA OIMPEACIAThCA Ha
OCHOBAHMHU aHaM3a pUCKOB. CPOKHU U YCIIOBHSI TIPOBEICHHSI TIPOBEPOK JOJDKHBI OBITH COTIIACOBAHBI
CTOpOHAMH.

112. 3aka3uuk npeaocTaBiIsieT UCIOJIHUTEN0 BCIO UH(OpMaIHIO, HEOOXOAUMYIO Ul BBITOJIHEHUS
NesITeIbHOCTH, MEPeAaHHOW Ha ayTCOPCUHT, B COOTBETCTBHM C TPEOOBAaHHUSIMM, MPUMEHUMBIMU K
JIEKapCTBEHHBIM CPECTBAM, a TaKXkKe JIIOOBIMU JPYTUMH IPUMEHUMBIMU TPEOOBAHUSIMH.

7.3. UcnmoJIHUTEIb

113. HcnomHutenb  JOJDKEH HWMETh  HEOOXOJMMBIE TOMENIEHUST U 00OpyJAOBaHHE,
JIOKYMEHTHPOBAHHBIE MPOLIEAYPHI, 3HAHUS U OMbIT, a TaKXe KBATU(UIIMPOBAHHBIN MEPCOHAT IS
HaJIe)KAIIETro BBITTOJIHEHUS padoT (YCIyT) MO JOTOBODY.



114. VcnomHnuTtens HE MOJDKEH IepefaBaTh TPEThEH CTOPOHE BBHIMOJHEHHUE paboT (yciayrn),
BBITIOJTHEHHE KOTOPBIX MOPYYCHO €My IO JIOTOBOpY, 0€3 MpeaBapUTEIbHONW OLEHKH U OJO0OpCHHUS
TaKOW Mepejaun 3aKa3uyruKoM, a TAKXKE JI0 MPOBEJCHHS TPOBEPKH TPEThEl CTOPOHBI 3aKa3UYMKOM WITH
UCTIONTHUTENIEM. J[OTOBOp MEXy MCIIOJIHUTEIEM U TPEThel CTOPOHOH JTOJIKEH rapaHTUPOBATh, YTO
UHpOpPMAIIAS O BBITIOJIHIEMBIX pa0dOTaxX MPEICTABISETCS B COOTBETCTBHU C JIOTOBOPOM MEXIY
3aKa3YMKOM M UCITOJIHUTEIIEM.

115. McnionHuTENb HE JOJDKEH OCYIIECTBIATH KaKue-IMOO JeHCTBUS, KOTOPhIE MOTYT MPHBECTH K
HOTepe KayecTBa JEKapCTBEHHBIX CPE/ICTB 3aKa3UHKa.

116. UcnonHuTeNb TOMKEH COOOIIATh 3aKa34nKy 00y HHPOPMAILHIO, OTHOCSIIYIOCS K KaueCTBY
JIGKapCTBEHHBIX CPEJICTB 3aKa34MKa, B COOTBETCTBHU C YCIOBUSIMHU JIOTOBOPA.

8. CamouHcnekuus JUCTPUOBIOTOPOB

8.1. lIpunuun

117. CamMOMHCIEKIIMU JOJKHBI NPOBOAMUTHCS Ul KOHTPOJS 3a BHEAPEHHEM M COOJIIOJCHHEM
TpeOOBaHUI HaIeKAIICH AUCTPUOBIOTOPCKON TPAKTHKH JICKAPCTBEHHBIX CPEACTB, a TaKXKeE C
LEJIBIO PA3pabOTKU HEOOXOAMMBIX KOPPEKTUPYIOLIUX Mep.

8.2. CamonHCIIeKIIUA

118. JlomxHa ObITH BHEJpPEHA MporpaMMa MPOBEACHUS CAMOMHCIIEKIIMN, OXBAaThIBAIOIAsl B paMKax
OIPEIENIEHHOr0 TIepro/ia BCE ACMEKThl HajJexalleld TUCTPUOBIOTOPCKON MpakTHKH, TpeOOBaHMM
3aKOHOJATENIbCTBA I'OCY 1apCTB-YWICHOB, PYKOBOJCTB U NPOLEAYD.

