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COBET EBPA3UMCKOMN 9KOHOMUYECKOM KOMUCCUA
PELUEHVE
oT 3 Hos16ps 2016 roga N 80

06 yTBepxaeHum MpaBun Hagnexailen QUCTPMOBLIOTOPCKOWN NPaKkTUKU B pamkax EBpasunnckoro
3KOHOMMYECKOro colo3a

B cootBetcTBUM co cTaTben 30 [JoroBopa o EBpasmnckom akoHoOMUYeckoM cotosde oT 29 mas 2014 roga, ctatben 11
Cornallennsi 0 eauHblX MpUHUMNAX WM npaBunax obpalleHnsi NekapCTBEHHbIX CPeAcTB B pamkax EBpasuiickoro
3KOHOMUYEeCKoro cotos3a oT 23 agekadbpsi 2014 roga, nyHktom 85 npunoxeHuss N 1 k PernameHty paboTthl EBpasuiickoin
9KOHOMUYECKOW KOMUCCUM, YyTBEPKOEHHOMY PelueHvnem Boiclwero EBpasnickoro 3KoHOMMYECKOro coBeta oT 23 gekabps
2014 roga N 98, n Pewenvem Beoicwero EBpasuiickoro akoHomMuyeckoro coseta ot 23 agekabpst 2014 roga N 108 "O
peanusaumm CornaweHuss O €efuHbIX MpUHUMNaxX M npaBunax obpalleHus fekapCTBEHHbIX CpeacTB B paMkax
EBpasuinckoro akoHommu4yeckoro cotosa" CoseT EBpasninckomn aKoHOMUYECKON KOMUCCUN

peLuwnn:
1. YTBepautb npunaraemble [lpaBuna Hagnexawlen AMCTPUObIOTOPCKOW MNPaKkTUKM B pamkax EBpasuiickoro
3KOHOMMYECKOro COo3a.

2. MNpaBuna, yTBEpXAEeHHbIE HacTosALMM PelleHnem, BCTynaloT B CUry Mo uctedeHnn 1 roga ¢ Aatbl BCTYNSEHWs B
cuny [poTokona, mognucaHHoro 2 aekabpsa 2015 roga, o npucoeanHeHun Pecny@nuvkn ApmeHust k CornawleHuo o
edVHbIX NPUHLMNaX 1 nNpaeunax obpalleHns nekapcTBeHHbIX CPeACTB B paMkax EBpasuiickoro 9koHOMUYECKOro coto3a oT
23 pexabpsa 2014 roga.

3. Hactosiwee PeweHne BcTynaetr B cuny no mctedeHun 10 KaneHAapHbIX AHEM C gaTbl BCTYNSIEHUA B CUIyY
MpoTokona, nognucaHHoro 2 aekabps 2015 roga, o npucoeanHeHun Pecny@nvku ApmeHust k CornalieHuio O eanHbIX
NpyHLMNax 1 npaeBunax obpalleHnsi NekapCTBEHHbIX CPEACTB B paMKax EBpasvincKoro akOHOMMYECKOro coto3a OT 23
nekabps 2014 roga, HO He paHee 4YeM no uctedeHun 10 kaneHgapHbIX OHEW ¢ AaTbl oduUManbHOro onyornuKoBaHUs
HacTosuero Pelienus.

UneHbl CoBeTa EBpasuiickoi
3KOHOMWYECKOWN KOMUCCUM:

Ot Pecny6nukn ApmeHus
B.MabpvensH

Ot Pecny6nukvu benapycb
B.MaTiowesckui

Ot Pecny6bnuku KasaxctaH
A.MamuH

Ot Kbiprbiackor Pecny6nmku
O.lMNaHkpaToB

Ot Poccuiickon ®enepauum
W.Wysanos

YTBEPXOEHbI

Pewennem CoBeTa

EBpa3suiickon 3KOHOMUYECKON KOMUCCUN
oT 3 Hosbps 2016 roga N 80
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MpaBuna Hapgnexawen AMCTPMOLIOTOPCKON NPaKTUKKN B pamMkax EBpa3Mnckoro akoHoMmyeckoro
colo3a

|. O6bLwWwme nonoxeHus

1. HacTtoswune I'Ipaamna SABMSAIOTCA YacTblo CUCTEMbI ODecrnedyeHust kadectBa WU yCTaHaBnmMBaloT Nnpasuia B
OTHOLUeHUn ﬂI/ICTpVI6bI-OLI,VIVI JleKapCTBEHHbLIX CpeCTB.

2. TpeboBaHusa HacToAwmx [paBun MPUMEHSIIOTCA B OTHOLLEHWMM BCEX ful, Y4YacTBYKOLWMX B AUCTpubbIOLUK
NEeKapCTBEHHbIX CPEACTB B COOTBETCTBMM C  BbIMOMHSAEMbIMU UMW DyHKUMAMK, BKIOYas OUCTPUOLIOTOPOB U
npousBoauTernel NeKapCTBEHHbIX CPeACTB, HE3aBUCUMO OT BEAOMCTBEHHOW NPUHAANEXHOCTU U hOPMbl COOCTBEHHOCTMU.

Llenblo Hagnexawlen OUCTPUOLIOTOPCKOM MpaKTUKA SBISIETCSl COOMIOAeHMe Haanexalyux YCroBUA XpaHeHus,
TPaHCMOPTUPOBKM U pacnpocTpaHeHUsi, HeobtxoauMbIX Ans obecneveHus kadecTBa, 6e3onacHocTU U 3dEKTUBHOCTM
nekapcTBEeHHbIX CpedcTB MO BCel Lenu TMOoCTaBkM, a Tawkke npedoTBpalleHMs pucka  MPOHUKHOBEHUS
hanbCcUMLMPOBaHHbLIX NeKapCTBEHHbIX CPEACTB B LiENb NOCTaBKM.

CobniogeHne Tpe6OBaHMl7I HacToswwmx [Mpasun obecne4ut KOHTPOMb Uenn noCTaBKA U MNO3BOJIUT COXPaHUTb
Ka4yeCcTBO U LLENTOCTHOCTb JIEKapCTBEHHbIX CPEeACTB.

3. locymapcTea - uneHbl EBPa3vinckoro 9KOHOMMYECKOTO COK3a (Oanee COOTBETCTBEHHO - roCyaapCTBa-yrieHb,
Col03) BMpaBe MPUHMMATL HOPMATUBHLIE MPABOBbLIE aKTbl, PErynupylolinMe OoTaerbHble aTanbl AUCTPUBHLIOLUM
NNIeKapCTBeHHbIX CpeacTB W He npotuBopedalmne HacTodwnm I'IpanmaM (Hanpvlmep, aTanbl ﬂ,VICTpI/IGbIOLI,I/IVI
NEeKapCTBEHHbIX CPEeOCTB, OTHOCUMbIX K Tpynnam HapKOTUYECKUX, MCUXOTPOMHbLIX NEeKapCTBEHHbIX CPeaCcTB WM UX
NPeKypcopoB, JieKapCTBEHHbIX CpencTB, OTHOCUMMbIX K rpynne ocobo AQOBUTbIX (BbICOKOTOKCI/I‘-IHbIX) COGD,VIHeHVII?I,
NEeKapCTBEHHbIX CPEACTB, ABMSAIOLIMXCA UCTOYHUKAMU UOHM3UPYHOLLIErO U3MyYeHus).

Il. Onpepenexus

4. Ansa yenen HacToAWwmX [NpaBun MCNonNb3yTCA NOHATUSA, KOTOPbIE O3HAYaloT cregyoLlee:

"Banupgaumsa" - [OOKyMeHTanbHO Od)OpMreHHble [AeWCTBUA, [okasblBaloliuve, 4YTO npoueaypa, npouecc,
obopygoBaHve, Matepuan, onepawms Unmn cMcteMa COOTBETCTBYHOT 3a4aHHbIM TpeboBaHNAM M UX UCMONb30BaHWe byaer
NOCTOSIHHO NMPUBOAUTL K pe3ysibTaTam, COOTBETCTBYIOLLMM 3apaHee yCTaHOBMNEHHbIM KPUTEPUSIM NPUEMITEMOCTM;

"Bo3BpaT" - OTNpaBka NekapCTBEHHbIX CPEACTB B aapec NpOu3BOAUTENS UK AUCTPUObLIOTOpa HE3AaBUCKMMO OT TOrO,
VUMEET N 3Ta NPOAYKUMA OedeKT KayecTBa;

"OUCTPUGLIOTOP" - OpraHM3aLus ONTOBONM peanusauuu, UMeloLLas pa3pellUTEeNbHbIN I0KYMEHT Ha OCYLLEeCTBMeHne
ONCTpUObIOLMM, B TOM YMCIle Ha XpaHeHUMe W TPaHCMOPTMPOBKY IEKApCTBEHHbIX CPEACTB, M OCYLIECTBsoLLas
OeATeNnbHOCTb Mo X AUCTPUBLIOLNK;

"oucTpubblouus” - OesTenbHOCTb, CBSA3aHHAs C 3aKynkom (3akynom, npuobpeTeHnem), XpaHeHWeM, BBO30OM
(vmnopToM), BbIBO3OM (3KCMOPTOM), peanusauven (3a WCKIIYEeHMeM peanu3auum HaceneHwo) 6e3 orpaHudeHusi
06bEeMOB M TPaHCMOPTMPOBKON NEKAPCTBEHHBIX CPEACTB;

"30Ha" - MOMELUeHNe WM 4YacTb MOMELLEHMI, cneumanbHO npedHasHa4YeHHbIX OJ1S BbIMNONTHEHUS  Pa3fNYHbIX
dyHKLMI;

"Ka4yecTBO" COBOKYMHOCTb CBOWCTB M XapaKTEPUCTUK JIEKAPCTBEHHONO CPeAcTBa, BIWSIOLLMX Ha €ro CnOCOOHOCTb
OencTBOBaTb N0 Ha3HAYEHMIO;

"kBanudmkaums" - [OOKyMeHTanbHO OdopMreHHble OENCTBUS, YOOCTOBEpAlMe W NOATBEPXKAAKOLWME, 4TO
obopygoBaHne unmu BCMOMOraTernbHble CUCTEMbI CMOHTMPOBAHbLI LOIDKHBIM 00pa3oM, MpaBuiibHO OYHKLWOHUPYIOT U
OEeNCcTBUTENbHO NPUBOAST K OXXMOAEMbIM pe3ynbTaTam;

"Hagnexallas ,EI,VICTpM6bIOTOpCKaF| I'IpaK'I'VIKa" - YacTb cUCTEMbl obecnedeHusl kayecTBa, rapaHTupyruwiasd Ka4ecTtBo
NNIeKapCTBEeHHbIX CpeACTB Ha MPOTAXEHUN BCEeX 3TarnoB LEnM NOCTaBKWU, BKIHOYad XpaHeHWe U TPaHCMNOpPTUPOBKY, OT
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NMPOM3BOAMUTENS A0 CYObEKTOB, OCYLLECTBISIOLLMX NMPOU3BOACTBO, ONTOBYI0 peanv3auuio, PO3HUYHYO peanusaumio unm
OTMYCK HacerneH o NekapcTBEHHbIX CPEACTB, BKMOYas opraHusalmm, ocyLLEeCTBNSAIOLLIME MEAULIMHCKYIO AeATENbHOCTb;

"obecneveHre KayecTBa JIEKApCTBEHHbIX CPeacTB" - COBOKYMHOCTb BCEX OPraHM3aLMOHHBLIX  MEPONPUATWIA,
NMpoBEAEHHbIX B LENsiX YAOBMETBOPEHUsI TpPebOBaHWSIM KayecTBa IEKApCTBEHHbIX CPeACTB B COOTBETCTBUAM C WX
HasHaYeHVeM;

"ob3op pucka" - 0630p WM  MOHUTOPWHI pPe3yrnbTaTOB Mpouecca YnpaBfeHuss PUCKOM C  Y4eToMm (npu
HeobXO4MMOCTN) HOBbIX 3HAHWIA 1 OMbITa OTHOCUTENBHO PUCKA;

"0T3bIB" - AENCTBME, KOTOPOE HanpaBreHo Ha M3bATWE U3 Lieny NOCTaBKWU NEKapCTBEHHbIX CPeacTB B Criyyae
BbISIBMEHUST X HEHaZANEXalllero Ka4ecTBa UM BbISIBIIEHNS CEPbE3HbIX HEXENaTENbHbIX PEAKLUIA U KOTOPOE MOXET ObITb
WHULMMPOBAHO W3rOTOBUTENEM, WMMNOPTEPOM, AUCTPUOBIOTOPOM, MOCTAaBLUUMKOM WIM  YMOMHOMOYEHHBIM OpraHoM
rocyapcTBa-yneHa;

"OLueHka pucka" - CpaBHEHME npeanonaraeMoro pucka C AaHHbIMUA  KPUTEPUSIMM pUCKa C  UCMONb30BaHWEM
KOMNMMYECTBEHHOWN M KAYECTBEHHOM ONPEeAeneHHOCTH 3HAYUMOCTH PUCKa;

"nepenyTbiBaHWE" - CMELLUEHUE HECKONbKUX BWAOB, pPasHbIX CEpUN U (Unu) NapTUN NIEKapCTBEHHbIX CPeacTB wunwm
nogMeHa ogHOro Buaa npoayKumm opyruMmn npy XpaHeHn1, TPaHCNOPTMPOBaHMN 1 peanusauug;

|'pyKOBO,l:I,CTBO no Ka‘-IeCTBy" - AOKYMEHT, OnucbIBaroLLNA CnCTemMy KadectBa opraHusaumm un OXBaTbIBaOLLMIA BCHO
0eATenbHOCTb opraHu3aunm Unn TornbKkKo ee 4acTb,

"cucTema kayecTBa" - COBOKYMHOCTb BCEX 3NIEMEHTOB CUCTEMbI, HaNpaBfieHHON Ha BHEAPEHWE NOMUTUKN B oBracTu
KayecTBa 1 obecneyeHns JOCTUXEHNS Lienel B obnacTu Ka4ecTBa;

"cknag" - KoMMnekc cneunanmn3npoBaHHbIX NoMeLLEeHNI, OGOpy,D,OBaHMFI, TEXHNYECKNX CcpencTB, npegHasdHavYeHHbIX
A4 NPUEeMKU, XxpaHeHUda 1 peann3audnm nekapCTBEeHHbIX CPENCTB;

"ynpaBneHme KayecTBOM" - METOAbl U BUOblI OEATEMNBHOCTW, ncnonb3dyemblie OnaA BbINOJTHEHNA TpeGOBaHMVI no
Ka4yecTBy N HanpaslieHHble Ha ynpaBlieHWe npoueccomMm, yCTpaHeHne npuyunH HEeyOoBIETBOPUTENTbHOIO
(byHKLI,I/IOHVIpOBaHVIFl Ha BCeX aTanax XM3HeHHOro uukna npoayKuunu;

"ynpaBneHve puckamm AN kadyecTBa" - CUCTEMATUYECKUA MPOLLECC OLEHKW, KOHTponsi, obmeHa uHdpopmaumen u
0630pa pMCKOB A8 KaYecTBa NeKapCTBEHHbIX CPEACTB Ha NPOTSXKEHUM UX KU3HEHHOTO LIMKNa;

"hanbcuuumpoBaHHbie NiekapcTBEHHbIE cpeacTBa” - NeKapCTBEHHbIE CPeacTBa, NPOTMBONPABHO M NpeaHaMepeHHO
CHabXeHHble HeJoCTOBEPHOM MHAopMaumenn ob Mx cocTaBe U (MNKU) NPOM3BOAMTENE, a Takke O MOCTaBKax, BKM4as
3an1cu 1 AOKYMEHThI, 3aTparMBaroLne UCMorb30BaHHbIE KaHanbl AUCTPUObIOLINN.

