(@v BcemupHas
B opraHm3aums 3npaBooxpaHeHms

VICI'IOHHVITEﬂbeIVI KOMUTET
CTo Tpuauatb BocbMasi ceccusi EB138/40
MyHKT 10.4 npeaBapUTeNbHOM NOBECTKU AHA 11 pekabpsa 2015 .

HexonaguuuonHasi/moaaejabHas/J0KHO
MapKUpoBaHHas/(PpajabcuPUUUPOBAHHAS/
KOHTpPpa(aKTHAsA MeIUIMHCKAS

IPOAYKIIUA
Hoxkaaja I'enepajbHOro nMpekTopa

['enepanbHBIl TUPEKTOP UMEET YECTh Nepenarh VMICMOMHUTETbHOMY KOMHUTETY Ha €ro
Cro Tpuanatb BOCBMOI CECCHM JOKJIaJ YETBEPTOTO COBEINAHUS MEXaHW3Ma TOCyJapCTB-
YJICHOB 110 HEKOHIHIIMOHHOMN/TIOAEIBHOM/I0KHO MapKHPOBAaHHO/(anbcuUuIupoBaHHOM/
KOHTpa(akTHOH MeauIMHCKON mnponaykuuu (cM. Ilpunoxenue), mpoBeneHHoro B JKeHese
19-20 Hos10ps 2015 ronal.

1 Ilens, 3a/1aun 1 Kpyr BeJCHUS STOTO COBEIAHMS ObLIH 0100penbl Ha IllecThaecaT naToil ceccuu
BcemupHoit accambiren 3apaBooxpanenus B pesosrormu WHAG5.19 (2012 r.) u npencrasieusl B [IpunoxkeHnn
K PE30JFOIHN.



EB138/40

IMTPNJIOXXEHUE

JTOKJAJ YETBEPTOI'O COBEIIIAHUS MEXAHU3MA I'OCYJAPCTB-YJIEHOB
MO HEKOHIANIIMOHHOMW/MIOJJIEJTBHOM/JIOKHO MAPKUPOBAHHOW/
PAJIBCUPHUIIAPOBAHHOM/KOHTPA®AKTHOM
MEJIUIMHCKOM MPOXYKIIUA

1. YerBeproe coBelmlaHWE MEXaHM3Ma TOCYJApCTB-WICHOB IO HEKOHIUIIMOHHOM/
MOAJICNIbHON/ JIOKHO MapKHpOBaHHOW/ panbcuduimpoBanHoi/konTpadaktaon (HITJIDK)
MeauuuHCKOW mponykuuu mnpouuio B JKewese 19 um 20 HosOps 20151, mox
npeacenarenbctBoM A-pa Rassoul Dinarvand u3 Hcnamckoit Pecriyonuku Mpan, kotopomy
noMorainu cieayromue 3amecturenu llpeacenarens: r-H Aina Ayodele ot umenu a-pa Paul
Botwev Orhii (Hurepusi); n-p Ndeye Dome Fall ot umenn n-pa Amadou Moctar Dieye
(Ceneran); r-xa Lou Valdez (Coenunennsie Illtatet AMepuku); r-H Maximiliano Derecho
ot umeHu nocia Alberto D'Alotto (AprenTuna); a-p Mariam Saeed ot umenu n-pa Fareha
Bugti (ITakucran); r-0 Alastair Jeffrey (Coenunennoe KoponesctBo BenmkoOpuranuu u
Cepepnori Upmanmum); mocon Carole Lanteri (Monako); 1-H Rolliansyah Soemirat
(Uunonesus); na-p V.G. Somani (Mumus) u r-xa Ruth Lee (Cunramyp)l. B paGote
COBCIIAHMS NPUHSIM ydacTue 50 rocynapCTB-wICHOB M OJIHA OpraHU3alUs PErMOHATbHON
SKOHOMHUYECKOW UHTErPALIUU.

2.  CekperapuaT npeacTaBuil OOHOBICHHYIO HH(GOPMAIIMIO O pealu3aliu IiaHa padoThl 1
3aTpavyeHHBIX CPENICTBAX, a TaKXKe O CHCTeMe To0aabHOro Hag3opa U MoHutopuHra BO3.
Y4YuTBIBasE CYIIECTBEHHBIH AeDUITUT OIOKETa, TOCyAapcTBa-wieHbl mpu3Baim Cekperapuar
aKTHBHEE M3BICKMBATh (hMHAHCHpOBaHUE AJIsi obecnieueHHs! (YHKIIMOHHUPOBAHUS MEXaHHU3Ma
rocyaapcTB-4jeHOB B KoHTeKcTe [Iporpammuoro G6romkera Ha 2016—-2017 rr. 1 BRICKa3aIMCh
3a I[aJILHeﬁHIee OKa3aHHC NOMOIIXU BCEMU IOCydapCTBaMHU-YJICHAMMU.