119. CamouHcniekIMM MOTYT OBITH pa3JeleHbl Ha HECKOJbKO CaMOCTOSTENbHBIX IPOBEPOK,
OXBAaThIBAIOLIMX OTJEIbHBIE CTOPOHBI JEATEIBHOCTH OpraHu3anvy. CaMOMHCHEKIUHU JIOJKHBI
MPOBOAMTHCS CIIEHUATbHO HA3HAYEHHBIM KBAJTU(UIMPOBAHHBIM IEPCOHATIOM OECIPUCTPACTHO U
TIATENbHO. [J0omycKarTCsa ayauThl, IPOBOAUMBIE HE3aBUCUMBIMU BHEIIHUMHU JKCIIEPTAMH, OJHAKO
OHH HE MOTYT 3aMEHATh CAMOUHCIIEKIUIO.

120. Pe3ynbpTaThl CaMOMHCHEKUUH JOJDKHBI OQOPMIISATHCS JTOKYMEHTAIbHO. OTYEThl JIOJIKHBI
coJiepkaTh BCKO HMH(OpMaIHio, MOJyYeHHYI B Xoje uHcrmekiuu. Komus ordera 1o/mkHa OBITh
IpeJICTaBlIeHa PYKOBOACTBY AUCTPUOBIOTOPA, a TAKKE MHBIM 3aUHTEPECOBAHHBIM JIMIIAM.

B cityuae BbIsBIEHUS HEAOCTATKOB MM OTKJIIOHEHUH HEOOXOAMMO BBIACHUTH UX MPUUYMHY, a TaKXKe
pa3paboTaTh M JOKYMEHTAJIbHO O(DOPMHUTH KOPPEKTHPYIOUIHE M MPEAyNpeKIaouiue JAeUCTBUS U
IIPOKOHTPOJIMPOBATH UX BBIIIOJHEHHUE.

9. TpancmopTupoBKa

9.1. IIpuHUMI

121.  JucTtpuObIOTOp, TOCTABISIONMIMNA JICKAPCTBEHHBIE CPEACTBA, O00s3aH  OCYIIECTBIISTH
TPAHCIIOPTUPOBKY B YCIOBHUAX, OOECIEUMBAIOUINX WX COXPAHHOCTh U IIENIOCTHOCTH, 3AIIUTy OT
BO3JICUCTBUST (DAaKTOPOB OKpPYXKAIOWIEH Cpeabl, COOJI0IEHHEe HEeOOXOAMMOTO TEeMIEPaTypHOTO



pexxuma (yCIOBUN XpaHEHHsI), a TAKXKE 3aIIUTY OT GanbCuUKaIIH.

122. HesaBucumo oOT cmnoco0a TpPaHCIOPTUPOBKH HEOOXOAMMO O0OECHeYUTh BO3MOMXKHOCTh
MOATBEPXKJEHUS TOrO, YTO KadeCTBO U LEJIOCTHOCTh JIGKAPCTBEHHBIX CPEACTB HE ObLIN
MOJIBEPTHYThl HEraTUBHOMY BO3JICHCTBUIO B MTPOLIECCE TPAHCTIOPTHUPOBKH.

123. IlnanupoBaHHe TPAHCIOPTUPOBKU JOJDKHO OBITH OCYIIECTBICHO Ha OCHOBAaHMM aHAIIN3a
BO3MOYHBIX PHCKOB.

9.2. TpancnopTupoBKa

124. TpeOyemble yCIOBUS XpaHEHHS JICKAPCTBEHHBIX CPEICTB JOJDKHBI COONIONATHCS B TEUCHHE
BCEr0 BPEMEHU TPAHCIOPTUPOBKM B COOTBETCTBUU C YKa3aHUSIMU IMPOU3BOJUTENS WIIH
uH(popMaluel Ha yIaKOBKE.