Ina uenen HacTosawwmx MNpaBwn:

noHATUSA "knoveBon atan” M "3HauMmoe M3MEHeHMe" MNPUMEHSIIOTCS B OTHOLUEHMM Noboro npouecca, KOTopbin
CnocobeH MOBMMATL Ha MokKasaTenu kayecTBa NeKapCTBEHHOrO CpeacTBa MO0 M3MEHUTb CTAOUINBHOCTL MX COXPaHEHWS!
C Y4YeTOM BMAA HOMEHKNIATYpPHbIX MNO3MUUA (NeKkapCcTBEHHOW AedeKkTypbl), C KOTOpbIMW pPabOoTaeT KOHKPETHbLIN
OUCTpUBLIOTOP;

NoHATMSA "3HaumMMmbI', "Hagnexawmn" n "gocTaTouvHbIA' MPUMEHUTENBHO K MNOOOMY Mpoueccy WnuM 3NemMeHTy
CUCTEMBI ANCTPUOBIOLINM NEKapCTBEHHbIX CPEACTB O3HAYaloT, YTO JAHHbIVA MPOLLECC UK ANIEMEHT cnocobeH obecnevnTb
BbiNorHeHne TpeboBaHWiA HacTosilwmx [lpaBun M rapaHTMpoBaTb paboTy cuUCTeMbl ObecneveHns kadyecTBa TaKum
0obpasom, 4YTOObl CBOEBPEMEHHO YCTAHOBUTL f0B0E OTKIIOHEHWE OT MoKasaTenen KadecTBa fekapCTBEHHOIO CpeacTBa
NGO N3MEHEHUsI CTAOUITbHOCTUN NX COXPAHEHWUsI C YYETOM BuAa HOMEHKINATYPHbIX MO3ULMIA (NeKapCTBEHHOW AedeKTyphbl),
C KOTOpPbIMWN paboTaeT KOHKPETHbIN OUCTPUOLIOTOP;

nog KIMEHTaMM MOHMMAKTCHA  MOCTaBLUMKKW, ayTCOPCMHIOBbIE  OpraHu3auuu, nomyvatenu (NokynaTenu)
neKapCTBEHHbIX CpPeAcTB, a Tawkke BCe CyObekTbl cdpepbl OOpalleHVs IeKapCTBEHHbIX CPEACTB, C  KOTOPbIMU
OUCTPUBOLIOTOP HaXOAWUTCH B OrOBOPHbLIX OTHOLUEHMSAX (BHE 3aBMCUMOCTM OT TOro, OhOpMIEH OOrOBOP B YCTHOW MK
NUCbMEHHON dhopme), 1 ap.;

MoHATME "paccrieqoBaHue" 03Ha4yaeT YCTaHOBMEHWEe MPUYMHHO-CMEACTBEHHOM CBS3W MEXAY BO3HUKLLMM
OTKMOHEHVEM B OUCTPUOLIOTOPCKOM LIeMM UM BO3MOXHbIMM (DakTopamu, nexallyMM B €ro OCHOBE, BbINOMHEHHoe
ANCTPUBBLIOTOPOM UMK ay TCOPCUHIOBOW OpraHm3aLmeit.
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lll. OcHoBHas 4YacTb
1. YnpaBrneHue Ka4yeCcTBOM
1.1. MpuHUMN

5. OncTpubbloTOopbl CO34al0T M NoAOEepKMBAOT CUCTEMY KadecTBa, OMpedensiollyto 0083aHHOCTW, MpoLecchl u
NPUHLMMbI YPaBNEHNsT pUCKaMM B OTHOLLEHWM OCYLLIECTBIISIEMON UMK OeaTenbHoCTU. Bce OeicTBus, CBsi3aHHblE C
OUCTpubbloL e, OOMKHbI ObITb OAHO3HAYHO OMpeaeneHbl 1 NpoaHanuanpoBaHbl. KntoyeBble aTanbl Npolecca onToBOK
peanu3aumm (BKMYasd Hauboree 3Hayumble W3MEHEHMH) [OOMKHbI ObiTb OOOCHOBaHbI M MpU  HeobxoauMOCTH
BanuaupoBaHbl. OTBETCTBEHHOCTb 3a (YHKLUMOHMPOBaAHME CUCTEMbl KayecTBa HECET PYKOBOAUTEMb OpraHuM3auum.
[MepcoHan opraHM3aumm OOIMKEH Hagnexaliym obpasoM MCMOMHATH 00SI3aHHOCTM, CBSA3aHHbIE C (OYHKLMOHUPOBAHUEM
CUCTEeMbI KayecTBa.

1.2. Cuctema KavecTBa

6. CucTema ynpaBrieHUss Ka4ecTBOM BKIOYaeT B cebs OpraHu3auMOHHY CTPYKTYpY, Mpoueaypbl, NPoLecchl u
pecypchl, a Takke AeWCTBUA, HeoBxoauMble AN 0BGecrnevYeHns CoXpaHeHWss KadecTBa M LIeNOCTHOCTU MOCTaBNsAeMbIX
NEeKapCTBEHHbIX CPEACTB M HEBO3MOXHOCTU UX GhanbCudvKaLmm B NPOLLECce XpaHeHUs 1 (M) TpaHCTOPTMPOBKM.

7. CucTtema kadecTBa OormkHa OblTb MOMHOCTbIO AOKYMEHTUpoBaHa, ee 3ddeKTUBHOCTL [OIKHA nogBepraTtbes
MOHUTOPWHIY W aHanuay. [eiicTBMs mepcoHana, OTHOCSLWMECS K CUCTEME KaydecTBa, AOMKHbl ObiTb onucaHbl B
COOTBETCTBYIOLLUX MUCbMEHHBIX Mpoueaypax. HeobxoaMmo BHEAPUTb WM NOAAEPXKMBATb B aKTyanbHOM COCTOSIHUAM
PYKOBOZCTBO MO Ka4yecTBy.

8. PyKOBOD,CTBOM opraHmn3aunn HasHa4daeTcd OTBEeTCTBEHHOe Lo, HaderneHHOe NMomHOMo4YnaAMn 1 00s3aHHOCTSIMM
ana obecneveHusi BHEAPEHNA N nogaepxaHna B aktyaribHOM COCTOAHUM CUCTEMbI Ka4eCTBa.

Bce yacTu cucTembl kadecTBa OOMKHbI ObITb Haanexawum obpa3oM oGecrnevyeHbl KOMMETEHTHbIM MepcoHarnom,
[0CTaTOYHbIM KONMYECTBOM MOMELLIEHUIA, 0G0PYA0BaHNS U TEXHUYECKMX CPEACTB.

9. Mpu co3gaHuM, NogaepkaHUM UM U3MEHEHUM CUCTEMbI KayeCcTBa HEOOXOAMMO YYUTHIBATb OpPraHW3auMOHHYHO
CTPYKTYpY, 06beM BbINOMHsEMbIX paboT M yCryr 1 MHOTOMNMaHOBOCTb AeATENbLHOCTU AUCTPUBLIOTOpA.

10. Y gnctpubbloTopa AomkHa ObiTb BHeApeHa cucTeMa YMpaBrieHVsl U3MEHEHWsIMKW, KoTopasi LAOImKkHa ObiTb
NpONopLVOHanbHOM 1 3¢hdEKTUBHOM, a Takke OCHOBAHHOW Ha MpUHLMNAX yNpaBIieHUs pUuckamy ANns ka4ecTBa.

11. Cnctema KadecTBa AOSKHA rapaHTUPOBaTb CrieaytoLlee:

a) NekapCTBEHHbIE CpeacTBa NPUMOBPeETaOTCS, XPaHATCS, TPaHCNOPTUPYIOTCS, NOCTaBMATCA UMK 3KCMOPTUPYHOTCS
¢ cobntogeHnem TpeboBaHuin HacToALwmMX [MNpaBur;

0) 06A3aHHOCTM PYKOBOACTBA OpraHmn3auum YeTKO onpeaeneHsb;
B) NeKapCTBEHHbIE CPeACTBa AOCTaBNATCS Haanexawum nony4vaTensiM B COrnacoBaHHbIN Nepro BPEMEHW;

r) AOKyMeHTanbHoe ochopMrneHue OeWCTBUMA OCYLLECTBMASETCA B XOAE BbIMOSTHEHUA WM HEMOCPEACTBEHHO nocne
3aBepLUEeHNsi COOTBETCTBYOLLMX AENCTBUIA;

[1) OTKMOHEHMsI OT YCTaHOBIEHHbLIX MpoLieayp AOKyMeHTanbHO OQOPMMSAIOTCA M B WX OTHOLUEHWM MPOBOAATCH
paccrefoBaHus;

€) HeoOXoAMMbIE KOpPEeKTMpyloWmne W npedynpexgarlime OeNcTBUs NpeanpuHUMaloTCs  ONs  yCTpaHeHus!
OTKIMOHEHUIA 1 NpeaynpeXxaeHnst X NosIBNEHN B COOTBETCTBUM C NMPUHLMNAMM YNPaBNEHNS pUCKaMmn ANs kKadecTsa.

1.3. YnpaBneHue aeATenbHOCTLIO, NepeaaBaeMoun AnA BbIMOSIHEHUA APYTroMy ULy (ayTCOPCUHT)

12. CucTeMa kadecTBa BKItOYaeT B cebsi KOHTPOSib M aHanu3 OesiTENbHOCTKW, MepedaHHOM Ha ayTCOPCUHI U
OTHOCSILLIENCS K MPUOBPETEHMIO, XPAHEHWIO, TPAHCTMOPTUPOBKE, NMOCTABKE UMM IKCMOPTY. [esTenbHOCTb MO ayTCOPCUHTY
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OOJKHa y4nUTbiBaTb BO3MOXHbIE€ PUCKM ONA Ka4ecTBa U coaepXxaTb:

a) OLlEeHKY npuUrogHoCT U KOMMNETEHTHOCTU WCNONMHUTENA BbINONMHUTD obsasarenbLcTBa Mo O0rosopy AOOJKHbIM
o6pasoM, a TaKkKe MpOoBEepKy Haln4yuna y mncnoriHuTend HeO6XO,D,I/IMbIX paspelnTernbHbIX AOKYMEHTOB B COOTBETCTBUM C
3aKoHOOaTeNbCTBOM rocyaapCcTB-4J1€HOB;

0) onpepeneHne OTBETCTBEHHOCTMW, MOPSAKa B3aMMOOEWCTBUS CTOPOH M obmeHa wmHdopmauunen o OeNCTBUsIX B
paMKax MeponpuaTUA, OTHOCSLLMXCS K Ka4eCcTBY;

B) MOHUTOPWHT W aHanu3 OeATeNbHOCTU UCTIONHUTENS, a Takke onpeaeneHne U BHeApPeHe Ha perynsipHoi ocHoBe
Mep, HeoBXoOMMbIX SIS YyYLLEHUS!.

1.4. MOHUTOPUHI N aHanNU3 co CTOPOHbI PyKOBOACTBA

13. PykoBOACTBO OpraHv3auum SOIMKHO YCTaHOBUTL hOPMasniM3oBaHHbI MPOLLECC nepuogmyeckoro ob3opa cuctembl
kavyecTtBa. OB30p LOSMKEH BKMNtoYaTh B cebs:

a) OLIEHKY CTENeHU AOCTWKEHUS LIENen CUCTEMbI KAa4eCcTBa;

6) oueHKy nokasaTtenein 3gpeKTMBHOCTH, KOTOpble MOryT ObiTb MCMOMNb30BaHb! AN MOHUTOPUHra 3¢hdEKTUBHOCTH
TaKMX TPOLECCOB CUCTEMbI KAYeCcTBa, KaK KONMUYECTBO MPETEH3UA, OTKIOHEHWA OT YCTAHOBIEHHbLIX HOPM,
3(PHEKTUBHOCTL KOPPEKTUPYHOLLMX U NpedynpexaatoLinx AeUCTBUNA, U3MEHEHUSI B MPOLIECCaX, OT3bIBbl O AeATENbHOCTM
Mo ayTCOPCWHrY, MPOLIECCbl CaMONPOBEPKM (BKMOYAs aHanu3 PUCKOB WM ayauThbl), pesymnbTaTbl BHELLUHETO KOHTPOMS
(BKNtOYAsA MHCNEKLMN U ayauUTbl), BbISBNEHHbIE HECOOTBETCTBUSI, ayAUTbI KITMEHTOB;

B) N3MEHEeHUA, BHEeCEHHble B HOPMaTMBHbIE MNpaBOBbl€ aKkTbl, PYyKOBOACTBA, a TaKKe BO3HMKHOBEHME HOBbLIX
06CTOATENLCTB, CBA3AHHBLIX C KAYECTBOM, KOTOpPbIE MOIyT OKa3aTb BIIAHME Ha CUCTEMY YIpaBlieHUA Ka4eCTBOM;

F) MHHOBaL MW, KOTOPbIE MOTryT NOBbICUTb SCbQ)eKTI/IBHOCTb CUCTEeMbl Ka4eCTBa,
ﬂ,) M3MEHEHUS B 4ENOBOW cpene u noCtaBJiE€HHbIX Lendx.

14. PesynbTaTbl 00630pa CUCTEMbl KayecTBa CO CTOPOHbl PYKOBOACTBA [JOIMKHbI OblTb CBOEBPEMEHHO
OOKYMeHTanbHO odpopMrieHbl U AoBefdeHbl 40 CBEAeHUs NepcoHana.

1.5. YnpaBneHue puckamv Ans KayecTsa

15. YnpaBneHue puckamy ONsS KavyecTBa SBMSETCA CUCTEMATUYECKMM MPOLIECCOM OLIEHKW, KOHTpOnsi, oGMeHa
nHcpopmaLMern 1 ob3opa PUCKOB AN KauyecTBa IEKapCTBEHHbIX CPeAcTB. ATOT MPOLECC MOXET MpPOBOAUTLCH Kak
NepcrneKkTUBHO, Tak U PETPOCMEKTUBHO.

YnpasneHve puckamu Ons kayecTBa NPeanosiaraer, YTo OLEeHKa PUCKOB ANS Ka4ecTBa OCHOBLIBAETCS HA Hay4HbIX
3HaHMWAX, NPaKTUYECKOM OMbiTe paboThl M HanpaBfeHa Ha 3alWnTy 340poBbsA NaumeHTa. O6bem paboT No ynpaBneHuio
pyckamMn ANns kayecTBa M AOKyMeHTarnbHoe odopMieHne pesynbTaToB OLEHKU PUCKOB AOIMKHbI ObiTb COM3MEPUMBIMU C
ypoBHeM pucka. Npumepbl NpoLeccoB U UHCTPYMEHTOB MO YNPaBIEHUIO pUcKamMu NpuBeLeHbl B NpaBuiax Hagnexawen
NPOU3BOACTBEHHON MPaKTUKM EBpasninckoro 3KOHOMUYECKOrO CO3a, YTBEpXAaembix EBpasminckon 3KOHOMUYECKOW
KOMUCCUEN.

2. lNMepcoHan
2.1. MNprHUMN

16. BbinonHeHve TpeboBaHWIA Hagnexallen ONCTPUOLIOTOPCKOWM MPaKTUKM 3aBUCUT OT YEerOBEYECKOro dpakTopa.
OncTpnbbloTOp JOMKEH NMETb OOCTAaTOMHOE KONMMYECTBO KBanNMMLMPOBAHHOIO NepcoHana ans peLleHnsa BCcex 3agad,
3a KOTOpble OTBeYaeT opraHmsaums. Kaxabii paboTHWMK AOMmKeH 3HaTb M MNoHMMaTb TpeboBaHus Hagnexaiien
OUCTPUOLIOTOPCKOM MpakTUKM B 4acTW, Kacawlencsa ero gesarenbHocTu. Kaxabih paboTHMK OOMKEH MOHUMAaTb
WMHOMBUAOYanNbHY OTBETCTBEHHOCTb, KOTOPas AOMKHa ObiTb AOKYMEHTUPOBaHA.
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2.2. OTBeTCTBEHHOE NMULO

17. PyKOBOACTBOM ANCTPUOLIOTOPA AOMKHO ObiTb Ha3Ha4YeHO OTBETCTBEHHOe NuLo. OTBETCTBEHHOE NNLIO AOMKHO
COOTBETCTBOBATb KBaNM@MKaLMOHHBIM TPeOOBaHUAM, YCTAHOBEHHBIM 3aKOHOAATENbLCTBOM rOCyQapCTBa-yfieHa, U
obnagartb Heobxoaumon kBanudmkaumen (NpegnoyYTUTENsLHO dhapMaueBTUHECKUM 06pa3oBaHMEM), ONbITOM U 3HaHUSIMA B
obnactTm Hagnexawen guctpubbioumn. B oTOenbHbIX Cryyasix OTBETCTBEHHOE JIMLO MOXET WMETb He
hapmaLeBTMHECKOE 00OpasoBaHMe, B TOM 4ucrie npu  OucTpubbilouun paguodapMaleBTUYECKUX NpenapaTtoB -
obpasoBaHue B obnactu pagnoduonornm, aepHon usnkn unu pagmodusnki, Npu AUCTpUbbOLMN MEOULMHCKMX ra3oB -
obpasoBaHne m3nko-TexHu4eckoro npoduns. MNpodmne obpazoBaHUst OTBETCTBEHHOMO NMLA AOMKEH ObITb YCTaHOBMNEH
PYKOBOACTBOM MO Ka4ecTBY ANCTPMOLIOTOPA MCXOAA M3 ero HOMEHKIATYpbl TOBAPHBLIX NO3ULINIA NEKAPCTBEHHBLIX CPEACTB.

18. OTBETCTBEHHOE NULIO OOIMKHO BbIMOMHATL CBOM 00A3aHHOCTU NMYHO. [OCTYN K KOHTAKTam C OTBETCTBEHHbLIM
nuUOM JormkeH ObiTb obecneveH B MOCTOSIHHOM pexume. OTBETCTBEHHOE IMLO MOXET OenernpoBaTb 4YacTb CBOUX
00s13aHHOCTEN, HO HE OTBETCTBEHHOCTb.