3.  Cekperapuar mpeICTaBWJI TMOSICHEHUS IO CHUCTEMe TIJI0OAaJbHOrO Haa3opa |
Monutopuara BO3 u cormacuics omyOIUKOBaTh TEXHUYECKUE YCIOBUS MO IaTdopme
corpyaandectBa MedNet no cienyromiero 3acemanus PykoBojsiiero komurera. MexaHu3M
Obul mpouH(pOpMHpOBaH O TOM, 4To Cekperapuar IUTAHUpPYeT pa3paboTaTh MNOAPOOHOE
yaeOHOe TocoOue, MOCBAMECHHOE (YHKIIMOHUPOBAHUIO CHUCTEMBI U €€ B3aWMOJCHCTBUIO C
JIPYTUMH PETUOHATLHBIMA MEXaHU3MaMHU OTYETHOCTH.

4.  TocymapcTBaM-ujieHaM Oblja IPEIOCTaBICHA BO3MOXXHOCTh IIPEICTAaBUTh OOHOBICHHYIO
I/IH(bOpMaI_[I/IIO 0 JCATCIBHOCTHU HAa HAIITUOHAJIbHOM U PCTUOHAJIBHOM YPOBHIX.

5. TocymapcrBa-wieHbl, peanu3yoomme wmeporpustus, ¥ Cekperapuar TpeaCcTaBIIN
CIIEyIOIIYI0 OOHOBJICHHYI0O HWH(OpMAIMO 00 OCYIISCTBICHWM IIaHa paboThl U
COTJIaCOBAHHBIX MPUOPUTETHHIX MeporpusaTuii Ha 2014-2015 roppr.

1 3amecrurens IMpencenarens or Kuras, 1-p Gao Wen, He CMOT IPHCYTCTBOBATS.
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Meponpusitue A

6. bpasunus mpoBena BcTpedy HeoduimanpHOW pabodeit rpymmbl mo Meponpusartuo A
17 nosiopst 2015 roma.  YYaCTHMKM  BCTpEYM  OOMEHSIJIMNCH  COOOPaXEHHSAMHU IO
JTUCKYCCUOHHOMY JIOKYMEHTY, o3arjaBieHHOMY «KOHIenus/pyKoBOJICTBO MO pa3paboTke
HAIIMOHAJIBHOTO TIIJIJaHa KOHTPOJIA, OOHApy)KEHHsI W pPearupoBaHUs HA MEIUIUHCKYIO
npoaykuuto kareropuu HITJIDOKy.

7.  UYto kacaeTcs APYruX SJIEMEHTOB MaHjaara 1mo Meponpuaruio A, TO TOCyaapcTBam-
yjieHaM ObUIO MPEIOKEHO MPEICTaBUTh YUeOHbIE MaTepHalbl IO KOHTPOIIIO, OOHAPYKEHHIO
W pearupoBaHUI0 HAa MEIUIMHCKYIO Tpoaykiuio kareropuu HIIJIDK wepes mmardopmy
MedNet. MexaHu3M rocy1apCTB-4JICHOB PEIIWII MPOIUTh MaHIAT uis Meponpustus A Ha
OJIUH T'OJ1 1711 3aBEpIIEHUS pabOThI.

Meponpusrue B

8.  Coemmnennoe KoponectBo BemmkoOputanumu m CeBepHoit Mpnanauu mpencTtaBuiio
NPOEKT Kpyra BEACHHS i TI00ATbHOW CETH KOOPIMHATOPOB MO HEKOHIAUIIMOHHOW/
MO//ICTTLHOM/JI0)KHO MapKUPOBaHHOW/ (PpaibCUPUITNPOBAHHON/KOHTpahaKTHOW MEAUITMHCKON
NPOAYKIMH, coaepKammuiics B mokymeHte A/MSM/4/2. B pokymMeHT ObUTM BHECEHBI
W3MEHEHUs, U OH OBbUT OJ00pEeH MEXaHW3MOM TocynapcTB-wieHOB (cMm. JloGamienue 1, B
KOTOPOM TMPUBECH TEKCT C ToNpaBkaMu). MexaHN3M rocyapCTB-WICHOB TOCTaHOBWIL, YTO B
pamkax wmangata a8 Meponpuarus B Cekperapmar B 2016 .  mpoaosnKUT
B3aMMOJICHCTBOBATh C TOCYIapCTBAMH-WICHAMHU B LEJSAX PACIIMPEHUS CETH W MpUIAHUS ei
opHUIIMATHEHOTO XapaKTepa.