B ciiyyae BO3HUKHOBEHMS TAKUX OTKJIOHEHMI, KaK HapyIIEHHE TEMIIEPATyPHOr0 peXUMa UiIu opya
JIEKAPCTBEHHBIX CPEJCTB B IIPOILIECCE TPAHCHOPTUPOBKH, HMH(OpMALMg O HHUX JOJKHA OBITh
coo0IlleHa OTIPABUTEINIO U TofyuyaTento. JJomkHa ObITh pa3padoTaHa U TOKyMEHTaIbHO odopmiieHa
MpOLEaYpA, ONPEIEIAIONIas MOPAI0K ICUCTBUM PH BOZBHUKHOBEHUN OTKIIOHEHUH U PaCcCiIeIOBaHUN
JAaHHBIX (PaKTOB.

125. JIuctpuObOTOp JOMKEH O0eCHe4uTh YCIOBHS, MPH KOTOPHIX TPAHCIOPTHBIE CpPEACTBA U
000pyI0BaHUE, UCTOJIb3YEeMbIe IJISi TPAHCIIOPTHUPOBKHU JIEKAPCTBEHHBIX CPEJCTB, COOTBETCTBOBAIU
OBl 1EJIAM WX MCIOJIb30BAHUS U OBUIM HaJUIeKAIIMM 00pa3oM YKOMILJIEKTOBAHBI JJIS 3alIUTHI OT
HEXEJAaTeIbHOTO BO3JICUCTBHS, KOTOPOE€ MOXKET IMPUBECTH K IMOTEPE KauecTBa JIEKAPCTBEHHBIX
CPEICTB WA HAPYIIUTh LIEJIOCTHOCTh YIAKOBKHU.

126. TpancnopTHOE CPEACTBO W €ro 000pyIOBaHME, HCIOJb3yeMble Jisi TPAHCIOPTHPOBKHU
JIEKapPCTBEHHBIX CPECTB, MOJKHBI COJIEPIKATHCSA B YUCTOTE U MOJBEPraThCs OUUCTKE U YOOpKE MO
Mepe HEOOXOAMMOCTH B COOTBETCTBUUM C TpPEOOBAHMUSIMM CAHMTAPHBIX HOPM, YCTAHOBJIEHHBIX
3aKOHOJATENLCTBOM TOCYIapCTB-WICHOB. JIOKHBI OBITH pa3paboTaHbl MUCEMEHHBIE MPOIIETYPhI IO
00CIYKUBAaHUIO M SKCIUTyaTallud TPAHCHOPTHBIX CPEICTB M 0OOPYIOBAHMS, MCHOIb3YEMbBIX IS
TUCTPUOBIOLINY JIEKAPCTBEHHBIX CPECTB, BKIIOYAs OUUCTKY U MEpPhl 0€30IaCHOCTH.

127. Onpenenenne HEOOXOAUMOCTH KOHTPOJS TEMIEpPATyphl JOJKHO OCHOBBIBATHCS HA aHAIIN3E
PHUCKOB, CBSI3aHHBIX C TPAHCHOPTHUPOBKOM JIEKAPCTBEHHBIX CPEJCTB IO BBIOPAHHOMY MapuUIPYTY.
Ob6opynoBaHue, HUCMHONb3YyeMOE Ul KOHTPOJIS TeMIepaTrypbl B Hpoliecce TPaHCHOPTUPOBKH,
YCTAQaHOBJIEHHOE€ Ha TPAaHCIOPTHOM CpPEICTBE WJIM B KOHTEHWHEpEe, JOJDKHO IIPOXOJIUTH
NEpUOJINYECKOe TEXHUUECKOe OOCIyKMBaHHE, TOBEPKY U KaJUOpOBKY B COOTBETCTBHUHU C
3aKOHOJIaTEJIbCTBOM I'OCYAApCTB-UJIEHOB.