19. lNonHOMO4YMs OTBETCTBEHHOIO NULA MO MPUHATUIO PELLEHWIA B paMKax CBOMX OOSMKHOCTHbIX 0Dsi3aHHOCTEN, a
TaKkke HeoOXoOMMble pecypcbl ANt WX BbIMOMHEHUs] OOIMKHbl ObITb oOnpeneneHbl AOMKHOCTHOW  MHCTPYKUMWEN.
OTBETCTBEHHOE IMUO AOMKHO ObiTb HaZeneHo YETKO OnpederieHHbIMM MOSTHOMOYMAMK, pPecypcamm U 30HaMum
OTBETCTBEHHOCTU, HEOOXOAUMBIMU NS BbINONTHEHNSI BO3ITOXEHHbIX Ha HEro 00SA3aHHOCTEN.

20. OTBeTCTBEHHOE NWULO [OOMKHO BLIMOMHATE CBOWM 00S3aHHOCTM Takum o6pa3oM, 4Tobbl AMCTPMOLIOTOP Mor
noaTBepanTbL cobnoaeHve Hagnexallen AUCTpubbOTOPCKOM NPaKTUKK.

21. K 06s13aHHOCTAM OTBETCTBEHHOrO NLIa OTHOCATCS:
a) obecneyeHve BHeOPEHNSA U NOAAEPKAHUST CUCTEMBI YNPABIIEHUS] KAYECTBOM,;

0) KOHUEHTpauus Ha ynpaBfeHUM YCTaHOBIIEHHOW OEATENbHOCTLIO U Ha obecnevyeHnM TOYHOCTU M KadecTBa
3anucewm;

B) obecriedyeHne BHeOpeHUst W nopaepXaHus nporpaMM MepBMYHOTO W Mnocrieaylollero obydeHus Ansi Bcero
repcoHana, BOBMEeYeHHOro B NPOLIECC ANCTPUOLIOLIAK;

) KOOPOVHMPOBAHWE M CBOEBPEMEHHAs OpraHu3aLums OT3biBa fiekapCTBEHHbLIX CPEACTB N3 00paLLeHUst;
n) obecneyeHre adheKTUBHOM paboThbl C NMPETEH3UsIMU NOKyNaTenen (nony4yarenen);
€) yTBEPXXAEHME NOCTaBLUMKOB 1 Nornyvarenei;

X) yTBEepXOeHve nepefayun Ha ayTCOPCUHI AeATENbHOCTU, NOTEeHUManbHO BNvsiioLLein Ha cobniogeHne Haanexaltei
OVNCTPUOLIOTOPCKOM NPaKTUKK;

3) obecrnedeHWe nNpPOBEOEHVS CAMOWHCMEKUMA B COOTBETCTBMM C YCTAHOBIEHHOW MEPUOAMYHOCTLIO U
MOAroTOBIIEHHOW NPOrPaMMON, a Takke NPUHSATUS HEOOXOAVMBIX KOPPEKTUPYIOLLIMX MEep;

VI) XpaHeHne HGO6XO,D,I/1MI:>IX 3anvcen, OTHOCSILLMXCS K aenermpoBaHHbIM 00sA3aHHOCTAM;

K)  NPUHATUME  pELleHWA  OTHOCUTENbHO  BO3BPALLEHHbIX,  OTO3BaHHbIX,  OTKIMOHEHHbLIX,  MPU3HAHHbLIX
HegobpokayecTBEHHbIMU, danbCUdULMPOBaHHBLIX JIEKAPCTBEHHBIX CPEACTB;

n) ogobpeHvie BO3BpaLLIEHMsI NTEKapPCTBEHHbIX CPEOCTB B KAaTEropuio NPUroaHbIX AN peanusaunuy;

M) obecneyeHne cobnogeHnst Nodbix JOMNONHUTENBHBIX TPEOOBaHUA, YCTAaHOBIIEHHBLIX B OTHOLLEHMN ONpenerneHHON
npoayKuMn 3akoHo4aTeNbCTBOM rocy4apcTB-4IeHOB.

2.3. NMpounn nepcoHan

22. ,D,MCTpVIGbPOTOp OOJDKEeH MMETb O0CTaToO4YHOEe KONn4ecTBO KBaJ'IM(i)MLI.VIpOBaHHbIX pa6OTHMKOB, BOBJ1€4EHHbLIX B
OeATENbHOCTL Mo D,VICTpI/IGbIOLI,VIVI NleKapCcTBEeHHbIX CPEACTB Ha BCEX ee aTanax. KonuyecTBo pa6OTHVIKOB onpenenderca
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obGbemamm BbINOMHAEMbIX pa60T n Tpe6OBaHI/IFIMVI 3aKoHoAaTeNnbCTBa rocyaapcTB-4J1E€HOB.

23. OpraHusaumoHHasi CTpyKkTypa OMcTpubbioTopa OOpMIISETCA B BMOE CXEMbl U YTBEPXKOAETCA PyKOBOAUTENEM.
DyHKUMKN, 06S3aHHOCTN N B3aMogencTBre paboTHUKOB AOMKHbI ObiTb YETKO 0O03HAYEHBI.

24, Ha p860THI/IKOB, 3aHMMarLmnxX KnoYveBble JOIMKHOCTU, OOITXHbI ObITb COCTaBIIEHbI OOJIKHOCTHbIE MHCTPYKUUKN, B
KOTOpPbIX onpegenAarnTcAa X JOJMKHOCTHbIE 06sa3aHHOCTK, a Takke nopAaAoK X 3amelleHna apyrmmm paGOTHVIKaMVI.

2.4. ObyyeHue

25. Bce paboTHMKN, BOBMNEYEHHbIE B AEATENbHOCTb MO AUCTPUObIOLMN NIEKAPCTBEHHbLIX CPEACTB, AOMMKHbI MPONTU
0by4eHne No Bonpocam, KacalLlmMMCs Hagnexaien oucTpubbioTOPCKON NPaKTUKK, MMETb HEOBXOAUMYIO KBanMdmMKaL Mo
[0 Ha4ana BbINOMHEHUS CBOUX AOMKHOCTHbIX 00A3aHHOCTEN.

PaBGoTHUKM [OMKHBLI NPOXOAWUTL MepBMYHOE M Mnocnedytollee oByvyeHne B COOTBETCTBUM C BLIMOMHAEMbIMA UMK
06513aHHOCTAIMA Ha OCHOBaHWM MCbMEHHO OCbOPMIIEHHBIX MpoLiegyp W nporpaMmbl oByyeHust. OTBETCTBEHHOE NNLO
OOIDKHO MoadepXkuBaTb KOMMETEHTHOCTb MepcoHarna B 00rnacTu  Hagnexaiwien OucTpubbloTOpPCKOM  MpaKTUKKM
NOCPEeACTBOM PErysipHOro 00y4YeHus.

[JononHutensHo obyyeHre OOMKHO BKIOYATh acnekTbl UAEHTUMKALUM NpoayKLUM U NpedoTBpaLleHust nonagaHus
B LieMnb NOCTaBk1 (PanbCULUPOBaHHbBIX NEKAPCTBEHHbIX CPEACTB.

26. lNepcoHan, paboTalwmin C NpoayKUMEW, B OTHOLLUEHUM KOTOPOW YCTaHOBIEHbl 6Goree >XecTkue YCrnoBusi
obpalleHns, [QOormkeH NPOWTWU creumarnbHyto noaroToBKy. [lpyMepamy Takol MpoAyKUMU SIBASOTCS OrHEoNnacHble,
B3pbIBOOMNACHbIE, NErkOBOCMIaMEHSIIOLLNECS, NErKOroproYmne, paanoakTMBHbIE MaTepuarbl, fiekapCTBEHHbIE CpPeacTBa,
noanexaiine ocoboMy KOHTPOMO B COOTBETCTBMM C 3aKOHOAATENbCTBOM OCYOApPCTB-YNEHOB, TepMonaburnbHble
rnekapcTBEHHbIE CpeacTBa).

27. 3anucu o nposeneHnn 06yqu|/|;| nognexar XpaHeHuo, a Sd.)CpeKTVIBHOCTb OﬁyquMﬂ OOJDKHa nepnogudeckun
oueHmMBaTbCA N OOKYMEHTUPOBAaTbCA.

2.5. NurneHa

28. [JomxHbl OblTb yCTaHOBMEHbI U OOIMKHbI COOMOAATLCA COOTBETCTBYHOLLME Npoueaypbl MO rurmeHe Tpyda w
NNYHOM TUrMeHe paboTHMKOB, MPUMEHMMbIE K OCYLLECTBINSIEMON OEATENbHOCTU. OTU MpOoLEeAypbl OOMMKHbI BKIOYaThb
TpeboBaHUsi, OTHOCSILLIMECS K 3A0POBbLI0, MMIMEHE U OAEXAE.

3. NMomelueHus n obopynosaHue
3.1. MpnHUMN

29. OvcTpubblOTOp OOMKEH WMETb NPUrodHble MOMeELLeHUs, obopygoBaHue ans obecnedeHus Hagnexailero
XPaHEHUS] N PacnpoOCTPaHEHMS NIEKAapCTBEHHbLIX cpeacTB. MoMeleHns LOmKHbI BbiTb YNCTBIMU, CYXUMK, B HUX OOIMKHbI
noaaepxuBaTbcsi Tpebyemble TeMNePaTYPHbIA PEXUM U BITAXKHOCTb.

3.2. NMomeleHun

30. lMomeweHnsa [OMKHbI ObiITb CNPOEKTUPOBaHbl MW NpucnocobneHbl Takum obpasom, 4Tobbl obecnednTb
cobntogeHne TpebyeMblx YCroBui xpaHeHust. OHM OOMKHbI ObiTh 3aLULLIEHHLIMW, MPOYHBIMK K obnagaTb AoCTaTOYHON
BMECTMMOCTbIO Ans 6e30MnacHOro XxpaHeH s NiekapCTBEHHbIX CpeacTB U obpalleHnst ¢ HUMK. [ns obecnedeHms TOYHOCTU
1 6e30MacHOCTM BCEX MPOBOAUMBIX OnepaLni 30HbI XpaHEHNS1 LOIMKHbI MIMETb HaAneXallyt OCBELLEHHOCTb.

31. B cnyyae ecnu nomMeLleHve He NpUHagnexuT HenocpeacTBEHHO AUCTPUOLIOTOPY, AaHHOE NMOMELLEHVNE MOXET
MCMNONb30BaTbCA AMCTPUOBLIOTOPOM MO A0roBopy apeHdbl (cybapeHabl) nnbo Ha OCHOBaHUM MHOTO  BELLHOro
(vmyLLlecTBEHHOrO) UK 06sA3aTenbCTBEHHOTO npaBa. [lomelueHns, Mcnonb3yemble Ans XpaHeHWs NekapCTBEHHbIX
CpeacTB, OOMKHbI BBOOUTLCS B 9KCMMyaTauuio B COOTBETCTBMM C 3aKOHOAATENbCTBOM rocy4apCTB-4EHOB.
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32. JlekapcTBeHHble CpeacTBa [OOSMKHbI XPaHUTbLCS COOTBETCTBYIOLWMM 00pa3oM B BbIOEMEHHLIX U YETKO
00603HaY€eHHbIX 30HaX, JOCTYM B KOTOpbIE paspelleH TOfbKO MepcoHany, umetowemy Ha 3To npaeo. Jltobas cuctema,
3aMeHsiolas  M3NYeckoe pasfeneHve 30H XpaHeHus (Hanpumep, KOMMbITEPU3MPOBaHHAs CUCcTema), AOrmkHa
obecne4vnBaTb 3KBUBASNEHTHbIV YPOBEHb 6&30MacHOCTM 1 BbiTb BanvaupoBaHa.

JlekapcTBeHHble CpeacTBa, B OTHOLUEHWM KOTOPbIX HE MPUHATO OKOHYaTenbHoe pelleHve o6 obpalueHnn unu
obpalleHne KOTOpbIX MPUOCTAHOBMEHO, AOSMKHbI ObiTb M30MNMpoBaHbl NMGO ¢m3nyeckn, nNMbo C MNpPUMEHEHUEM
SNEKTPOHHON cUCTeMbl, obecnednBaloLLen 3KBMBaneHTHoe pasgenerve. [JaHHoe TpeboBaHWe OTHOCUTCH, Hanpumep, K
no6or NpoayKumMM ¢ Noao3peHnem Ha hanbcudmKaLunio 1 K BO3BPaLLLEHHOW Npoay KLMK.

JTioBas danbcrndmumpoBaHHas NpodyKuus, NPOAYKUUS C UCTEKLWMM CPOKOM FO4HOCTM, OTO3BaHHasi NMpogykuus, a
Take 3abpakoBaHHas (OTKMOHEHHas B LieNW MOCTaBKW) NPOAyKUMs SOIMKHA OblTb HEMELMEHHO (hn3ndecKM n3onupoBaHa
N pasMelleHa B crneumanbHO BblAENEHHOW 30He, OTAENEeHHOW OT OPYrMX JNeKapCTBEHHbLIX CPEACTB, MPUrOAHbIX ANis
ancTpubbiouumn. JlekapcTBeHHble CpeacTBa, NosyYeHHble U3 TPETbUX CTPaH M He NpedHa3HavYeHHble Ansi oOpalleHns Ha
pbiHke Coto3a, Takke JOIMKHbI ObiTb (U3NYECKN M3ONUPOBAHbI.

MpeanpuHATble Mepbl 6e30MacHOCTU [OMKHLI rapaHTUpOBaTh, YTO [aHHble 30HbI oBecneqVBaloT XpaHeHue
NpoayKUUM OTAEMbHO OT NeKapCTBEeHHbIX CPEACTB, NMPUroAHbIX AN AUCTPUOLIOLMU, U B YCMOBUAX, UCKMIOYAOLNX UX
nocTynneHve B cBoboaHoe obpalleHre. [laHHble 30HbI A0MKHbI BbiTb MAEHTUMLMPOBaHbLI (0603HaYeHb!) Haanexalm
06pasoM 1 3allimiLeHbl OT HenpaBoOMEPHOro A0CTyna.

JlekapcTBeHHbIe cpeacTBa, Tpebytowme ocoboro obpalleHust (HanpuMep, HapKOTMYECKME CPEACTBa, NMCUXOTPOMHbIE
BelllecTBa U NpeKypcopbl, sabl (300BUTbIE BelecTBa), Apyrne onacHble BellecTBa), AOMMKHbI XPaHUTLCS B YCIIOBUSIX,
COOTBETCTBYHOLLMX TpeboBaHUSIM 3aKOHOAATENbCTBA rOCYAapCTB-41EHOB.

Pauwocbapmauesmqecme N apyrme onacHble rnekapCTBeHHble cpeacTBa, a Takke orHeonacHble U B3pbiBOOMacCHbIE
JleKapCTBEeHHblE CpeacTBa (HaanMep, MeanUunHCKMe rasbl, JierkoBocnmiameHarwmneca XnakocTtn n teepable BeLIJ,eCTBa)
OOJDKHblI XpaHUTbCA B cneunarnibHO OTBEAEeHHbIX 30HaxX B COOTBETCTBUM C 3aKOHOAATENMbCTBOM rocyaapcTB-4sieHOB C
npumMeHeHnem CooTBEeTCTBYOLNX Mep 6e30nNacHOCTN 1 AOMKHbI ObIThb 3alUMLLEHbl OT HenpaBoOMepHOro Aoctyna.

33. B 30Hax NpueMKU K OTrPy3KM OOMKHbl OblTb obecneyeHbl 3alimMTa OT BO3AEUCTBUS MOroAHbLIX YCIOBUNA,
afeKBaTHOE pasfeneHne 30H MPUEMKKM, OTIPY3KM M XpaHEHWsl, a Tawkke AOMkKHbl ObiTb paspaboTaHbl Mpoueaypsbl,
onpeaensiioLme NopsAoK OCYLLECTBINEHNS KOHTPOMS 32 BXOAALMMU U UCXOOSALLMUMM MOTOKaMM NIEKAPCTBEHHbIX CPEaCTB.
[omkHbl BbITb cneumnanbHO onpenerneHbl U obecnedeHbl HagnexalmMm obopyaoBaHNEM 30HbI MPUEMKN, UCMONb3yeMble
A0S IPOBEPKU MOSTyYEHHOM NPoaYy KUK,

B 30He npremkn gorkHa GbITb NpegycMoTpeHa o4ncTka Tapsbl.