Meponpusitue C

9.  AprenTuHa mpoBena BcTpedy HeoduimaabHOM padoueit rpynmsl mo Meponpustuio C
16 nostOpst 2015 roma.  YYacTHMKHM BCTpPEYM 3aBEpUIMJIM PAa0bOTy HaA JIOKYMEHTOM
A/MSM/4/3, o3armaBieHHbIM «CyIIECTBYIOIIME TEXHOJOTHH M MOJACIH “‘OTCIICKUBAHHS U
IPOCIIEKUBAHUS’, UCIIOJIb3YeMble MM MOJyIeXalue pa3paboTKe rocyAapcTBaMU-UJICHAMU,
KOTOPBI OBII TMPHHAT Ha 4YETBEPTOM COBEIIAHWU MEXaHHW3Ma TOCYIapCTB-WICHOB U
OPUBOIUTCS C U3MeHeHussMu B JloOaBneHum 2. beuto  pemieHo mepuUOIUYECKU
aKTyaJM3upoBaTh M pasMemars Ha miaatdpopme MedNet Tabauiry ¢ onmrMcaHueM CTPaHOBOTO
OTbITa, MpUBeAeHHYIO B [Ipunoxenun k gokymenty A/MSM/4/3.

10. Yro kacaercs Apyrux 3JeMEHTOB MaHmata mjis Meponpusarus C, TO TocymapcTBam-
HJICHaAM 6]:1)10 NpCAJIOKCHO HACIUTHLCA OINBbITOM HCIIOJIB30BaHUSA TEXHOJIOTHHA U METOAUK
YIOCTOBEPEHUS! MOJIJIMHHOCTH M OOHapyXeHus. bbUlo pemieHo NpoaauTh MaHAaT i
Meponpustust C Ha OJMH IO I 3aBEpILECHUs paOOThI.

Meponpusitue D

11. Cekperapuar mnpexacraBusn o0030p paborst BO3 B obmactu  goctynma K
BBICOKOKQYECTBEHHOU, 0Oe30macHOi, d(PPEeKTUBHOM M TOCTYIMHOHW MO II€HE MEIUIIMHCKON
npoaykiuu (cM. nokymeHT A/MSM/4/5). beuto pemeno, uro CekperapuaT NpeICTaBHUT
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PykoBoasimieMy KOMHUTETY Ha €ro 3aceqanuu B mapTe 2016 r. KOHLENTyaIbHYIO 3alUCKYy U
mpeaaraeMblii OI0/HKET ISt JaibHeel padoTkl 1o 3nemeHTy 8C.

Meponpusitue E

12. Coemunennoe KoponectBo BemukoOpurtanumu u CeepHoil Mpnanauu mpeacTaBuiio
MpEeAJIOKEHUE TI0 peanu3anuu Mepornpusatus E mytem co3nanus paboueit Tpymibl, COCTOSIICH
U3 TEXHUYECKUX OKCIEPTOB B OOJACTH KOMMYHHUKAIlMM U3 TOCYAapCTB-UJICHOB H
MPECTaBUTENIEH HAIIMOHAIBHBIX U PETMOHAIBHBIX PETYIMPYIOIUX OPraHoB, Ul pa3paboTKH
HOBBIX U TOBBIIIEHHS 3((PEKTUBHOCTH CYIIECTBYIOLIMX PEKOMEHIAIHIH 110 HH(OPMHUPOBAHUIO
O pPHUCKax, a TaKKe PEKOMEHJALUH B OTHOIIEHUH HWH(POPMALMOHHO-IPOCBETUTEIBCKUX
MeponpusaTuii no HIJVIOK u cBg3aHHBIM ¢ Takol NPOAYKIMENW NEHCTBUSAMHU U MOBEACHHUEM.
Texkct mnpemioxeHus TpUBOAUTCS B JokyMeHte A/MSM/4/5. beimo pemeno, dTo
uHpopmanus o chepe KOMIETEHIINU, OXBATE ACATEIBHOCTH M IENIAX TaKOW IPYIIIbI, a TaKXKe
O IPOEKTe KOMIUIEKCHOIO IUIaHA pealu3aluy IMpoekTa OyneT pasMmelleHa Ha miatdopme
MedNet 3abmaroBpeMeHHO, ¢ TeM 4TOOBI PyKOBOZSIIMI KOMHUTET MOT PacCMOTPETb €€ Ha
cBoeM coBenjanuu B Mapte 2016 roaa.