128. Ilpu oOpalieHun C JIeKapcTBEHHBIMU CPEACTBAMH CIIEAYET M0 BO3MOXKHOCTU HCIOJIb30BaTh
CIELMAIU3UPOBAHHBIE TPAHCIOPTHBIE cpeAcTBa M obopynosaHue. Ecmum  ucnonssyrorces
HeCTIeUaIN3UPOBaHHbIE TPAHCIOPTHBIE CPEACTBAa U 000PYI0BaHUE, JOJKHBI ObITh pa3paboTaHbl U
IPUHATHI B (pOpME MHUCbMEHHOTO JIOKyMEHTa IMPOLEeAypbl, 00eCIIeunBalOIue COXpaHEHHE KauecTBa
JIEKapCTBEHHBIX CPEJICTB.

129. JlexkapcTBEHHbIE CpEACTBA JOJIKHBI OBITh JOCTABJICHBI 10 a/Ipecy, YKa3aHHOMY B JOKyMEHTax
Ha MIOCTAaBKY, Y NE€PENAaHbl HEMOCPEACTBEHHO B NTOMEIIEHUE TTosTydarens. JIekapcTBEHHbIE CpelicTBa
HE JIOJKHBI OCTaBJIATHCS B KAKUX-TTUOO APYTUX MOMEIIECHHUSX.

21.]'[5[ opramn3alvii OSKCTPCHHBIX JOCTAaBOK B Hepa60‘—II/Ie qacbl JOJIDKCH OBITb Ha3HAuYeH



CHelraln3upOBaHHBINA IEPCOHAN, IEUCTBYIONINI Ha OCHOBAaHUH JTOKYMEHTHPOBAHHBIX MPOLIETYP.

130. TpaHCHOpPTHPOBKAa TPETBUMH JIMIIAMH JIOJDKHA OCYHIECTBISTHCS HA OCHOBAaHHH JIOTOBOPA,
COZIepIKAILero TpeOOBaHMsI, YCTAHOBJICHHBIC B MOJpa3/ielic 7 HACTOSIIEro pa3jena. TpaHCIOpTHBIC
KOMITAHUU JIOJDKHBI  OBITh  YBEIOMIICHBI O TPEOOBAaHHMSX K YCIOBHSIM TPaHCIIOPTUPOBKU
JICKApPCTBCHHLIX CPCACTB.

OTBETCTBEHHOCTh 32 COOJIIOJICHHE YCIIOBH TPAHCIOPTHPOBKH  JIEKAPCTBEHHBIX  CPEJICTB
BO3JIAracTcsi Ha JAUCTPUOBIOTOPA.

131. B cinyyasx Korja TpaHCHOPTHPOBKA COMPOBOXKIIACTCS ONEPALUIMU 10 pa3rpy3ke U 0OpaTHOM
3arpy3ke WJIM BKJIIOYaeT B ce0sl TPaH3UTHOE XpaHEHUE, HE0O0XOAMMO OOEeCHeuyuTh HajjeKallue
YCIOBHUS TPOM3BOJCTBEHHON CpeIbl TMOMENICHHH M 0e30MacHOCTh XpaHEHHS Ha TPaH3UTHBIX
ckiagax. K ycioBusM — IpOM3BOJICTBEHHOM — cpellbl  NOMELICHMH, KOTOpblE  JOJDKHBI
KOHTPOJMUPOBATLCA, OTHOCATCA: TGMHepaTypHLIﬁ PEKUM, OCBCIICHHOCTL, BJIIAJKHOCTH BO3AyXa U
YHUCTOTA.

I[OJ'I)KHI)I OBITH NpEaApPUHATBI MEPBI JIA COKPAIICHUA HNPOAOJLDKUTCIBHOCTH BPEMEHHOTI'O XPAHCHUA
nepea CJICAyrImUM 3TallIOM TPAaHCIIOPTUPOBKH.

9.3. Tapa, ynakoBka U MApKHPOBKA

132. JlekapcTBEHHbIE CPEICTBA JIOJIKHBI TPAHCIOPTUPOBATHCA B TPAHCIOPTHOM Tape, KOTopas He
OKa3bIBaeT HETaTUBHOI'O BIUSHMS HA MX KQUeCTBO U 00ecleyrBaeT Ha/Ie)KHYIO 3aIUTY OT BHEIIHErO
BO3/ICIICTBUS, B TOM UKCJIE NIPEAOTBPAILAET BO3MOKHOCTh KOHTAMUHAIMH.