34. Heobxogumo obecneunTb Hanuunme OxpaHHOM CUCTEMbI, MO3BOMANLWEN NpeaoTBpallaTb HernpaBoOMEpPHOe
NMPOHNKHOBEHNE B IHOOble MOMELLEHUS C KOHTPONMpyembiM gocTynom. [lpenynpeanTtenbHble Mepbl, Kak MnpaBuIo,
OOMKHbI BKMOYaTbh B Ce0S OXpaHHYHO CUrHanmsauumio C CUCTEMOW MOHUTOPWHIA M MPOMYCKHOW pexum. Nocetutenu He
OOIMKHbI HAXOAUTLCS B NMOMELLIEHNSIX 663 CONPOBOXAEHUS.

35. MNomelLieHnst 1 0bopyaoBaHMe ANs XpaHEHUs! OOMKHbI ObITb YACTLIMU, B HUX HE OSMKHbI HAKannMBaTbCA Mbifb U
Mycop. [omkHbl GblTb B HanuyMu nporpaMmbl, OOKYMEHTMPOBAHHbIE MPOLEedypbl, 3arnvMcu Mo OYMCTKE MOMELLEHUA U
obopynosaHus. OGopyooBaHWe, UHBEHTapb M MaTepuarnsbl, Ucronb3yemble Ans yOopku (OYMCTKM), a Takke MoKoLLMe U
Ae3nHmuMpyoLLMe cpeacTBa AOSMKHbI BbIOMPATLCS, MCMONb30BaTbCH U XPaHUTbCS TakMMm 0Opa3om, YToObl OHM He
ABUNUCH UCTOYHUKOM KOHTaMUHALUW.

36. MomelleHnss OOMKHbI BblTb CMNPOEKTUPOBaHbI U OCHallleHbl TakMm obpa3oM, 4YTobObl obecnevnTb 3aliuTy OT
MPOHWKHOBEHMS] HACEKOMbIX, [pPbI3yHOB WNM  APYTUX KMBOTHbIX. [lomkHa OblTb paspaboTaHa nporpaMma
NpodnNaKkTUIECKoro KOHTPONs BpeauTenei.

37. KomMHaTbl 0TabIXa, rap,u,epoGHble KOMHaThbl, AylleBble N TyaneTtbl And pa6OTHVIKOB OOMKHbI ObITb Haanexawnm
obpa3om oOTAeneHbl OT 30H XpaHeHus. Hamuune nuweBbIxX npoaykKToB, HaMNUTKOB, TabayHbIX M3OENU, a Takke
JIeKapCTBEHHbIX CpeacTB And JIMYHOIro NCnofib3oBaHnA B NOMeLLEHUAX CKnaaa 3anpeLleHo.

3.2.1. KoHTpornb 3a TeMnepaTtypomn u ycrioBusiMm nponsBoACcTBEHHOWU cpeabl NOMeLLeHUs

38. [OomkHbl OblTb B HanmuuuMM COOTBETCTBYHOLLEe oOOpydoBaHWe, a Takke pernameHTvpyloLliMe npoueaypsl
OOKYMEHTbI (HanpuMep, CTaHOapTHbIE OnepauMOoHHbIE NMPOLEAypbl) ANsl KOHTPOMsS 3a YCHOBUSIMUA MPOU3BOACTBEHHOM
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cpenpbl NoMeLLeHs.

K ycrnoBusam npov3BOACTBEHHON cpedbl MOMELLEHUs,, KOTOpble MOryT noTpeboBaTb KOHTPOMS, OTHOCHTCS
TemnepaTypa, OCBELEHHOCTb, BMNaXHOCTb U YANCTOTa B MNOMELLIEHMSIX.

39. HeobxoauMo BbLINOMHWTL MepBoOHaYanbHOe U3yyeHue pacnpefeneHuss TemnepaTypbl (TemnepaTypHoe
KapTUpoBaHME) B MOMELLEHUSIX ON1S XpaHeHUst neped HavaroM WX WUCMOofib30BaHWMs C  COOMOOEHWEM YCITOBUMA,
oTpaxarlUuMx napameTpbl akcnnyartaumun. OBopynooBaHue ANS KOHTPOMNSA TemrepaTypbl AOMKHO ObiTb pasMelleHo B
COOTBETCTBUM C pesynbTaTaMu aHanm3a TemnepaTypHOro KapTupoBaHUsi B TOYKax Havboriee 3HauMTenbHOro konebaHus
Temnepartypbl.

TeMHepaTypHoe KapTupoBaHue HeO6XO,D,I/IMO NOBTOPATbL B COOTBETCTBUMU C pe3ylibTaTaMn aHanm3a puckos UIn B
cny4yae CyuleCTBEeHHbIX M3MEHEHWUN B yCTpOVICTBe nomeLleHna nnm o6opynosaH|/|V| OnNnA KOHTpOoNnA TeMnepartypbl.

B cnyyae ecnv nnowagb NOMELLIEHWIA, UCMONb3YEeMbIX AN XPaHEeHUS NMPU KOMHATHOW TemnepaType, He NpeBbillaeT
HECKONbKMX KBafpaTHbIX METPOB, AOSMKeH OblTb MpoBedeH aHanuM3 MnoTeHUManbHbIX PUCKOB (Hampumep, Hanuuus
OTOMUTENbHbIX NPUOOPOB) U 0GOpPyOOBaHME AONS KOHTPONS TemnepaTypbl AOMKHO ObiTb pasMeLLeHO B COOTBETCTBUN C
pesynbTaTamu aHanusa.

3.3. O6bopyanoBaHue

40. ObopynoBaHve, okasblBatoLLee BUSHUE HA XpaHEHWE N peanu3aumio fiekapCTBEHHbIX CPeACTB, NPOEKTUPYETCS,
pasmMeLlaeTca M OOCNyXMBAETCA COMMACHO MHCTPYKUMSM MO €ro MCMoNb30BaHMio (akcnnyatauun). [dormkeH ObiTb
YyTBEPXOEH MIaH TeXHUYEecKoro obcnyxuBaHusi HaMboree 3HaA4YMMOro Ansi BbINOMHEHUs COOTBETCTBYHOLLUX Onepauui
obopyaoBaHuS.

41. ObopyanoBaHve (cpeacTBa M3MEPEHUI), UCMONb3yeMoe AN KOHTPOMsl UM MOHUTOPMHIa YCIOBUIA XpaHEHWs
riekapCTBEHHbIX CPEACTB, AOMKHO BbiTb NOBEPEHO B Nopsiake, YCTaHOBIIEHHOM 3aKOHOAATENbCTBOM roCy4apCTB-4EHOB,
N OTKannbpoBaHO B OMNpefeneHHble MEXMNOBEPOYHbIE WHTEpPBarnbl WMCXOOS W3 aHanmMsa pPUCKOB W HadeXHOCTU
obopynoBaHusi.

Mpn kannbpoBKke 0bOOpPyAOBaHUS AOMKHA ObiTb obecrnedeHa MEeTponormyeckas NPoCHeXMBaeMOCTb UCMOSb3YeMbIX
9TanoHOB K HaLMOHanbHbIM UNN MeXAyHapPOAHbIM 3TanoHam eauHULL BENUYUH.

42. [Insi onepaTMBHOIO BLISIBIIEHNS OTKIMOHEHUA OT TpebyembiX YCIOBUM XPaHEHWS HEeOOXO4MMO WCMOMb30BaTb
COOTBETCTBYIOLUME CUCTEMbI CUrHanM3aumMn. YpOBEHb OMOBELLEHMS [OSMKEH OblTb YCTaHOBMEH COOTBETCTBYHOLLMM
obpaszom. Cuctembl CurHanusaumm AOMKHbl MNEepPUOLOMYECKM TecTMpOoBaTbCA [AMisi obecrnedeHus ux Hagnexaiero
dYHKLMOHMPOBAHUS.

43. Onepauum No peMoHTY, 0B6CNy>XMBaHMIO, MOBEPKE U KannubpoBke 060pPYyL0BaHNS AOMKHbI OCYLLECTBASATLCS TaKUM
0bpa3om, 4TOObl Ka4yeCTBO JEKAapCTBEHHbIX CPEACTB He MogBeprariocb HeraTMBHOMY BRvsiHWIO. [lpu HeobxoammocTu
OOMmkeH ObITb co3aaH pe3epBHbI OHA NPUroaHbIX 000pya0BaHMS U CPEeACTB U3MEPEHWIA NS NCMONb30BaHUS BO BPEMS
PEMOHTA, 0BCY>XMBaAHMS UM MOBEPKU.

44, Onepauum MO PEMOHTY, OOCNyXMBaHUIO W KannbpoBke Hauboree 3Ha4YMMoro obopyaoBaHMS OOMKHbI ObiTb
COOTBETCTBYHOLLMM 00pa3oM LOKYMEHTaNbHO OhOpMIIEHbI, [OKYMEHTaUUsSI [OMMKHA ObITb coXpaHeHa.

K Hanbonee 3HauyvmMomy oOOOpYOOBaHUIO OTHOCATCS KOHAMLMOHEPHI, XONoAWNbHbIE Kamepbl (XONOZUIbHUKM) MIn
YCTPONCTBA, OXpaHHasi N MNoxapHasi CUrHanusauusi, CUCTEMbl KOHTPOMS [OCTyna, BEHTUNSILMOHHAsS cuctema, cuctema
YBRAXHEHMA 1 (MN) OCYLLEHUS BO34yXa, TEPMOrMIpOMETPbl (MCUXPOMETPbI) MM UHOE 0BOopyaoBaHWE, UCMOMb3yemoe
Ons perucTpauum TemnepaTypbl U BNaXXHOCTK, a Takke 06opyaoBaHme, UCNonb3yemoe AS1st TPaHCMOPTUPOBKM.

3.3.1. KomnbloTepusanpoBaHHbie CUCTEMBI

45, I'Iepep, Ha4valrioM uncnorib3oBaHnA KOMI'IbPOTGpVISMpOBaHHOVI cucTembl Heobxoaumo npogemMoHCcTpupoBatb C
nomMmouibo Banupauun unn BepI/IC*)I/IKaLI,VII/I, 4yTO cucTema crnocobHa nony4yatb 3adaHHble pe3ynbTaTtbl TOYHO,
e,D,VIHOO6p33HO 1 BoCnpounssoanmo.

46. JomkHo ObiTb B HanmM4Mum NUCbMEHHOE OeTanbHoe onuncaHue KOMNbIOTEPU3NPOBAHHON CUCTEMDI (BKJ'HOLIaFI no
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BO3MOXXHOCTM AuarpaMmbl). Takoe onvncaHue AOMKHO NOoAAEePKMBATLCS B aKTyarlbHOM COCTOSIHUM M OOMKHO BKIOYaTb B
cebs npuHUMNbI, Lienu, Mepbl 6e3onacHocTW, 00nacTb NMPUMEHEHWUS! U OCHOBHbIE (UYHKLMOHaNbHble OCOGEHHOCTU, a
TakkKke NopsiAoK UCMONb30BaHWS U MHTEPdec Ans B3aUMOAENCTBUSA C APYTMMM CUCTEMAMW.

47. BBoa AaHHbIX B KOMNbOTEPU3INPOBAHHYO CUCTEMY WUIN UX U3MEHEeHME OOJIKHbl OCYLUECTBNATLCA TOJIbKO
paﬁoTHMKaMM, OTBETCTBEHHbLIMM 3@ OaHHbIN BUA, pa60TbI. KOMI'IbI'OTepI/ISI/IpOBaHHaFl CcuctemMa OOoJpKHa perncTpupoBaTtb
BCE M3MEeHEHUA B CUCTeMe C yYKa3saHueM nosib3oBartensd, cosepLiaroiero 3T USMeHeHu4.

48. [ormkHbl BbiTb NPeayCMOTPEHbI (U3NYECKNE UMW INEKTPOHHBIE CPeacTBa ANs 3alUMTbl AaHHbIX OT CIly4anHoro
WUNN HEMPaBOMEPHOrO BHECEHUS M3MEHEHWA. [1OCTYNHOCTb COXPaHEHHbIX AaHHbLIX OOMMKHA PerynsipHO MNpPOBEPATLCS.
Heobxoanmo Ha perynsipHo OCHOBE CO3[aBaTb PE3EPBHbLIE KOMUM COXPaHEHHbIX AaHHbIX. Pe3epBHble KOMWU AaHHbIX,
BBEOEHHbIX B KOMMbIOTEPU3NPOBAHHYIO CUCTEMY, LOIDKHbI XPaHWUTbLCS B COOTBETCTBMU CO CPOKaMW, YCTaHOBIIEHHbLIMU
3akoHOAAaTENbCTBOM rOCy4apCTB-4YIIEHOB, HO HE MeHee 5 NeT, B 30NMpoBaHHOM 1 6e30nacHOM MecTe.

49. [omkHbl BbITb NMpeayCMOTPEHbl NpoLenypbl, Onpenensiowmne nopsigok AencTemn B cnydae cboeB B pabote
CUCTEMbI UIK BbIXO4a ee U3 CTPOsi, a Takke Mepbl N0 BOCCTAHOBMNEHUIO OaHHbIX.

3.3.2. Keanudmkauua v Banmaauus

50. OpraHusaums gormkHa onpeaenuTb Knoyesoe 0bopyaoBaHve 1 NPOLIECChl, KOTopble noanexar keanudmkaumm n
(vn) BanMpaumMm C LENblo NOATBEPXAEHVS Haanexallero MoHTaxa u akcnnyatauun. O6beMm NpoBOAMMbIX paboT Mo
kBanudmkaumm n (unu) Banugauum (Hanpumep, xpaHeHne, NoaroToBka K OTrpy3ke M yrnakoBka) onpeaensieTcs Ha OCHOBe
[OKyMeHTanbHO 0(POPMIEHHOro aHanM3a PUCKOB.

O6opynoBaH1e 1 npoLecchl AOMKHbI BblTb KBanUdUUMpoBaHb! 1 (MNW) BanMaMpoBaHbl OO Havana aKkcnnyaTtauum
nnu nocne nMo6oro 3Ha4UTENbHOIO U3MEHEHVs (HanpuMep, Nocre PEeMOHTa Ui TEXHUYECKOro 06CYXBaHMS).

MpoBegeHne BanvgauumM unu Keanudmvkauum odOPMNSETCA OTYETaMKW, B KOTOPbIX AOIMKHbI ObiTb 060OLLEHbI
Mony4YeHHble pesynbTaThl, a Takke AaHbl OObACHEHUS BbISIBIEHHBIM OTKITOHEHMSIM.

51. OTKNOHEHMS OT YCTAHOBMEHHbIX MNpOLenyp AOKYMEHTanbHO OdOopMNATCS, pa3pabaTbiBaloTCcs Mepbl,
HanpaBlieHHblE Ha WX YCTpaHeHVe, a Takke Ha npedoTBpalleHue KX nosiBneHus B Oyaywiem (KoppekTupytowme u
npegynpexgawowme genctens). HeobxooumMocTb OCYLLECTBIIEHNS KOPPEKTMPYIOLWMX U NpegynpexgatrLlmx SeNCcTBUN
onpeensieTcss Ha OCHOBE CTaTUCTMYECKOro MPOrHo3MpoBaHuS (nNpuyMeHeHne banecoBCKMX Mogenen NporHO3NpoBaHUs ),
NPVYMEHEHMS KOHLIENLUN aHanm3a dhapMaueBTUYECKMX PUCKOB U MHCTPYMEHTOB MO YNPaBIEHWNIO pUCKaMK, NPUBELEHHbIX B
npaesunax Hagnexaiien npom3BoaCTBEHHOM NPaKTUKN EBpPasnMinCKOro SKOHOMMYECKOrO Coto3a. [ ormkHbl ObiTb NMOnyYeHbl
[oKasaTenbCcTBa YCMELWHON Banvgaumm M MpueMIeMOCTU Mpolecca unu obopyLoBaHWUsi, KOTOPble YTBEPXOAKTCSA
COOTBETCTBYHOLLMMN PabOTHUKAMW.

4. [lokyMeHTaums
4.1. MpuHUMN

52. Hagnexallasi AOKyMeHTauus SIBNSIETCS HEOTbEeMIEeMO YacTbio CUCTEMbl KayecTBa. 3adavamu OOKyMeHTauun
ABMATCA NpPefoTBpaLleHne OLLIMOOK, KOTOpble MOrYT BO3HMKaTb BCINEACTBUE YCTHON KOMMYHUKaLUK, U OTCIEXuBaHue
oTAenbHbIX onepaLuii B NpoLecce AUCTPUDLIOLIMK NeKapCTBEHHbIX CPEaCTB.

4.2. O6wue TpeboBaHuA

53. K OOKyMeHTaLuM OTHOCATCA: MUCbMEHHbIe NPoLeaypbl, UHCTPYKLWK, AOrOBOPLI, 3anMCK, OTYETbI, NPOTOKOMbI
UCMbITaHWA 1 ApyrMe OyMaXKHble WIN 3NEKTPOHHbIE HOCUTENM WMHAGOPMaLMM, Ha KOTOPbIX PErMcTpupyoTCA AaHHbIe.
[lokyMeHTaLms aomkHa BbITb Nerko 0CTyNHa Ansg nepcoHana aAucTprbbloTopa M BoCCTaHaBnBaema.