Meponpustue F

13. CekperapuaT mpeacTaBui OOHOBJICHHYIO HWH(OPMAIMIO O TPEIJIOKCHHH TPOBECTH
ucciefioBaHue  BAMsHUA ~ MenuuuHckod —mpoxykmmu  HIUJIOK Ha  obmiectBeHHOE
3IPaBOOXPAaHEHHUE M COLMAIbHO-I9KOHOMHUECKYI0 chepy (cMm. mokymeHT A/MSM/4/6). Beiio
peIIeHO, YTO 3aMEYaHusl, BBICKa3aHHBIE B X0/1€ JUCKYCCHH, OYAyT PUHSATHI BO BHUMAaHUE TPU
nanbHeNIIe moAroTOBKE TOKIaia, a TAKKe UTO HEOOXOUMO COOIOCTH MPUBEICHHBIE HIKE
CPOKH.

(1) TlepBast pemakiusi JOKJIana JIOJDKHA OBITH IpeicTaBieHa PykoBojsiiemy
KOMHUTETY K KOHIly (eBpaiisi, a wieHbl PyKoBOIsIIero KOMHTETa MOATOTOBST CBOU
3aMe4YaHus B TCUCHUE TPEX HEJEINb.

(2) Bropas pempakuus noknana Oyner npeacTapieHa PykoBoasieMy KOMHTETY Ha €ro
coBemannu B Mmapte 2016 roma. Bropas penakums Takxke OyJIeT pacnpocTpaHeHa Cpeau
rOCyIapCTB-WICHOB, y KOTOPHIX OyJET /IBa MecsIa Ha MOATOTOBKY 3aMEeUaHUH.

(3) OxonuarenpHas peAakiusl MPOSKTa AOKJIaAa OyaeT MNpeCTaBlICHA Ha IISITOM
COBEIIAHMU MEXaHM3Ma T'OCYAApCTB-WICHOB MO HEKOHIUIIMOHHON/MOIAETbHON/I0KHO
MapKHpOBaHHOM/ PpasbcuPUITMPOBAHHON/KOHTPAPAKTHONH METUITMHCKON MTPOTYKIIUH.

Meponpustue G

14. CexperapuaT NpenCTaBWI TOAOBYIO CMETY JUISI HPUOPHTETHBIX MEPONPHITHI Ha
2016 rox. B oTBeT Ha BBIpaXEHHYIO TOCYAAPCTBAMU-YJICHAMHU 03a004Y€HHOCTh OTHOCUTEIHHO
nedunmra cpeacts Cexperapuar cooOmmII, 9TO MIIaHUPYET (GUHAHCUPOBATH MEPOIPUATHS U3
MMEIOIIMXCS HCTOYHMKOB M W3bICKMBAaTh JONOJHMUTENbHbIE pecypchl.  Cekperapuar
npeAcTaBuUT PykoBopasiieMy KOMHUTETY OOHOBICHHYHO wuHpopmaruioo B wmapte 2016T.
Cekperapuar pacCMOTPUT BapUaHTHI y4eTa B3HOCOB B HEJICHEXKHOH (opMme.
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15. MexaHu3M TroCyJapCTB-4ICHOB IIOCTAHOBMJ, YTO II€peYeHb MPUOPUTETHBIX
meponpusatiii  Ha 2016-2017 rr. gomkeH comep)kaTh  MEPONPHUSATHS W3  IMEepeyHs
npuopuTeTHBIX MeponpusaTuii Ha 2014-2015 rr., KoTOpble elmie He 3aBEpIICHBI, a TAKXKe
MEPONPUSITHSL, IEPEUUCIICHHbIE HIXKE.