Bbi0op TpaHCOpTHON Tapbl M YMAaKOBKHM JIOJDKEH OCHOBBIBATHCS HAa TPEOOBAaHUSX K YCIOBUSM
XpaHEHUsT W TPAHCHOPTHUPOBKHM JIEKAPCTBEHHBIX CPEJICTB, Ha 00beMe, HEOOXOAUMOM IS
pasmeneHust TpeOyeMoro KoJMYecTBa, MPeAroaraeMbIX KolueOaHUsIX TeMIIepaTyphl OKpYy Karollei
Cpelipl, MpEeAroJaraéMoil MakCUMajJbHOM JJIMTEIIBHOCTH TPAHCIIOPTUPOBKH, BKIIIOYAsh BPEMEHHOE
XpaHEHUE Ha TAMO>KEHHBIX CKJIaJaXx.

133. Jlna obecriedeHus HaJuIexaliero oOpalleHHsl C JEKapCTBEHHBIMM CpPEACTBAMHU U YPOBHS
0€30MacHOCTH Ha TPAHCIOPTHYIO Tapy [JOJDKHA OBITh HAHECEHAa MAapKHUpOBKA, COAep KaIast
HE00X0IMMYI0 MH(OpPMAIHIO O TPeOOBAaHUAX MO OOPAILIEHUIO M XPAaHEHHUIO TAHHON TPaHCIIOPTHON
Tapbl C JIEKAPCTBEHHBIM CpPEJICTBOM, a TaKXKe O HEOOXOAMMBIX Mepax MpeJoCTOPOKHOCTH.
Wudopmanus Ha TpaHCHOPTHON Tape AOKHA o00ecrneunmBaTh BO3MOXKHOCTb HACHTHU(HKAILMU
COJIEP’)KUMOT0 M UCTOUHUK €r0 MPOUCXOKACHHUS.

9.4. J/lekapcTBeHHbIE CPEACTBA, TPeOyIOUIMe 0C000r0 O0paleHust

134. Tlpu TpaHCTIOPTUPOBKE TaKUX TPEOYIOIIMX 0COOOTO OOpaIIeHus IEKapCTBEHHBIX CPEICTB, KaK
JIEKApCTBEHHBIE CPEACTBA, COAEpXKAIINE HAPKOTUUYECKUE CPEACTBA, ICUXOTPOIHBIE BEIIECTBA U UX
MIPEKYPCOPHI, Bl (SITOBUTHIE BEIIECTBA) U MOJISKAIE 0COOBIM BHaM KOHTPOJISI B COOTBETCTBUH
C 3aKOHOJATENBCTBOM TOCYJApCTB-WICHOB, TUCTPUOBIOTOpP MOMKEH oOecrednTh Oe30mMacHbId U
3aIIUIIEHHBIA  OT HEMPaBOMEPHOTO JIOCTyMa PEXUM TPAHCIOPTUPOBKH B COOTBETCTBUU C
TpeOOBaHUSMU 3aKOHOIATEIHCTBA TOCYIaPCTB-UJICHOB.

JloiKHBI OBITH CO37aHBI JOTIOTHUTEIBHBIE CUCTEMBl KOHTPOJISI B OTHOIIEHWH MOCTAaBOK yKa3aHHBIX
JIEKapCTBEHHBIX cpencTB. JlommkHa OBITh pa3paboTaHa M JTOKyMEHTaIbHO OGOpMIIEHA MpoLeaypa,
OTIpeIeTISIOIAas MOPSIOK JEHCTBUN B Ciydae UX XUIeHus. JIFoOble ciydan XUIEeHUH JOKHBI OBITh



JIOKYMEHTHPOBAHBI.