54. ObpaboTka nepcoHanbHbIX AaHHbIX PaGOTHWMKOB ANCTPUOBLIOTOPA, MWL, HaNPaBMBLUNX NMPETEH3MM, a Takke NbbIX
Apyrux u3an4eckux nNuL, oCyLLECTBNSAETCA B COOTBETCTBUMM C TpeboBaHUAMM 3akOHOAATenbLCTBa rocyAapCTB-YNEeHOB,
npegycmaTpyBaloLLMMN NOPSOoK 0O6paboTkn, XpaHeHUs MEepCoHarnbHbIX AaHHbIX, BKMOYas nepegadvy nepcoHanbHbIX
AaHHbIX TPETbUM fMLaM.
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55. [1okymMeHTauus OormkHa B JOCTATOYHOM CTENeHN oxBaTbiBaTb BCE MPOLECCHI, BbIMOMHAEMbIE AUCTPUOLIOTOPOM,
N BbITb MOHATHON paboTHMKaM. TeKCT AOKYMEHTOB [AOMMKEH ObiTb O4HO3HAYHbLIM, HE OOMYyCKatoWWUM ABYCMbICIIEHHbIX
TOMKOBaHWIN 1 OLLNOOK.

56. Mpoueaypbl OOMKHbLI ObITb YTBEPXKAEHbLI, MOANMCaHblI U OATUPOBaHbI OTBETCTBEHHLIM JMLOM. [ OKyMeHTauums
OOMmkHa ObiTb YTBEpXAeHa, noanvMcaHa 1 gaTupoBaHa crneumnanbHO Ha3HaYeHHbIMM NMLaMK, COrMacHO YCTaHOBMEHHbIM
TpeboBaHusIM. [JOKyMeHTaums He JoMmKkHa 0dhopMNATLCA OT pyku. B Tex crny4dasix, korga BHECEHWE PYKOMUCHBLIX 3anvcen
HeobxoanMO, AOMKHO BbITb NPEAYCMOTPEHO HaNMMYne HeobXoaUMbIX MONEN.

57. Jliobble ucnpaBreHnsi, BHECEHHbIE B AOKYMEHTaLWIO, AOSKHbI ObiTb AaTUpPOBaHbl U MOANUCaHbI, UCTpaBrieHVs
JOIMKHbI ObITb BHECEHbI TakMM 06pa3oM, YTOObI CoXpaHanach BO3MOXHOCTb NPOYTEHWS NepBoHaYanbHbIX 3anucei. Mpu
HeoOXOAMMOCTY CrieayeT yKasblBaTb NPWUYMHBI BHECEHWS UCTIPABIEHUN.

58. [lokyMeHTauus MOANEXWT XpPaHEeHUI0 B TEYEeHMe CpOKa, YCTaHOBMEHHOIO 3aKoHOO4ATENbCTBOM rOCYOapCTB-
YneHoB, HO He MeHee 5 nert. MNepcoHanbHble AaHHble PaGOTHMKOB AOMKHbLI ObITb YHUYMTOXEHbI MM 06e3NnYeHbl, Kak
TONBKO MX XpaHeHue nepectaeT TpeboBaTbCcs AN Lenen ANCTPUObIOLUM NEKapCTBEHHbIX CPEACTB.

59. Kaxablit paGoOTHWK AOMKEH UMETL ONEPaTMBHbBIV JOCTYN K JOKYMEHTaLUU, HEOOXOAMMOW A5 BbINOMHEHUS CBOWX
[OOIMKHOCTHbIX 06513aHHOCTEN.

60. Ocoboe BHUMaHWE [OOITKHO yoenaTbCAa MCnorib3oBaHUIo Ll,eVICTBleLLI,MX N yTBepXaeHHbIX B YyCTaHOBJIEHHOM
nopaake npoueayp. LormkHbl ObITb YEeTKo 0003Ha4YeHbl HaMMEHOBaHME W LENb OOKyMeHTa. ,D,OKyMeHTbI OOJIXHbI
perynapHo nepecMatpuBaTtbCa U nogaepXmBatbCA B akTyalibHOM COCTOAHUW. K npouenypam Heobxoaumo NPUMEHATb
KOHTPOIb Bepcvu7|. OomkHa cyulecTBoBatb cCuUcTema, npeaoTepallaollas HenpegHamepeHHoe WcCnorb3oBaHue
yTpaTVIBLLIeﬁ cunbl pegakumn OOoKyMeHTa. YCTapeBLLIMe nyTtpatmeLine cuny pegakumm OOKyMeHTOB, pernamMmeHTUpyowmx
npouenypsbl, AOJKHbI U3bIMaTbCA U3 /J,OKyMeHTOO60pOTa N apxmBMnpoBaTbCA.

61. [OomKHbl COXpaHATbLCS 3anvcK, OTHOCSILLMECS K BbIMONTHEHUIO BCEX OEUCTBUIA, KacalolUMXCsl MOMNyYeHHON unu
MOCTaBMEHHOW MPOAYKLUMW, a TaKkke 3anncu Mo OkasaHU OpoKepckux ycnyr (Hampumep, 3asiBKW, CYeTa, TOBapHble
HaKnafHble) Unv Apyrue 3anucu B 3N1eKTPOHHOM BUAE UK UHOW dhopMme.

3anMcu OomKHbl BKIKOYaTb  Kak MUHAMYM  CleayroLwyro Mchopmau,mo: ara, HaunmeHOBaHME J1eKapCTBEHHbIX
cpeacTB, KonnyecTBoO I'IpVIOGpeTeHHbIX N TMOCTaBJ1€HHbIX J1eKapCTBEeHHbIX CpeacTB, HanMMeHoBaHWMe W afpec
NnocCTaBLMKa, nony4darena unu rpysonony4arend (B 3aBMUCUMOCTU OT TOro, 4TO I'IpI/IMeHI/IMO), a TakKkke HoMep cepun.

3anucu OOIMKHbI ObITb caenaHbl HenocpeaCTBeHHO B MOMEHT OCYyLLEeCTBI1EHNA COOTBETCTBYHHOLLNX OI'IGpHLI,I/IVI.

5. Mpouecc AMcTpMOBLIOLIMK NeKapCTBEHHbIX CPEeACcTB
5.1. MpuHUMnN

62. Bce pelicTBuA OUCTpUOBLIOTOpPa [OOMKHBI OCYLUECTBMNATLCA TakuMm o6pasoM, 4YTobbl He Obina yTpadeHa
WOEHTUYHOCTb NekapCTBEHHbIX CPEACTB 1 cobnioganuck TpeboBaHUs, ykadaHHble Ha YMaKoBKe NeKapCTBEHHbIX CPeacTB.
OVCTpMObIOTOP  OOMKEH  NpuHMMAaTb  HeobxoauMble  Mepbl AN MUMHUMM3aLMM  pUcKka  MPOHWUKHOBEHUS
hanbcUMLMPOBaHHbIX NeKapCTBEHHbIX CPeacTB B LieMnb peanusaLuu.

63. OuncTpubbioumn nognexart cregyroLmne nekapcTBeHHbIE CpeacTaa:
a) 3aperncTpupoBaHHbIE B COOTBETCTBMW C 3aKOHOAATENbCTBOM FOCYAapCTB-4/1EHOB;
0) 3aperMcTpmpoBaHHbie B COOTBETCTBUM C aKTamu, BXoaswmmm B npaso Coto3a;

B) He3aperucTpupoBaHHble U (Mnn) BBO3MMblE (BbIBO3MMbIE) B COOTBETCTBUM C 3aKOHOAATENbLCTBOM FOCYyOapCTB-
YrIeHOB M akTamu, BxoasLmMMmn B npaso Cotosa.

64. OucTpubbioTop, Kpome AepxaTensa (Brnafdenbla) pervcTpalMoHHOTO YAOCTOBEpPEHMsI (TOProBOW IULEH3WN),
KOTOpbI NPUOBPETaET NekapcTBeHHOe CpeacTBO B APYroM rocyaapcTee-yrieHe, 0bsi3aH yBeAOMUTbL O CBOEM HamepeHun
aepxarens (Bnagenbua) perncTpaunoHHOTrO YOOCTOBEPEHUS, a Takke YMOJIHOMOYEHHbI opraH rocyaapcTBa-yreHa, B
KOTOpoe npeanonaraeTcsi NoCTaBUTb NEKAPCTBEHHOE CPEACTRO.

65. Jlobble OencTBMS, BhINOMHSEMbIE COMMACHO MOMOXEHUAM HaCTOSILLErO noapasaena, OOMmKHbl ObITb NOMHOCTBLIO
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ornncaHbl B COOTBeTCTByIOUJ,eVI OOKyMeHTalun CUCTEMbI Ka4eCTBa.

5.2. OueHKa nocTaBLMKOB

66. OuctpubbioTop 00583aH Nony4YaTtb fiekapCTBEHHbIE CPEACTBA TOMbKO OT OpraHU3aLmin, UMEOLLMX pa3peLleHne Ha
OCYLUECTBIIEHNE [OEATENbHOCTU MO  MNPOM3BOACTBY WM AUCTPUOLIOLMM  NTIEKApPCTBEHHbIX CPEACTB, BblgaHHOe
YNOITHOMOYEHHbLIM OpPraHOM.

OncTprbbloTop, NpuobpeTaroLuin nekapcTBEHHbIE CPeACTBa Y OPYroro AMCTpubbLIOTOpa, OOIMKEH YAOCTOBEPUTHLCS,
YTO MOCTaBLLMK JIEKAPCTBEHHbLIX CpedcTB cobniogaer TpeboBaHMA Haanexallen AUCTpUObLIOTOPCKOM NPaKTUKM U UMeET
paspeLleHne Ha OCYLLECTBIEHWE AaHHOMO BUAA AEATENbHOCTY, BblAAHHOE YNOTHOMOYEHHLIM OpraHOM.

Ecnn nocTaBka nNeKapCTBEHHbIX CPEACTB OCYLIECTBMAETCA Mpu y4dacTuu OGpokepa, OUCTPUOLIOTOP [OMKEH
yAOCTOBEPUTLCS, YTO GpOKep 3aperncTpupoBaH B YCTaHOBIIEHHOM MNOPSIAKe.

67. MeponpuaTvs No OueHke U 0J0BpEeHMI0 MOCTaBLUMKOB AOMKHbI OblTb BbINOMHEHbI AMCTPUOLIOTOPOM A0
NpUoBPeETEHNsT NeKapCTBEHHbIX cpeAcTB. [aHHble MeponpuATUS [AOMKHbI OCYLLECTBNATLCA B COOTBETCTBUM C
yTBEPXXOEHHON NpoLeaypon, UX peaynbTaTbl JOMKHbI OOPMIIATLCA AOKYMEHTANbHO M NEPUOANYECKMN NPOBEPATHCS.

68. lMpu noanucaHMM [OrOBOPOB C HOBbLIMM MOCTaBLUMKAMWU OpraHusauus [OMKHa MPOBOAWUTL HAaAMEXaLllyto
NpoBepKy MOCTaBLUMKA C Liefbio MNOATBEPXKAEHNUS €r0 KOMMETEHTHOCTW, HaOeXHOCTU U COOTBETCTBUA YCTaHOBMEHHbLIM
TpeGoBaHuam. Ocoboe BHUMaHWE HEOBX0AUMO yaenaTb CreayowmnM akTopam:

a) penyTtauus v (UnNn) HageXHOCTb NOCTaBLUMKA;
6) NpeonoXeHusi NO NOCTaBKe NeKapCTBEHHbLIX CPeacTB, Hambonee noaBepKeHHbIX dansCcuguLMpoBaHuUIo;

B) NpeanoXeHuss Mo MocTaBke OOMbLUOM MNapTUM JeKapCTBEHHbIX CPEACTB, OObIMHO [OOCTYMHbIX TOMbKO B
OrpaHU4YeHHOM KOITUYECTBE;

F) LleHOBbIE NMpearioXXeHnd, He COOTBETCTBYOLWMNE PbIHOYHbLIM.

5.3. OueHKa 3aKka3uMKoB (nosyyaTernemn)

69. OucTpnbbioTop 00si3aH yOOCTOBEPUTLCH, YTO MOCTaBKa NEKapCTBEHHbIX CPEeACTB OCYLLECTBIISIETCS TOIbKO
opraHvM3auusiM, WMEILMM paspelleHve  (FTMLEH3UI0) WM MHble 3aKOHHble OCHOBaHWUS ANs  OCYLLECTBIEHUs
[eATeNnbHOCTU, OTHOCSILLECS K 0DpalLleH o NekapcTBEHHbIX CPEACTB Ha pbiHke Coto3a.

70. K nepBoHa4yanbHOM 1 NOCHeayOLWUM NEPUOANHECKMM OLIEHKAM BbIMOSTHEHUS] YKa3aHHbLIX TPeOoBaHMIN OTHOCATCS
criegyoline AencTBus:

a) NonyYeHmne Konuii COOTBETCTBYHOLLNX paspeLleHni (NMUEeH3nn);

©) oueHKa NOANUHHOCTU CBEOEHWIN, COAEpPXaLlUXCHA B AOKyMEHTax, onybnukoBaHHbIX HA CalnTax COOTBETCTBYHOLLMX
OpraHoB rocygapcTBEHHOM BracTu B UHCPOPMAaLMOHHO-TENEKOMMYHUKALMOHHON ceTn "UIHTepHeT";

B) 3anpoc [OOKYMEHTOB, MOATBEpXAaloLlMX KBanuduKaumio nony4vatens Unu HanuMyue npasa Ha OcCyLLEecTBreHue
[EeATeNnbHOCTA, OTHOCSALLIENCA K ODpallleHM0 NEeKapCTBEHHbIX cpeacTs Ha pbiHke Colo3a, B COOTBETCTBUM C
3aKkoHOAaTeNnbCTBOM FrOCYy4apCTB-41EHOB.

71. ﬂ,VICTpVIﬁb}OTOp OTCNneXxumBaeT ocyLllecTBliAeMble COENKA U npoBOAUT pacclieaoBaHnA B OTHOLUEHUU no6bIX
OTKNOHEHUI B LieNoYKe peanusauum HapKoTUYECKUX CpeacTB, MCUXOTPOMHbLIX BELLECTB U Opyrnx onacHbIX BeLeCTB. |_|pVI
BbISIBIIEHUN OTKMOHEHWUA OT nponmcaHHon npouenypbl peanusauun, KOTopble MOryT oO3Ha4daTb WCNOb30OBaHMe
NNeKapCTBEeHHbIX CpeacTB He NO Ha3Ha4YeHWto, OOJKHbl NMPOBOAUTBLCA paccrenoBaHUA. 0] pesynbratax paccnep,oaaHmVl
[OIMKHBI ObITb yBeaoMIeHbl YNorIHOMOYeHHbIE OpraHbl rocyapcTB-4J1€HOB.

72. OuCTprBBLIOTOPOM [AOMKHbI GbiTb MPUHATLI Mepbl MO 0GECMEeYeHU0 BbINOSHEHUS TPeGoBaHUA B OTHOLLEHWM
obpallieHns NeKkapcTBeHHbIX CpeacTB Ha pbiHke Col03a, YCTaHOBMEHHbIX 3aKOHOAATENbLCTBOM FOCYAapCTB-YMEHOB U
akTamu, Bxogswmmmy B npaso Cotoaa.
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5.4. Npuemka nekapcTBeHHbIX CpeacTB

73. OCHOBHbIMU 3ajavyamMmum onepaunm no npuemMke nekapCTBeHHbIX CPpeacTB ABNAKTCA criegytolimne:

a) npoBepkKa COOTBETCTBUA NMPUHUMAEMbIX NTEKAPCTBEHHbLIX CPEeACTB TOBapOCOI'IpOBOp,VITeJ'IbHOIZ AOOKyMEeHTauuu;
6) npoBepkKa noJjiy4eHna NnekapCTBEHHbIX CPeEACTB OT YTBEPXOAEeHHOro nocTtaBLUUKa,

B) npoBepka OTCYyTCTBUA BUOANMbBIX FIOBpG)K,D,GHIAVI, KOTOpbIEe MO BO3HUKHYTb B MNMpouecce TPaHCMOPTUPOBKA.

74. JlekapcTBeHHble cpeacTBa, Tpebylolme crnewuuanbHbIX YCNoBUii XpaHeHUs unu mep 6e3onacHoCTW, OOIKHbI
NMpUHMMaTBLCS B MEPBYHD OYepedb W Mocre BbINOSHEHWST HeoOXOOMMOWN MPOBEPKU AOIKHbI OblTb He3ameosIUTENbHO
nepemeLLeHbl B COOTBETCTBYHOLLYIO 30HY XPaHEHUSI.