I. Cekperapuar npeactaBuT PykoBozsiieMy KOMUTETY Ha €O COBEIAHUU B MapTe
2016 r. KOHUIENTyaldbHYIO 3allUCKy W TMpeularaeéMblii OIO/KET [UIs TPOBEICHUS
WCCIICOBAHMS B LIEIAX YIYYIICHHWs NOHMMAaHUSA WU MOJIY4YCHMs 3HAHUN O B3aMMOCBSA3HU
MEXIy (PU3MUECKON U IIEHOBOM JOCTYITHOCTBIO U UX BO3JCHCTBUU Ha pacpOCTpaHEHHUE
MeTUIIMHCKOW mpoxaykiuu  kareropun HIUJIOK, a Taxke s BeIpaOOTKH
PEKOMEHAALMNA IO CHIKEHUIO HUX BIMSHUSA.  OTO MCCIEAOBAHHUE OTHOCHUTCA K
MOCJICTYIONITUM JICHCTBUSM B CBSI3M C peanuzanueiit Meponpusitus D.

li. Paboyas rpymma moj STUA0H MEXaHW3Ma TOCYNApCTB-WICHOB, COCTOSILNAs W3
9KCIIEPTOB HAIMOHAJBHBIX M PErHOHANBHBIX PETYIHUPYIOIIUX OPTraHoB, MpopadboTaeT
ompeneneHusi.  YcinoBus (DyHKIHMOHUpOBaHMA paloueil Tpynmbl U OIOJKETHBIC
COOOpakeHHS, a Takke OOHOBJICHHas WHGPOPMAIMs O CYIECTBYIOMUX pPabovmx
omnpeneneHusix Oyayt npencrasieHsl CekperapuaToM PykoBoasiieMy KOMUTETY Ha €T0
coBemannu B mapte 2016 ropa.

16. MexanusMm paccMoTpen uUTOrHM mpoBeaeHHoro Mummeit 17 wHosOps 2015 T.
HEO(PUIIUATILHOTO TEXHUYECKOro oOcyxkaeHus 1o »siaeMeHty 5(b) mrana pabGoTel 1O
OTIPENICICHUIO Mep, NESATEILHOCTH M (OPM TOBEICHHUS, BBIXOIAIIMX 3a IMpeesibl MaHJaTa
MexaHuzMa. CTOPOHBI COWIM, YTO, HECMOTPS HAa OTCYTCTBHE KOHCEHCYCa IO JOKYMEHTY,
TEKCT KOTOPOTro ObUI BOCIPOU3BEICH JJISi PACCMOTPEHHUS MEXaHHW3MOM T'OCYJapCTB-UICHOB,
€ro o0CyXJeHHe OBUIO TIPOYKTUBHBIM U €T0 CIIeIyeT BO300OHOBUTHL. JIOKYMEHT COMEpKHUTCS
B JloOaBnenuun 3. PykoBoasiieMy KOMHUTETY OBUIO MPEAJIOKEHO PaCCMOTPETh BO3MOKHOCTD
BKITIOYCHHS BOTIPOCA O TPAH3HUTE B MOBECTKY JIHS MSATOTO COBEIIAHUS MEXaHU3Ma TOCYAapCTB-
YJIEHOB TO HEKOHJIMIIMOHHOW/TIOAIETHHON/TI0KHO MapKUPOBaHHOM/PanbcuduimnpoBaHHON/
koHTpadakTHOU (HIVIDK) MenuinHCKOM MpOAYKITHH.

17. MexaHusM TrocynapcTB-4wIeHOB o0cyaun mnpenctaBieHHble CekperapuaToM B
nokymente A/MSM/4/8 pesynpratel anammza ydactus BO3 B pabore r100ambHOTO
PYKOBOJISIIIETO KOMUTETA MO 00ECTIEYCHUIO KaueCTBa MEAULMHCKONW MPOAyKIMU. MexaHu3M
roCyJapCTB-4IEHOB MOCTaHOBWI, uTO CekpeTapuar MOXET U Jlajee Ha BPEMEHHOW OCHOBE
NPUHUMATh y4acTUe B KadecTBE HAOJIOJATENs B COBEUIAHMAX TIIIOOATBHOTO PYKOBOJSIIETO
KOMHTETA 10 OOECIEYEHHUI0 KauecTBa MEAMLIMHCKOW MPOAYKUMH. MexaHu3M rocynapcTs-
yiieHoB npocust CekperapuaT MHGOPMUPOBATH €r0 O BOIPOCAX CYIIECTBA, OOCYKIAaeMbIX Ha
TaKuxX coBewlaHusAx. Kpome Toro, MexaHmsMm rocyaapcrB-wieHoB mnpocus Cekperapuat
OpEJCTaBUTh Ha IISTOM COBEIIAHMM MEXaHW3Ma JIOKJIAJ O TIJI00aIbHOM PYKOBOISIIEM
KOMMTETE, KOTOPBIH BKJIIOYaJl ObI, CpeOu IMpOoYero, JOKYMEHThl M HH(OpPMAIMIO O €ro
CYIIHOCTH, IIPAaBOBOM CTaTyce, CTPYKTYpE YIpaBJIECHUS M WIEHAX C y4YeTOM BOIIPOCOB U
3aMeyYaHuil, BBICKa3aHHBIX YYaCTHUKaMM COBEIlaHui PykoBozsiero KOMuTeTa 1 MeXaHu3Ma
roCy/1apCTB-UJIEHOB.