135. Onmnachble (BBICOKOAKTUBHBIE) U PAJAMOAKTUBHBIC JIEKAPCTBEHHBIE CpPEICTBA JOJIKHBI
TPAaHCHOPTUPOBATHCA B 3AlIMINCHHBIX, CHEHUATU3UPOBAHHBIX U HAJEKHBIX TPAHCIOPTHBIX
cpenctBax. llpuHuMaeMble Mepbl 0€30MAaCHOCTH JIOJKHBI COOTBETCTBOBATh 3aKOHOAATEILCTBY
roCyJJapCTB-WICHOB U MEXIYHAPOJIHBIM JOTOBOPAM.

136. Jlns oOecreueHuss TpeOyeMbIX YCIOBUH TPAHCHOPTUPOBKA TP  TPAHCIOPTHPOBKE
TEPMOIAOUIBHBIX  JICKAPCTBEHHBIX CPEACTB  JOJKHBI  OBITh  HCIOJB30BaHBI  CIEIHAILHOE
00opyZOBaHUE WIH CPEACTBa (M30TEPMHUUECKas yMaKOBKA, KOHTEHHEPHI), a TaKKe TPAHCIIOPTHHIC
CpeAcTBa, 00eCIeUNBAOIINE MTOAePKAHNE TPEOYyEeMOTo TeMIIepaTypHOTO peXUMa.

TpaHcnopTHbIE CpeAcTBa, 00ECIIEUNBAIONINE MOAEPKAHNE TPEOYEMOTro TEMIIEPaTypHOTO PEeXUMA,
u 000pyJOBaHHE, HCHOIB3yeMOE€ [JIsi KOHTPOJIS TeMIlepaTyphl B IPOIECCe TPAHCHOPTHPOBKH
TEPMOJIAOUIIBHBIX JICKAPCTBEHHBIX CPEACTB, JOJDKHBI HPOXOIUTH IMEPHOANYECKOE TEXHHUECKOE
oOciyKuBaHuE, MOBEPKY U KanuOpoBKy. HeoOXoaumMo mMpoBOIUTH aHAIU3 TeMIEepaTypHOTro
KapTUPOBaHUS C COONIOJICHHMEM YCIIOBHH, OTPaKAIOIIMX IMapaMeTphbl dKCIUTyaTalud, U C Y4ETOM
CE30HHBIX KOJICOaHUIA.

[To 3ampocy momy4aressi TOJDKHBI OBITh TMPEACTaBICHBI JaHHBIC, TOATBEP)KIAIOMINE COOIIOICHHIE
TEMIIEPaTypPHOr0 peXHMa MPH XPaHEHUM M TPAHCIIOPTUPOBKE TEPMOJIAOMIIBHBIX JIEKAPCTBEHHBIX
CpPEICTB.

137. XnagosneMeHThbl B H30TEPMUUECKUX KOHTEHHEpaX JOJKHBI ObITh pa3MeIleHbl TAKUM 00pa3oM,
4yTOOBI OTCYTCTBOBAJ MPSIMOM KOHTAaKT C JIEKApCTBEHHBIMU cpeiacTBaMu. [lepcoHan noimkeH ObITh
o0ydeH TpeOOBaHUAM MPOLEAYp MO MOATOTOBKE H30TEPMUUYECKUX KOHTEHHEpPOB (C yueToM
CE30HHBIX OCOOCHHOCTEH), a TAK)Ke TPEOOBAHUSIM K TIOBTOPHOMY HCIIOJIb30BAaHUIO XJ1aJ03IEMEHTOB.

Jomxubl OBITH pa3paboTaHbl Mepbl, HaINpaBJIIEHHbIE Ha MPEIOTBPALLEHUE [OBTOPHOTO
UCTOJIb30BaHUSI HEAOCTaTOYHO OXJAXKICHHBIX XJaZodyieMeHTOB. JloikHa ObITh oOecredyeHa
Hajuexamas pu3nyeckas U30JSIHs OXJIaXIEHHbBIX U 3aMOPOKEHHBIX XJIaJ03JIEMEHTOB.

[Tpouiecc nocTaBKM TEPMOJAOMIBHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM KOHTPOJS CE30HHBIX
KoJIeOaHUI TeMIepaTyp J10JKEH ObITh ONMCaH B IOKYMEHTHPOBAHHOM Mpoleype.