75. Cepum nekapCTBEHHbIX CpeacTB, MpedHasHadeHHble Ons peanusaumm B pamkax Coto3a, He [OSKHb
HanpaBnATbCA B 30HY peanu3auun OO TOro, Kak B COOTBETCTBMW C NUCbMEHHbIMK npouenypamn 6yneT yOOCTOBEPEHO
BbINOMTHEHNE BCeX TPeGOBaHWI, YCTAHOBMEHHbLIX 3aKOHOAATENbCTBOM FOCYAAPCTB-YSIEHOB M aKTamu, BXOASLWMUMKU B
npaeo Coto3a. [ina cepuid, NOCTynalwLLMX U3 ApYroro rocyfapcTBa-yreHa, AoKkasaTenbCcTBa Aonycka Ha pbiHok Coto3a
[0 VX NOMELLLeHVsI B 30HY peanus3auuy A0SKHbI OblTh TLLATENIbHO NMPOBEPEHbI NepcoHanoM, obyyYeHHbIM Haasexallum
obpasom.

5.5. XpaHeHue

76. JlekapcTBeHHble cpeacTBa W MpU HEOOXOAMMOCTW Apyras MeAuLUMHCKas MpoAyKUMs [OOIMKHbl XPaHUTbCS
OTAENbHO OT APYIMX NPOAYKTOB, CMOCOBHLIX OKa3aTb Ha HWUX BNWSIHWME, M AOSKHbl ObiTb 3alUMLLEHbl OT BPEOHOro
BO3[ENCTBUA CBETA, TEeMrnepaTypbl, BMaXXHOCTU U APYrMX BHELIHUX dpakTopoB. Ocofboe BHUMaHWe criegyeT yaoensitb
rnekapcTBEHHbIM cpecTBaMm, TPEOYOLWMUM crelmanbHbIX YCIOBUIA XpaHEeHUS!.

77. TpaHcnopTHasi Tapa C JekapCTBEHHbIMA CpeAcTBaMU Mpu HeobxoAMMOCTM AOfKHa OblTb O4YMLLEHA nepen
pa3MeLLEeHNeM NeKapCTBEHHBIX CPeACTB Ha XpaHeHue.

78. CKJ'IaLI,CKVIe onepaunn OOImxHbI obecneuynBaTb Tpe6yeMb|e YCIoBUA XpaHEHUA, a TakkKe Mepbl ©e3onacHoCTH.

79. OncTpubbloums NekapCTBEHHLIX CPeACcTB (OTrpy3ka) AorhkHa ObiTb OpraHM3oBaHa Takum 00pa3omM, YTOObI
nekapcTBEHHbIE CpeacTBa C MEHbLUMM CPOKOM FOAHOCTY OTrpyanuck B nepyto ovepenb (FEFO - first expire first out).
OTKNOHEHNs1 OT JaHHOrO TPeboBaHMSA OOSMKHbI ObITb 330Ky MEHTUPOBAHbI.

80. lNpun xpaHeHUn NeKapCTBEHHbLIX CPeaCTB U 0DpaLLEHNM C HAMU OOMKHbI ObiTb MPUHATLI MEpPbl, HaNpPaBfEeHHbIE Ha
npenoTBpaLLeHme pacchbinaHusi, HapyLLEHUS LIENOCTHOCTM YNaKOBKW, KOHTaMMHALMKN U NepenyTbiBaHus. JleKapCcTBEHHbIe
cpefncTBa He AOMKHbl XPaHUTbCS HENOCPEACTBEHHO Ha MOMy, 3a WCKITOYEHWEM CryvaeB, KOrga ynakoBka cnewumanbHO
paspaboTaHa 451s Takoro xpaHeHusi (Hanpumep, 6ansioHbl ¢ MEAULMHCKAM ra3oMm).

81. JlekapcTBeHHble CpeacTBa, CPOK FOOHOCTU KOTOPbIX UCTEK, OOMKHblI ObITb He3aMeanuTeNnbHO M3bATbI U3
KaTeropmm NpurogHbIX 4ns NocTaBku nNndo dmandeckn (M3onmMpoBaHbl B CrieuanbHOM MOMELLEHUN U 30HE XPaHEHWUS),
NGO C NOMOLLIbIO SMNEKTPOHHBLIX CPeacTB, 06ecneynBatoLLNX SKBUBANEHTHYO U30MSLMIO.

AHanu3 CKnafckux 3anacos AOMKeH NPOBOANTLCA PEryrisipHO B COOTBETCTBUN C TpeBoBaHUAMI 3aKoHoOaTenbCTBa
rocyAapCTB-4NeHOB. BbisiBNeHHbIe OTKMNOHEHUs! AOMKHbI BbiTh AOKYMEHTanbHO 0OPMMeHbl, U B UX OTHOLLEHWUN OOIKHO
ObITb NPOBEOEHO paccrieqoBaHme.

5.6. YHMUTOXEHue

82. JlekapcTBeHHble cpecTBa, MNpedHasHayYeHHble ANA YHUYTOXEHMS, OOMKHbl ObiTb Hagnexawum obpa3om
NPOMapKNPOBaHbI, XPaHUTLCS OTAEMbHO B CreLManbHOM NOMELLLEHWN UNW 30He, AOCTYN B KOTOPbIE OrpaHWYeH, Npu 3ToM
onepauum ¢ HUIMM OOMKHbI OCYLLLECTBATLCH B COOTBETCTBUM C MUCbMEHHBIMU MpoLeaypamu.

83. YHUYTOXEHMEe [OIMKHO OCYLLEeCTBNATbCA B COOTBETCTBUM C 3aKoOHOAATENbCTBOM rocyaapCTB-4J1IEHOB WIN
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NPUMEHNMbIMU  MeXOYyHapOoaHbIMA Tpe6OBaHVIF|MVI B OTHOLUEeHUn O6paLU,eHVIFI, TPaHCMOPTUPOBKN N YHUHTOXEHUA
JIeKapCTBEHHbIX CPeACTB.

3anncu ob YHUHTOXEHUN OO0ITXHblI XPaHUTbLCA B TE4EHUEe CPOKa, YCTaHOBJITIEHHOINo 3aKOHOAATENMbCTBOM rocynapcrtB-
YJ1eHOoB.

5.7. MNoAaroToBKa K OTrpy3ke

84. Heobxogmmo KOHTpONMUpOBaTb, YTOObI K OTrpy3ke Obinu MNOAroTOBMEHbI 3aTpeboBaHHbIE NEKAPCTBEHHbIE
cpencTea. Ha MOMEHT NOAroTOBKM K OTIpy3Ke riekapCTBEHHbIE CPEACTBA A0MKHbI MMETb COrNacoBaHHbLIA MonyvyaTenem u
OTNpaBUTENIEM OCTaTOYHbIA CPOK FOQHOCTM.

5.8. NMNocTaBKa

85. [locTtaBka JIeKapCTBEeHHbIX CpeaAcTB [OOJfKHa COonpoBOXOATbCA  OOKyMeHTaMKy, npeaycMoTpeHHbIMU
3aKkoHoOaTenbCTBOM  rocyaapcCTB-4J1€HOB (cqu—q)aKTypa, TOBApPHO-TPaAHCNOPTHaA HaknagHad, MeXayHapoaHad
HakKrazHasi, UHBOWC, aBuaHaknagHasa u ,El,p) B conpoBoAUTENbHbIX AOKYMEHTaX JieKapCTBEHHbIX CPeACTB YKa3blBatOTCA
cnegywuwme ceegeHud: aarta, HanmeHoBaHue JeKapCTBEeHHOro cpenctBa, HomMep cepun (I'IapTMVI), nocTtaslidemMoe
KOnn4yecTBO, JieKkapCTBEHHadA q)opma, 0031poBKa, HauMMeHoBaHMe W aapec nocTaBlluKa, HaunMeHOBaHWe W aapec
rpys3onony4varensd (a,u,pec MeCTa HaxoxXgeHuda onToBOro CkKraga, eclin OH oTNin4aeTca oT agpeca rpuany4eckoro nmu,a), a
TaKke yCrioBuUA TPaHCNOPTUPOBKU N XPaHEHUA.

3anucuK o nocTaBke noasiexar XpaHeHMo TakuM obpa3om, 4YToObl Obina obecnedeHa NPOCHEXNBAEMOCTE [OBUKEHNS
neKapCTBEHHbIX CPEACTB.

5.9. OkcnopT

86. OpraHusauusi, aKCNOPTUPYOLLAsl feKapcTBEeHHble cpeacTBa, AOIMKHA MMETb JIMLEH3UIO WUIKU WHble 3aKOHHble
OCHOBaHUsi B COOTBETCTBMW C 3aKOHOOATENIbCTBOM [OCYAapCTB-UYINIEHOB AN OCYLIECTBIEHUs AesATenbHOCTU Mo
ONCTPUOBLIOLINM NEKAPCTBEHHBIX CPEeACTB UMY NULLEH3NIO Ha NPOU3BOACTBO NEKApCTBEHHbLIX CPEACTB.

87. Hactoswme [lpaBuna nNpUMEHAIOTCA K 3KCMOPTY JIEKApCTBEHHbIX CPeacTB B nonHom obbeme. Ecnm
9KCMOPTUPYEMbIE JEKAPCTBEHHbIE CPEACTBa He 3aperncTpuypoBaHbl Ha TeppuTopun Coro3a, opraHusauus,
SKCMOPTUPYIOLLAsi NEKapCTBEHHbIE CPeacTBa, AOMKHA NpPeanpuHATb  HEeOOXOAMMble Mepbl, HamnpaBrfieHHble Ha
npenoTBpaLLeHne NOCTYMMEHNS LaHHbIX TEKapCTBEHHbIX CpeacTB Ha pbiHOK Coto3a.

|_|pl/| QKCNopTe J1eKapCTBEeHHbIX CpeACTB oOpraHun3aund, 3KCNopTupylllada JekapCTBeHHble cpeacTtBa, AOOJMKHa
yOooCcToBepuTbCA, 4YTO MNOCTaBKa OCYWEeCTBNdAeTcA B agpec nud, UMerWnxX 3akOHHble OCHOBaHuUA nony4atb
JleKapCTBEeHHblE CpeaACTBa B COOTBETCTBMMN C 3aKOHOAATENIbCTBOM COOTBETCTBYHOLLUEro rocygaapcrtea onsa p,VICTpI/I6blOLI,I/IVI
OaHHbIX NTeKapCTBEHHbIX CpeaCTB.

6. MpeTeH3un, Bo3BpaT, Noao3peHus B chanbcucmnKkaLlmm m oT3biB NieKapCTBEHHbIX CPeaCcTB U3
obGpaweHus

6.1. MpuHUMN

88. Bce npeteHaun, cnyyan Bo3epaTa, NOA03peHMs B (hanbCudmKaLmy, a TakKe OT3bIB JIEKapCTBEHHbIX CPeACTB U3
obpalLeHns OOMKHbI BbiTb OOKYMEHTarnbHO 0dopMIieHbl M MpoaHanuavpoBaHbl B COOTBETCTBMM C YCTaHOBMEHHbLIMU
npoueaypamu. CooTBETCTBYHOLLME 3aNUCK AOMKHbI BbITb 4OCTYMHbI YNOMHOMOYEHHBIM OpraHaM rocy4apcTB-4NIeHOB.

89. OueHka BO3BpPaALLEHHbIX JTEKapCTBEHHbIX CpeACTB AOOJKHa OCYLLEeCTBNATbCA OO MPUHATUA peLleHndA 06 ux

ofobpeHn ansg noBTOpHOW nocTaskn. [ns ycnewHow 60pbbbl ¢ dhanbcudmkaunen AomKHbl ObiTb COrnacoBaHHbIE
OEeNCcTBUS BCEX Y4aCTHUKOB Lieny peanusaumm.

6.2. NMpeTeH3un
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90. [peTeH3nn [OMKHbI ObITb 3aperMcTpUpoBaHbl C ykasaHWeM cleylowen uHdopmauuu: garta nonyyeHus
NPEeTEH3NM, HaUMEHOBaHWE oOpraHusauum unu damunusa, KMMs, OTYEeCTBO (MpU HanMuuuM) nuua, npeabsBYMBLUETO
MPETEH3NI0, KOHTaKTHble [aHHble (Homep TenedoHa W dakca (MpU  HanuMyuM), 3MEeKTPoHHas Mo4vTa, agpec),
HaMMEeHOBaHVEe NeKapCTBEHHOrO CPEeACTBa, JIeKapCTBEHHOM POPMbI, 403MPOBKa, HOMEP cepuun u (unun) naptuun, obbem,
npuYnHa NpeTeH3un 1 np.

Mpn aTOM HeobXoouUMO pasnuyaTb MPETEH3UM B OTHOLUEHMW KadecTBa J1IEKapCTBEHHbLIX CPEACTB M MPETEH3UN B
OTHOLLEHMN cobntogeHns TpeboBaHUn 1 yCNoBUA ANCTPUOLIOLLINN.

91. B cnyyae ecnv NpeTeH3nsi OTHOCUTCSI K Ka4ecTBY IeKapCTBEHHbIX CPEACTB WNW Mpeanonaraercsi Hanuuve
Henobpoka4yeCcTBEHHbIX ((hanbCUULMPOBaHHbIX) JEKApPCTBEHHbIX CPEACTB, Npov3BoauTens U (MnNu) aepxarenb
PEerncTpaLm oHHOrO YAOCTOBEPEHMS AOMKHbI BbiTh YBEAOMMEHbI 06 3TOM HE3amMeanUTENbHO.

92. B oTHOWEHUM NpeTeH3nn nNo cobnogeHuto TpeboBaHMn U YyCroBUA OUCTPUBLIOLMK OOMKHO ObiTb MpoBedeHO
paccnegoBaHue C Liefnbio YCTaHOBIEHNS UCTOYHUKA (CYObekTa) Unm NpuymnHbl NpeabsaBrieHnst NpeTeH3un.

93. [1nsa paboTbl C NPETEH3NAMM OOMKHO ObITb HA3HA4YeHO crneLumanbHoe NULO, a Takke MOryT NpUBIeKaTbCcs apyrve
paboTHUKM ONCTPUbLIOTOPa B HEOOXOOMMOM KONMYECTBE.

94. Mo pesynbrataM paccredoBaHUs M aHanu3a B OTHOLLUEHUM MPETEH3WM Mpu HEeobxoaMMOCTWU LOIMKHbI ObIThb
NpeanpuHATLl COOTBETCTBYIOLLME MEPbl, BKIOYAs KOPPEKTMPYHOLWME UM Npedynpexpatolime OencTBusa, B TOM 4ucre
yBEOOMIIEHNE, €CnM 3TO HeobxooMMO B COOTBETCTBMM C  YCTa@HOBSIEHHbIMM TPEOOBAHMAMM  YMONTHOMOYEHHbIX
rocyfapCTBEHHbIX OPraHOB rocy4apCTB-4J1EHOB.

6.3. Bo3BpalleHHble nekapcTBeHHbIe cpeacTBa

95. Onepauum Cc BO3BpaLLEHHbIMW NEKAPCTBEHHLIMU CPEACTBAMMU OOMKHbI OCYLLECTBNSATLCH B COOTBETCTBUM C
JOKYMEHTUPOBaHHbIMM NpoLiegypamMn, OCHOBaHHBLIMW Ha OLlEHKE PUCKOB, C YYETOM CrneLndUK/A NekapcTBEeHHbIX CPeacTB,
crneumanbHbIX YCINOBUM XpaHeHUs, a Takke BPeMeHW, Mpolledlero ¢ MoOMeHTa nepBoHayanbHOW OTrpy3ku. Bosepar
OCYLLECTBNSAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM rOCY4apCTB-4YIEHOB U 1OrOBOPHbLIMM 00s13aTENbCTBAMU MEXOY
CTOpOHaMK, y4acTBYIOLMMI B BO3BpaTE MPOAYyKLMN.