1 Moxyment AIMSM/A4/7.
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18. Cexkperapuat npeacTaBuia 00OHOBICHHYIO0 HH(popmaluio o pabore BO3 mo ykperieHuto
HOPMAaTHUBHO-TIPABOBOM 0a3bl A1 MEIUIIMHCKONW MPOAYKLUUH, IPU 3TOM TOCYJapCTBa-YICHBI
MOTYEPKHYIN BaKHOCTh HCIIOJB30BAHUS TEXHUYECKUX PE3YJIbTAaTOB pabOThl MeXaHH3Ma
rOCyJapCTB-WICHOB B COOTBETCTBYIOIIMX HampaBieHUsX paborsi BO3 mo ykperieHuio
HOPMaTHUBHO-TIPABOBOW 0a3kl.

19. CexperapuaT H3IOXKWI CyTh IpelaraeMoro Iporecca mo mnposeneHutro B 2017 .
0030pa pabOTHl MeXaHW3Ma TOCYJapCTB-WICHOB, KaK yKa3aHO B JokymMeHTe A/MSM/4/9.
CTOpOHBI COTTIACUIINCH C TE€M, YTO MPOLECCOM 0030pa AOKEH pyKOBOAUTH OTAEN MO OLICHKE
1 O0YYEHUIO, U TIPEIOKIINA TPEACTAaBUTh MOAPOOHYI0 MH(POPMAIMIO O TMpolecce 0030pa,
BKJIIOYasl BOIPOCHUK, PyKoBOsIIEMY KOMUTETY Ha €ro coBelanuu B Mapre 2016 rona.

20. MexaHU3M  TOCYAAapCTB-WICHOB  IOCTAHOBWJ  MPOJUIMTH  CPOK  IOJIHOMOYHUH
neiictBytromiero Ilpeacenarens 1o KOHIA MSITOTO COBEUIAHUS MEXaHU3Ma TOCYJapCTB-YJICHOB
B 2016 roxy.

21. Cpox mnomHomoumii neiictBytomero Ilpencenarens u ero 3amectuTeneil Hcreder
OJTHOBPEMEHHO C 3aBEPLICHUEM IIATOIO COBELIAHUS MEXaHU3Ma rocyJlapCTB-4wieHOB. Kpome
TOr0, MEXAaHHW3M TOCYIAapCTB-4JICHOB IMOCTaHOBMJ BHecTH B JloOaBienue 1 K JOKyMEHTY
A66/22 «CTpyKTypa, PYKOBOJACTBO M (MHAHCHUPOBAHHWE MEXaHU3Ma TOCYJIapPCTB-YICHOB)
U3MeHeHus, otpaxatoume pemenne WHA66(10) (2013 r.), xoTtopoe mpemycMaTpuBaeT
pOTalMIO TpEACeAaTesibcTBAa B MEXaHU3ME TOCYJapCTB-4JIEHOB CpPEAU PETHOHOB B
anpaButHOM mnopsiike. CoctaB PykoBosiero komurera 0OHOBHUTCS IO 3aBEPLICHUH ISTOTO
COBELIAHUS MEXaHH3Ma TOCYIapCTB-WwIEHOB. Takke ObUIO TOATBEPKIEHO, YTO CPOK
nonHoMouny cnenymoomero Ilpencenarens m 3amecturened Ilpencenarenss HMCTekaer 1o
3aBEPUICHUH KaXKJI0M BTOPON OYEPEIHOW CECCUU MEXaHU3Ma roCyAapCTB-YICHOB.