96. JlekapCTBEHHbIE CPEaCTBa, KOTOpble paHee Bblfn OTrPyKeHbl, MOryT ObiTb BO3BpAaLLEHbI B KATErOPUIO NPUrOAHbLIX
NS NOCTaBKX TONbKO B TOM Cly4Yae, ecni BbiNOMNHEeHbl BCe crneaytoLye yCrnoBus:

LIENOCTHOCTbL BTOPUYHO (MOTPeBUTENbCKOM) YNakoBK/ NIEKAPCTBEHHbLIX CPEACTB He HapyLleHa, OTCYTCTBYIOT Criefbl
MOBPEXOEHWIA, OTCYTCTBYET MapKUPOBKA, HENPELYCMOTPEHHAsi NPOU3BOAUTENEM, CPOK FOAHOCTU HE UCTEK, MpodyKuus
He 0TO3BaHa 13 obpalleHus;

nony4yatenls NpeacTaBuIl [OOKYMeHTbl, MOATBepxaawluMe cobniogeHne cneunanbHbIX YCNOBUA XpaHeHus U’
TPaHCMNOPTUPOBKY;

NeKkapcTBEHHble cpeacTBa ObinM NPoBepeHbl M OLEHEHblI KOMMETEHTHbIM JIMLOM, Ha3Ha4YeHHbIM OS5l BbINOSIHEHUS
[aHHbIX OEeNCTBUNA;

ANCTpubbLIOTOP pacnonaraeT goKkaszaTenbCTBamMy TOrO, YTO NeKapCTBEHHble CpeacTBa Obinn NMOCTaBMeHbl JaHHOMY
nony4artesnto (CornacHo MPUNOXEHHbIM KOMUSIM COOTBETCTBYHOLLMX COMPOBOAUTENbHBIX JOKYMEHTOB): HOMEP CEpUM U
(vnn) NapTumM coBnagaeT C ykasaHHbIM B JOKYMEHTaX, OTCYTCTBYIOT OCHOBaHMS nonaratb, YTO AaHHble FlekapCTBEHHbIE
cpeactea hanbcnLMPOBaHbI.

JlekapcTBeHHble cpeacTBa, Tpebytowme ocobbix TeMNepPaTypHbIX YCIOBUA XPaHEHWUsS,, MOMyT ObiTb BO3BpaLLEHbl B
KaTeropuio NpUrogHbIX Anst NocTaBkW, €CNy UMETCA AOKyMeEHTamnbHble [0OKa3aTenbCTBa TOro, YTO OHW XPaHUIMCb U

TpaHCcnopTupoBanncb B Haanexalwux ycnoBusax B Ted4eHmne BCero BpemMeHu.

97. B cnyyae BbIABNeHWS NOObIX OTKIMOHEHWUN HEOOXOAMMO NPOBECTU OLEHKY PUCKOB, MO3BOMSIOLLYI0 YCTaHOBUTb
COXPaHHOCTb NeKapCTBEHHbIX CpeAcTB. JomkHbl ObiTb COBpaHbI U OLeHEeHbI AoKa3aTenbCTBa No Criedyowmum atanam:

a) nocTaBka nony4yarternto;

6) npoBepka npogyKuun (MaeHTudukaums);
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B) BCKpPbITME TPAHCMOPTHOM YNaKoBKWN (KOHTeHepa 45151 MOCTaBKu);

r) BO3BpaT JIEKAPCTBEHHbLIX CPEACTB B TPAHCMOPTHYHO YMaKoBKY (KOHTEMHEp 451 MOCTaBKN);
4) cOop 1 BO3BpaT fiekapCTBEHHbIX CPEACTB ANCTPUOBLIOTOPY;

€) NoOMeLLEeHMEe NEKAPCTBEHHLIX CPEACTB B CreunarnbHy0 30HY XpaHeHUs1 ANCTpubboTOpa.
98. lMNMpremka Bo3BpaLLEHHON NPoAyKLUUM 6e3 [OKyMeHTarbHOro ochopMIIEHMS 3anpeLLaeTcs.

99. JlekapcTBeHHbIE CpeacTBa, BO3BPALLEHHbIE B KAaTeropuio NpUrogHbiX Ansi NOCTaBkW, LOSMKHbI ObITb pa3meLLeHbl
TakuMm oOpa3om, 4YToDObl cucTtema OTIPY3KM MPOAYKUMM C MEHbLUMM CPOKOM rogHocTu B nepsyto odepegb (FEFO)
dyHKUMOHMpOoBana adheKTMBHO.

100. lMoxVLLEHHbIE NeKapCTBEHHble CPEeAcTBa, KOTopble ObiMM OGHapyXeHbl, He MOryT ObiTb BO3BpalLEHbl B
KaTeropuio NPUrodHbIX Ans NOCTaBKW U MOCTABMEHbI NMomnyYaTensm.

6.4. DanbcucpuumpoBaHHbIe NeKapcTBeHHbIEe cpeacTBa

101. OucTpmbbioTOop AOMKEH HesameanuTeribHO MHGOPMUPOBATL YMNOMHOMOYEHHbBIN OpraH rocygapcrBa-yneHa, a
Takke [Aepxarens  perucTpauMoHHOrO  YAOCTOBEPEHUS JIeKapCTBEHHOro Mpenapara O Clyyae BbISBMEHUS
dranbcndMLMpoBaHHOIO NPOAYKTa UM O HaNM4YuM NOAO3pPEHU B Takon danscudukauun. [JaHHas nHdopmaumsa gormkHa
ObITe 3admKcMpoBaHa [OOKYMEHTanbHO B COOTBETCTBMWM C YCTaHOBMEHHBIMW MpPOLeAypaMu C COXpaHEHWEM BCex
NCXOOHBIX AaHHbIX, Y B €€ OTHOLUEHUW OOMKHO ObITb MPOBEAEHO paccrefoBaHue.

102. danbcudruMpoBaHHble NeKapCTBEHHbIE cpedcTBa, OOHapyXeHHble B LienyM peanusauuv, OOMKHbl ObiTb
He3ameanuTENbHO M3NYECKN N30NMPOBaHb! M MOMELLLEHbI Ha XpaHeHUe OTAENbLHO OT APYron NPoAyKuuM B crieumanbHO
BbIEITEHHOM MOMELLIEHUW UK 30HE, OOCTYM B KOTOPbIE OrPaHNYEH.

103. Bce onepauum ¢ danbcnmUMpOBaHHBIMU JIEKAPCTBEHHLIMU CPEeACTBaMU LOIMKHbI OblTb OOKYMEHTanbHO
0hOPMIIEHBI, C COXpaHEHMEM 3anuncen.

6.5. OT3bIB U3 obpalleHus

104. 3dpekTMBHOCTL AEVCTBMI MO OT3biBY FEKapCTBEHHbIX CPeacTB M3 obpalieHus OOormkHa perynspHo
oueHmBaTbCs (He pexe Yem 1 pas B rog).

105. [JomkHa cyLlecTBOBaTb BO3MOXHOCTb MHMLMUPOBaTb OENCTBUS MO OT3bIBY M3 OOpaLLEeHUs] NEeKapCTBEHHLIX
CpeacTB B KpaTyanLlne CpokM B NMobO MOMEHT BPEMEHMW.

106. OuncTpubbioTop OOMKEH CreaoBaTth ykasaHusaM MHEOPMALMOHHOMO NMcbMa 06 OT3biBe U3 0bpalleHnsi, KoTopoe
Nnp1 HeOOBXOOANUMOCTU AOMKHO ObITh YTBEPXKAEHO YMNOMHOMOYEHHBIM OPraHoOM rocy4apcTBa-yrieHa.

107. [eictBusi MO OT3bIBY U M3BbATUIO U3 ODOpalLeHUst OOMMKHbI OOKYMEHTanbHO OdopMIATbLCA B MOMEHT MX
OCYLUECTBIIEHNA B COOTBETCTBMM C YCTaHOBMIEHHbIMM npouegypamu. [JOKyMeHTauusi Mo OT3biBy [JOMkHa ObiTb
OOCTYMHOW YNOMTHOMOYEHHBIM OpraHam rocyapCTB-4S1EHOB.

108. 3anucu, OTHOCALLMECHA K AMCTPUOLIOLMM, AOMKHbI ObiTb AOCTYMHbLI AMA MULE, OTBETCTBEHHOrO 3a OT3bIB
NEKapCTBEHHbIX CPeACTB M3 00palleHus, M OOMKHbI CoAepXaTb [OOCTaTOuMHYH MHMOPMAaLUIO O AMCTpUBbLIOTOpax
NEeKapCTBEHHbIX CPEACTB M O MPSIMbIX MonydyaTtensax (agpec, Homep TernedoHa M HoMep dhakca (Npy ero Hamuuum),
KOTOpbIE AOMKHbI BbITh OOCTYMHLI B paboune 1 Hepaboume Yachl), BKMHOYAsA OaHHbIE B OTHOLLEHUM 3KCMOPTUPOBAHHBIX
NeKapcTBEHHbIX CPeacTB M WX oGpasLoB (HOMep cepum U (UnNu) MapTuM, HauMeHOoBaHWe, nekapcTBeHHas dopma,
[031POBKa, a TalKe NocTaBMNeHHOe KONnYecTBo).

109. MNocnegoBaTenbHOCTL BbINOSTHEHNA OEACTBUMA, OCYLLLECTBNAEMbIX NPU OT3bIBE N U3BbATUM Cepumn 1 (Unn) NapTum
neKkapcTBEHHOro CpeacTBa M3 0bpalLeHnst, AOMKHa ObITb AOKYMeHTanbHO odopMrieHa 1 oTpaxeHa B UTOrOBOM OTYeTe.
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7. JeaTenbHOCTb, NepegaBaeMas Ha ayTCOPCUHT
7.1. MpyHUMN

110. IMiobaa OeATenbHOCTb, Ha KOTOPYIO pPacnpocTpaHAlTcsa HacToswve [MNpasuna, nepegaHHas Ha ayTCOPCUHI,
JomkHa ObiTb Hagnexalwmm o6pasom ornpeaernieHa UM cornacosaHa, [orkKHa KOHTPONMMPOBaTbCs BO  M3bexaHue
Pa3HOUTEHWA, CMOCODHBLIX MPMBECTU K HApYLUEHWIO COXPaHHOCTM NeKapCTBEHHbIX cpefAcTB. [omkeH ObiTb 3aKnioyeH
MACbMEHHBIA OOroBOp MeXay AUCTPUObLIOTOPOM-3aKa34YMKOM W UCTIONHWTENEM, B KOTOPOM YETKO OfpedeneHbi
06513aHHOCTU KaXKO0M U3 CTOPOH.

7.2. 3aKa3uuk

111. 3aka34ymk HeCeT OTBETCTBEHHOCTb 3a OEeATENNbHOCTb, NepeaaHHyo Ha ayTCOPCUHT.

3akasumk gomkeH ybegutbCs B KOMMETEHTHOCTM WCMONMHUTENS ONs1 BbINOMHEHMS 0bsi3aTenbCTB Mo [AOroBopy WU
obecrneuntb cobnogeHne ucnonHuTenem TpeboBaHMI Haanexawlenhn AONCTPUOLIOTOPCKONM NpPaKTUKKM MNocCpeacTBOM
YCTaHOBIIEHMS1 B JOFOBOPE COOTBETCTBYIOLLMX YCIOBWI 1 NPOBEAEHUS MPOBEPOK.

HDOBepKa NnpPaBOMOYHOCTH, KOMMETEHTHOCTUN N BO3MOXHOCTU UCMOJNHUTENA BbINONHATL YCNOBUA AOrosopa AOoJKHa
npoBoanTbCA OO0 Havana OcCYyLeCTBlieHNA OeATellbHOCTH, nepe,u,aHHoM Ha ayTCOpCHUHI, a TakKke B Cliy4yae
CyLLUeCTBEeHHbIX M3MEHEHWUI TaKoWn OeATENbHOCTM. nepVIO,EI,VILIHOCTb npoeeaeHmna NpoBepoK AeATeribHOCTH, nepe,u,aHHoﬁ Ha
aAyTCOPCHUHI, OO0IMKHa onpefenAaTbCcAa Ha OCHOBaHUM aHarm3a pUCKOB. CpOKVI N ycrnoBua npoBeneHna npoBepoK AOJTKHbI
ObITb cornacoBaHbl CTOpOHaMW.

112. 3akasumk npegocTaBnAaer UCNOJTHUTEN BCHO VIH(*)OpMaLI,M}O, HeO6XO,EI,MMYPO Ona BbINONMHEHNA OEATENbHOCTU,
rlepep,aHHoM Ha ayTCOpPCUHI, B COOTBETCTBUAN C TpeGOBaHI/IFlMI/I, NPUMEHNMbIMA K JNN1€KapCTBEHHbIM CpenCTBaM, a TakKkKe
no6biMK apyrmMm nppumeHnMbIMn Tp660BaHVIF|MI/1.

7.3. UIcnonHuTenb

113. VcnonHutenb JOMKEH UMETb HEOOXOA4MMblE MOMELLLEHNS U 0bopyaoBaHUE, AOKYMEHTUPOBAHHbIE NMpoueaypsbl,
3HaHMA 1 ONbIT, a Takke KBaNM@ULMPOBaHHLIN NepcoHan 4S9 HaArexallero BbiNorHeHns paboT (ycnyr) no 4OroBopy.

114. VcnonHuTenb He AOIMKeH nepegaBaTb TPETbEN CTOPOHE BbINOMNHEeHWe paboT (YCryru), BbINOMHEHWE KOTOPbIX
Mopy4YeHo emy Mo Aoroeopy, 6e3 npeaBapUTENbHON OLEHKU U OJ00peHVs Takon Mepedayn 3akasvukoM, a Takke Ao
NpoBeaeHNs NPOBEPKN TPETbE CTOPOHbI 3aKasYMKOM UMK UcronHuTenem. [1oroBop Mexay MCMONMHUTENeM U TPeTbei
CTOPOHOI AOIBKEH rapaHTUpPOBaTb, YTO MHAOPMaUMs O BbIMOSIHAEMbIX paboTax NMPeacTaBnsieTcs B COOTBETCTBUMU C
JIOTOBOPOM MeXOY 3aKa34yMKOM U UCTIONHUTENEM.

115. VcnonHutenb He OorXkeH OCYLLUEeCTBIIATb Kakune-nmoo nencTeung, KOTOpbIE MOryT NpmMBECTU K NoTepe KadecTBa
J1eKapCTBEHHbIX CPeACTB 3aKa34MKa.

116. Ucnonnutenb gomkeH coobluath 3akasyuky mnobyro MHPOPMaLMIO, OTHOCSLLYOCS K Ka4eCTBY JIeKapCTBEHHbIX
CPELCTB 3aKka3yuka, B COOTBETCTBUM C YCIIOBUSIMU JOrOBOpa.

8. CamoMHCneKuma guCTpubbLITOPOB
8.1. MpuHumn

117. CaMOVHCNEKUMN [OIMKHbl MPOBOAMTLCA ANA KOHTPONA 3a BHeApeHWeM W cobniofeHuem TpeboBaHui
Haanexalien OUCTPUOLIOTOPCKON MPaKTUKM NEKapCTBEHHbIX CPEeOCTB, a Takke C Lenblo pa3paboTku HeobxoanMbixX
KOPPEKTUPYOLLIMX Mep.

8.2. CamouHcneKuuma

118. OomxkHa ObITb BHEApeHa nporpaMma NpOBEAEHUST CAMOMHCMEKLMIA, OXBaTbiBalOLLasi B paMkax OnpeaeneHHoro
nepuofa BCe acnekTbl Haanexallen AUCTpUBLITOPCKOM NpakTukW, TpeGoBaHWIM 3aKOHOAATENbBCTBA roCy4apCTB-4NEHOB,
PYKOBOACTB ¥ npoLienyp.

MC «TexakcnepT: 6 nokoneHve» VHTpaHeT



06 yrepxaeHUm MpaBun Hagnexallein AUCTPUOLIOTOPCKO NPaKTUKK B pamMkax EBpasuinckoro SkoHOMUYECKOrO coto3a CipaHunua 18
PeweHue Cosema EQK om 03.11.2016 N 80

119. CaMOI/IHCI'IeKLI,I/IVI MoryT ObITb pasgeneHbl Ha HECKOJIbKO CaMOCTOATESIbHbIX MNPOBEPOK, OXBaTbiBakoLKMX
oTAeNnbHble CTOPOHbI AeATEeNbHOCTU OpraHn3auunn. CamounHcnekumm OOmKHbI npoBoguUTbCA cneunarnbHO Ha3HaA4Y€HHbIM
KBaJ'Il/ICbVILI,I/IpOBaHHbIM nepcoHanom 6eCﬂpI/ICTpaCTHO N TWwaTteribHo. D,OﬂyCKaI'OTCFl ayaunTbl, NnpoBOoAUMbIE HE3ABUCUMbIMU
BHELWWHUMU 3KCNepTamMn, O4HaKo OHU HE MOTyT 3aMeHATb CaMOUHCNEKUUIO.

120. Pesynbrarbl CaMOVMHCNEKUMA AOMKHblI OOPMNATLCA OOKyMeHTanbHO. OT4YeTbl OOMKHbI copepXaTb BCHO
MHGOpMaLMIO, MOMyYeHHylo B xode wuHcnekumn. Konma oTvera pomkHa ObiTb MpeacTaBneHa pyKoBOACTBY
OUCTpUBbBLIOTOPA, a TakKe MHbIM 3aUHTEePECOBaHHBIM NULLIaM.

B cny4yae BbIABIIEHUA HEOOCTAaTKOB UMK OTKIMOHEHUN HEOOXOOUMO BbISICHUTb UX NPpUYnHY, a TaKkke paapa60TaTb n
AOOKyMeHTallbHO Oq)OpMI/ITb KOppeKThpyruwine n npenynpexgatouine nencTeus 1 NPOKOHTPONTNPOBATh WX BbIMOJTHEHNE.

9. TpaHcnopTUpoBKa
9.1. MprHUMN

121. OucTprbbioTOp, MNOCTaBMNSAIOLWMWIA JeKapCTBEHHble CpeacTBa, 006si3aH OCYLLECTBMSATb TPaHCTMOPTMPOBKY B
YCIoBUsIX, 06ECNEYMBAIOLLMX UX COXPAHHOCTb U LIENOCTHOCTb, 3alUUTy OT BO3L4EWCTBUS (DaKTOPOB OKPYXKaroLLei cpeapbl,
cobnoaeHne HeobXoAMMOro TEMMepPaTypPHOro pexuma (YCrNoBuii XpaHeHUst), a Takke 3aluTy OT dranbcuduKalum.

122. HesaBncuMo OT crniocoba TPaHCMOPTMPOBKM HEOBXOAMMO 0BeCcneHnTb BO3MOXKHOCTb MOATBEPXKOEHUS TOrO, YTO
KayecTBO W LIENOCTHOCTb NEKapCTBEHHbIX CPeACTB He Gbinu MoaBeprHyThbl HeraTMBHOMY BO3AEWCTBUIO B NpoLecce
TPaHCMOPTUPOBKY.

123. MNnaHnpoBaHme TPaHCNOPTUPOBKN OOSKHO ObITb OCyLleCTBJ1IeHO Ha OCHOBaHUM aHannn3a BO3MOXHbIX PUCKOB.

9.2. TpaHcnopTUpoOBKa

124. Tpebyemble yCNOBUS XpaHEHWUS NEKAPCTBEHHbIX CPEACTB AOIMKHbI COONOAATbCs B TEYEHWE BCEr0 BPEMEHU
TPaHCNOPTUPOBKN B COOTBETCTBUM C YKa3aHUSIMU NMPOU3BOAUTENS UM MHCpOPMAaLIMEN Ha YNaKoBKe.

B crnyyae BO3HWKHOBEHMSI TakMX OTKIOHEHWIA, Kak HapyLLUeHUe TeMrnepaTypHOro pexuma Unn nopya nekapcTBEHHbIX
cpeacTB B npouecce TPaHCMOPTUPOBKM, MHpOpMaLMs O HUX AOMkHA OblTb COOOLLEHa OTMPaBUTENO M Mony4daTento.
HomkHa OblTb paspaboTaHa M [OKyMeHTanbHO ochopmrieHa npouedypa, onpemenswowas Mnopsaok AeUCTBUM npu
BO3HVKHOBEHWW OTKIMOHEHUIA 1 pacCcnenoBaHny AaHHbIX (DaKTOoB.

125. [dwnctpubbloTop AormkeH obecnevnTb YCIOBWS, MPU KOTOPbIX TPaHCMOPTHbIE cpeacTtBa M 0bopygoBaHue,
nucnonb3yemble 5151 TPaHCMOPTMPOBKM JTEKAPCTBEHHbLIX CPedCcTB, COOTBETCTBOBaNM Obl LLENsM NX MCNONb30BaHNSA U Bbinn
HagnexawmmMm obpa3oM YKOMIMIEKTOBaHbI AN 3alMTbl OT HEXenaTenbHOro BO3AENCTBMS, KOTOPOE MOXET MPUBECTU K
noTepe kayecTBa NEKapCTBEHHbLIX CPEACTB U HApPYLUUTb LENTOCTHOCTb YMaKOBKM.

126. TpaHcropTHoe CcpeAcTBO M ero obopydoBaHWe, WCMomnb3yemble ONA TPaHCMOPTUPOBKMA eKapCTBEHHbIX
CpeAcTB, AOMKHbI coaepXkaTbCs B YUNCTOTE M noaBepraTbCsi o4McTke 1 yBopke no Mepe HeobXoauMMOCTV B COOTBETCTBUM
c TpeboBaHVSMW CaHWUTapHbIX HOPM, YCTAHOBMEHHbIX 3aKOHOOATENbCTBOM TrOCYAAPCTB-YNieHoB. [OmkHbl ObITb
pa3paboTaHbl NMMCbMEHHbIE MpoUeaypbl Mo 06CMYXMBaHUIO UM 3KCMyaTaLum TPaHCMOPTHLIX CPeacTB U 0GopyaoBaHUs,
Mcnonb3yemblX ANs OUCTPUOLIOLIMM NEKapCTBEHHBIX CPEeACTB, BKNoYas 04NCTKY U Mepbl 6e30MacHOCTM.

127. OnpepenexHve HeoBxoaMMOCTM KOHTPOMS TeMnepaTypbl [0MKHO OCHOBLIBATLCA HA aHanu3e pUcKoB, CBA3aHHbIX
C TPaHCMOPTUPOBKOM JEeKapCTBEHHbIX CPeacTB MO BblGpaHHOMY MaplipyTy. OGopygooBaHue, uUcronb3yemoe [Onst
KOHTPOSIsi TemMnepaTypbl B NpoLecce TPaHCMOPTUPOBKX, YCTAHOBINEHHOE Ha TPaHCMOPTHOM CpefCcTBe Ui B KOHTEHepe,
OOIDKHO MPOXOOWUTb MEPUOAMYECKOE TexHUYeckoe OOCHyXuBaHWe, MOBEpPKY W KanubpoBKy B COOTBETCTBUM C
3aKoHOAATENbLCTBOM rOCYAaPCTB-4US1EHOB.

128. pu obpalleHnn C nekapcTBeHHbIMW CcpeacTBamy  CrnefdyeT Mo BO3MOXHOCTM  MCMOMb30BaTh
creuunanmavpoBaHHble TpPaHCMOPTHbIE CpeacTBa UM oBopydoBaHWe. Ecnu ucnonb3yloTcs HecneumanuanpoBaHHble
TPaHCMOopPTHbIE CpeacTBa M 0bopyaoBaHMe, OOMKHbI ObiTb paspaboTaHbl U NPUHATHI B hOpMe NMUCbMEHHOIO [OKyMeHTa
npoLeaypbl, 06ecrneyvBaroLLe COXpaHEHVE KayecTBa NEKapCTBEHHbIX CPEACTB.

129. JlekapcTBeHHbIE CpeacTBa OOMKHbI ObiTb AOCTaBMeHbl N0 agpecy, ykasaHHOMY B AOKyMEHTax Ha MocTaBKy, u
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nepegaHbl HeEnocpeacTBeHHO B NoMelleHne nony4yarend. ﬂeKapCTBeHHble cpeacTtBa He OOIMKHbI OCTaBNATLCA B KaKUX-
nubo OpYyrmx noMeLleHnAax.

[na opraHM3auMn SKCTPEHHbIX OOCTaBOK B Hepabouve 4Yachkl OOMmKeH OblTb HasHayeH CchneuuannsMpoBaHHbIN
repcoHan, AeNCTBYIOLWMIA HA OCHOBaHUM JOKYMEHTMPOBaHHbIX npoueayp.

130. TpaHcnopTvpoBKa TPETbUMM IMUAMW OOMKHA OCYLLECTBNATLCA HAa OCHOBaHWM [OroBOpa, COAepXallero
TpeboBaHUsl, yCTaHOBIIEHHblE B Mogpasfene 7 HacTosilero pasgena. TpaHCMNOPTHble KOMMaHWM OOSKHbI ObIThb
yBeOOMIIeHbI O TpebOBaHUSIX K YCNOBUAM TPaHCMOPTUPOBKM NEKAPCTBEHHBLIX CPEACTB.

OTBETCTBEHHOCTL 3a COQOMAEHVME YCMOBUIA TPAHCMOPTUPOBKM NEKAPCTBEHHbIX CPEACTB BO3faraercs  Ha
oucTpubbioTopa.

131. B cny4yasx korga TpaHCMNOPTUMPOBKA COMPOBOXAAETCH OnepauusiMu no pasrpy3ke U obpaTHoW 3arpyske Wnm
BKITlOYaeT B cebs TpaH3UTHOE XpaHeHue, HeobxoamMo obecnevnTb HagnexalimMe yCrioBus MpPOM3BOACTBEHHOW Cpepbl
nomeLleHnii 1 6e30NacHOCTb XpaHEHUs HA TPaH3UTHbLIX cknagax. K ycnoBusiM NponsBOACTBEHHOW cpedbl NMOMELLEHWUNA,
KOTOpble [OMKHbI KOHTPONMPOBATLCHA, OTHOCATCS: TeMnepaTypHbI PeXuMM, OCBELLEHHOCTb, BMaXHOCTb BO3yXa WU
yucTorTa.

[omkHbl ObiTb NPEAnpUHATHI  Mepbl ANS  COKPalLeHWs MPOOOIHKATENBHOCTM BPEMEHHOTO XpaHeHust neped
CreayroLwym 3Tarnom TpaHCNopPTUPOBKM.

9.3. Tapa, ynakoBKa nu MapkupoBKa

132. JlekapcTBeHHble CpeacTBa [OOMKHbI TPaHCMOPTMPOBATbLCA B TPAHCMOPTHOM Tape, KoTopasi He OKasbiBaeT
HeraTMBHOIO BIMSIHWS Ha MX Ka4ecTBO M obecrnevmBaeT HafeXHyH 3alliMTy OT BHELUHero BO3[eWCcTBMSl, B TOM 4ucne
npegoTBpaLlaeT BO3MOXHOCTb KOHTaMUHALLMN.

BbiGop TpaHCMOpTHOM Tapbl M YMAKOBKA [OIMKEH OCHOBLIBATbCS Ha TPeGOBaHMSIX K YCMOBUSIM XpaHeHusl U
TPaHCMOPTUPOBKN eKapCTBEHHbIX CPeAcTB, Ha obbeme, HeobxogMMOM Ans pasmelleHus Tpebyemoro koruvecTsa,
npeanonaraemblx konebaHUAX TemnepaTypbl OKpyXKalolleil cpedbl, NpeanonaraeMoil MakCUManbHOW ONUTENbHOCTU
TPaHCMOPTUPOBKY, BKIOYAs BpeMEHHOE XpaHEHNE Ha TaMOXXEHHbIX CKradax.

133. Ona obecnedeHns Hagnexaiiero obpalleHns ¢ NekapCTBEHHbIMW cpedcTBamMy U ypoBHSA 6e3omacHOCTM Ha
TPaHCMNOPTHYO Tapy AorkHa ObiTb HAHECEHaA MapKMPOBKA, cogepallas HeoOxoanmyto MHopmMauuo o TpeboBaHUSAX Mo
00OpalLleHN0 U XpaHeHWIo OaHHOW TPaHCMOPTHOW Tapbl C NEeKapCTBEHHbIM CPeaCcTBOM, a Takke O HeobxoaMMbIX Mepax
NpenocTopoXXHoCTU. VIHopMaumsa Ha TpaHCMOPTHOW Tape [OImkHa obecneyvmBaTb BO3MOXHOCTb MaeHTUdmKaLmm
COOEPKUMOTO N UCTOYHMK Ero MPOUNCXOXKOEHMS.

9.4. JlekapcTBeHHble cpeAcTBa, Tpeodyrowme ocoboro obpaleHUs

134. lNpu TpaHCNOPTUPOBKE Takux Tpebyrowmx ocoboro obpalleHns fekapCTBEHHbIX CPEACTB, KaK fekapCTBEHHbIE
CPeAcTBa, coaepXallme HapKOTUYECKUE CPeAcTBa, MCUMXOTPOMHbIE BELeCcTBa M WX MPeEKypcopbl, Sa4bl (S00BUTbiE
BeLLlecTBa) M nognexaiwne ocobbiM BuAaM KOHTPOMsi B COOTBETCTBUM C 3aKOHOAATENIbCTBOM FOCYAAPCTB-YS1EHOB,
ONCTpUbbLIOTOP AoMmkeH obecnednTb 6Ge30NacHbIN 1 3aLULLEHHBIA OT HEMPABOMEPHOrO AOCTYNa PEXMM TPaHCMOPTUPOBKM
B COOTBETCTBUM C TpeboBaHUsIMI 3aKoHOA4ATENBbCTBA rOCY4AaPCTB-41EHOB.

[ omkHbl GbITb CO3AaHbl AOMNOMHUTENbHbIE CUCTEMbI KOHTPOMNS B OTHOLLIEHUM MOCTaBOK YKa3aHHBIX NEeKapCTBEeHHbIX
cpencTs. [omkHa 6biTh paspaboTaHa 1 OOKyMeHTansHo odopMieHa npoLieaypa, onpeaensiollas nopsaaok AencTeuii B
cnyvae mx xuieHus. Jiobble crnydan X1LLEHUIA A0MKHbI BbiTb JOKYMEHTUMPOBaHbI.

135. OnacHble (BbICOKOAKTMBHbIE) U PaANOAKTMBHbIE NEKAPCTBEHHbIE CPeACcTBa AOMKHbI TPaHCMOPTMPOBATLCS B
3aLUMLLEHHBIX, CMEeLMann3mMpoBaHHbIX U HaOEeXHbIX TPaHCMOPTHbIX cpeacTBax. [MpvHMMaemble Mepbl ©GesonacHocTu
OOIMKHBI COOTBETCTBOBATL 3aKOHOA4ATENBCTBY rOCY4apCTB-4YIIEHOB U MEXOYHAPOAHbLIM JOrOBOpPaM.

136. [Ons obecnevyeHns Tpebyembix YCrOBMA TPaAHCMOPTUPOBKM MNPUM  TPaHCNOPTUPOBKE TepMOoriabunbHbIX
neKkapcTBeHHbIX CPedCTB OOMKHbLI OblTb MCNONb30BaHbl CrneunansHoe obopyaoBaHWe unu cpeacTsBa (M3oTepmuyeckas
ynakoBKa, KOHTEMHepbl), a TaKke TpaHCMopTHble cpefAcTBa, obecneyvBalolwmMe nogdepxaHne Tpebyemoro
TemnepaTypHOro pexvma.
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TpaHcnopTHble cpeacTBa, obecnedvBatoLme noaaepxaqme TpebyeMoro TeMnepaTypHoro pexumMa, U oGopyaosaHue,
ucnonb3yemoe AN KOHTPONsa TemnepaTypbl B NpoLecce TPaHCMOPTUPOBKN TEPMONaburbHbIX NekapCTBEHHbIX CPeaCcTs,
[OOIMKHbI MPOXOAUTL Nepuoandeckoe TexHUYeckoe OBCMyXuBaHue, MOBEpKy W Kanubposky. HeoBxoamMmo npoBoauUTh

aHanus3 TemrnepaTypHOro KapTUPOBaHUA C COQMIOAEHMEM YCINOBUIA, OTpaXatoLLMX NapameTpbl 3KCnyaTauum, N ¢ y4eTom
CE30HHbIX KonedaHu.

Mo 3anpocy nomny4artensa AoMmKHbI GbiTb NpeacTaBneHbl AaHHbIe, NoATBepXaatoLmne cobnogeHne TemMnepaTypHoro
pexvma npu XpaHeHUn 1 TPaHCMOPTUPOBKE TEPMONAbUIbHbIX FTEKaPCTBEHHBIX CPEOCTB.

137. XnagoanemMeHTbl B UW30TEPMUYECKUX KOHTEMHEpax [OOIDKHbl ObITb pasMelleHbl TakuM 00pa3oM, 4TOObI
OTCYTCTBOBar MNPsSIMOMA KOHTaKT C JleKkapCTBEHHbIMM cpeacTBamu. [lepcoHan pormkeH OblTb 0b6yveH TpeboBaHMSM
npouenyp no NOAroTOBKE M3OTEPMUYECKNX KOHTEMHEPOB (C YYETOM CE30HHbIX OCODEHHOCTEN), a Takke TpeboBaHMAM K
NMOBTOPHOMY UCMONb30BaHUIO XMafg03/1EMEHTOB.

[ onxHbl BbITb pa3paboTaHbl Mephbl, HanpaBIieHHbIE Ha NpegoTBpaLLeHne NOBTOPHOrO UCMONb30BaHUS HE4OCTaTOYHO
OXNaXaeHHbIX XragoanemMeHToB. [JomkHa ObiTb obecneveHa Hagnexailass uamMdeckas M3onsaums OXMaXkOeHHbIX U
3aMOpPOXXEHHBIX XNaJ03/1EMEHTOB.

Mpouecc pAocTaBkM TepMONabUNbHbIX NEKAPCTBEHHBIX CPEACTB C  YYETOM KOHTPOMS CEe30HHbIX konebaHwii
TemnepaTyp AOMMKEH ObITb OnMcaH B JOKYMEHTUPOBAHHON MpoLieaype.

ONEKTPOHHBIN TEKCT AOKYMEHTA
nogrotoeneH AO "Kogekc" n ceepeH no:
oML marnbHbIA CanTt

EBpasnnckoro aKoHOMUYECKOro corosa
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