22. MexaHu3M TOCYJapCTB-WICHOB ITOCTAHOBWJ TPOBECTH CBOE IISATOC COBEUIAHUE B
okTsI0pe mim Hosiope 2016 roga. Kpome Toro, MexaHu3m rocy1apcTB-4JICHOB pacCMOTPEI, HO
HC OJOCTUI' KOHCCHCYCA MO MPCAJIOKCHUIO O BKIIIOYCHHUUN B MOBCCTKY OHA IATOIO COBCIIAHUSA
MeXaHH3Ma TOCYIapCTB-UJICHOB OOCYXKICHHS C y4acTHEM IpeACTaBUTENECH HalMOHAIBHBIX
PETYIHUPYIOMKUX OPraHoOB. bBbUIO pemieHo oO0CyAUTh 3TO MPEANOKEHUE Ha TMPEACTOSIIEM
COBellaHUU PyKOBOZSIIEr0 KOMUTETA.
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Jomonuaenue 1

Co3aaThb ceTb KOOPAMHATOPOB /1JI1 00MeHA
UHpopMaLeHd U IPOBEACHUS INUPOKUX
KOHCYJIbTAIMH MEKAY roCy1apCTBAMU-YICHAMHU U
C03/1aTh MOCTOSAHHBIN BUPTYAJIbHBIA (POPYM IJIs
oOMeHa uH(popmanmen

Kpyr Benenusi I'100a71bHOM ceTH KOOPAMHATOPOB M0 HEKOHIUIIMOHHOM/
MOAeJIbHOM/JI05KHO MAPKUPOBaHHOW/ (panbcuuunpoBaHHOM/
koHTpadakTHOM (HIIVI®K) MeauumnHCcKoil mpoagyKUIMU

Hoxaax Cexkperapuaral

1.  Coznpanue riobasbHON CETH KOOPIUHATOPOB AJisi 0OMeHa MHpopManueil ¥ mpoBeIeHUs
IMIMPOKUX KOHCYJIbTAllM MEXAYy TIOoCyJapcTBaMHU-WIEHAaMM, a TaKkKe Y4peKICHHE
MOCTOSIHHOTO BUpPTyalibHOrO ¢opymMa 1o oOMmeHy uHpopmanueld ObUIO COIVIACOBAaHO B
Ka4yeCcTBE IPUOPUTETHBIX HANpaBJICHUH NEATEIbHOCTH B paMKaX MEXaHHW3Ma TOoCyIapCTB-
YJICHOB Ha €r0 TPEThEM COBELIaHUH B OKTsi0pe 2014 roma?.

2.  KoncrarupoBaB rio0anbHBIH XapakTep MPOU3BOJCTBA, pPACIpENEiICHHUs U IMPOJAKHU
MEIUIUHCKOW TPOAYKIIMH, MEXaHU3M TOCYIapCTB-WIEHOB YKazaJl Ha HE0O0XOAUMOCTb
rI00ATBHOM CETH KOOPAMHATOPOB TOCYMapcTB — uwieHOB BO3 s MOBBINICHHUS KadyecTBa
noroka MH(popManMu B 00JacTH OOIIECTBEHHOTO 3ApaBOOXpAHEHUs M OOMEeHa €l mpu
obecrieueHnn 0Oe30mMacHOCTH, HaneKHOCTH U 3ddextuBHOCTH. CoO3MaHHE TaKOW CETH
OTKPBIBAET MOTCHIMAIbHBIE BO3MOXKHOCTU JJISI YIYYIIEHUS OTYETHOCTH M YBEJIOMIICHHUS O
MenunuHcko mnpoxykuun HIIJIDOK, ycBoeHuss ombiTa JOpyrux TOCYJapCTB-YJIECHOB U
CBOEBPEMEHHOT0 U 3(PPEKTUBHOTO JIOCTYyIAa K HAIEKHOMY UCTOUHUKY HH(OpMAITUH.

3. Hacrosmuii mpoekT JOKyMeHTa JOJDKEH CTaTh OCHOBOW IS OOCYXACHUS Kpyra
BEJICHUS CETH KOOpAMHATOpOoB o MenuuuHckod npoaykuuu HITJIOK. B Hem nmpusnaercs
HaJIM4Me ceTell BO MHOIMX PErMOHax M CyOperuoHax M CTaBUTCs 3ajadya HE IOJMEHAThb
KaKyro-Tu00 U3 3THX ceTei, a o0ecrneunuTh IN100aNbHYI0 KOOPIUHAIINIO, COTJIACOBAHHOCTD U
BO3MOKHYIO HMHTETPHUPOBAHHOCTH B monaxonae. B pamkax rimobameHol cuctembl BO3 1o
OTCJIKUBAHUIO M MOHUTOPUHTY MeauuuHckod mnponaykuuu HIJIOK Obutn  yupexieHs!
KOOpDJMHATOPbl B  COCTaBE HAIMOHAIBHBIX pPETyIUPYIOIIUX OpPraHoB Oojee 4eM
90 rocynapcTB-4JI€HOB, Ha KOTOPBIX M OyJIeT pacpOCTPaHATHCS ACUCTBUE HACTOAIIETO Kpyra

1 Hwmxecnemyromuii Kpyr BeJIeHHs MOATOTOBIICH HAa OCHOBE MIEPBOHAYAIbHOTO npoekTa IIBeiinapun,
Coenunennoro Koposesctsa Benukoopuranun u Ceseproit Mpaananu u Cekperapuata. B HeM ydTeHbI
3aMe4yaHusl TOCYAapCTB-UJICHOB.

2 Cwm. noxyment A/MSM/3/3, TTpunosxenne 3.
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BeneHus. B aToM gokymeHTe mpeaiaraetcs o(uimanbHO OQOPMUTH KPYrd BEACHUS IS
CYIIECTBYIOIIUX KOOPJAMHATOPOB B paMKax riodanpHOM cucteMbl BO3 1o oTCnekuBaHUIO U
MOHHUTOpPUHTAa MeAUIMHCKON nTpoaykiuu HITJIOK.

4.  XoTs  MeXaHM3M  TOCYAApCTB-WIEHOB  NpPEANOYeNl  HCHOJIb30BaThb  TEPMHUH
«KOOPIMHATOPBI», OH B3aMMO3aMEHSIEM C TEPMUHOM «EIMHBIN KOHTAKTHBIN IIEHTP», KOTOPBIH
UCTOJB3YeTCsl B HEKOTOPHIX peruoHax. BaxkHo, uToObl Bo n30exaHue NyOIuMpOBaHUS U JUIS
obecrieueHNsl CHHEPTru3Ma KOOPAWHATOP Pa3MEINalcs B CYHIECTBYIOMIMX HAIIMOHAIBHBIX U
PETHOHANBHBIX OpraHax I10 PETyJIMPOBAHUIO JIEKAPCTBEHHBIX CPEJACTB. XOTS HAIIMOHAIBHBIN
KOOPJIMHATOP MOXKET SBIATHCS KOHKPETHOW TPYNIOH WIM JenapTaMeHTOM B COCTaBe
HAIIMOHAJILHOTO OpraHa Mo PeryJupoBaHHIO JEKApCTBEHHBIX CPENICTB, TOCYAapCTBaM-UICHAM
IpeajiaraeTcsi Ha3HAUYUTh B KAa4eCTBE KOOPIMHATOpAa KOHKPETHBIN MEpCOHAI BHYTPH TaKOW
TPYIIIBl UIIU JAeTIapTaMeHTa U 00eCleunTh, YTOObl Ha3HAYCHHBIE JINI[A COOTBETCTBOBAJIM 3TOM
pOJM, MMENM JOCTYH K COOTBETCTBYIOIIEH WHGOPMAIMM U TOJB30BATHCH ITOAICPIKKOM
CBOET0 PYKOBOJCTBA, YTOOBI CBOEBPEMEHHO 0OMEHHMBAThCs MH(POPMALIUEH C CEThIO.

5. Cwmpicn co3gaHusi 3TOH ceTH — OOecrme4YuTh, YTOOBI 3ampochkl W HWHGPOPMAIHS
oTHOCUTENbHO MeauiHcKol npoaykiun HITJIOK mpoxoannu dyepe3 Hanbosee moaxoasmiee
0I0p0 B COCTaBe HAIMOHAJIBHBIX OPTraHOB IO PETYJIUPOBAHHIO JIEKAPCTBEHHBIX CPEICTB U
4TOObI OHO OTBEYAJIO 32 TMOJyYeHHUe, Iepenady MH(pOpManuu U pearupoBaHHUE B CBS3U C
Bonpocamu HITJIOK.

6. biopo u nuno (JMIma) B COCTaBe HAIMOHAIBHOTO OpraHa IO PETYJIUPOBAHUIO
JIEKapCTBEHHBIX CPEJICTB, HanOosIee MOAXOAIIUE AN OIYUYEeHUs, Iepeayl U pearnpoBaHus
Ha 3arpockl o MeauuuHckoi npoaykuuu HIIOK, onpenensdrorcst rocyjapcTBaMu-4jeHaMu
C YYETOM UX PETYJATHBHON U aIMUHUCTPATUBHON CTPYKTYPBHI.

7. Kpyr BemeHus Ha3HAYEHHOIO HAIMOHAIBHOIO KOOPAMHATOpa IO MEIULMHCKOMN
npoaykuun HITJIOK Bkirouaet ciegyromiee:

() HaumoHaNbHBIA KOOPIMHATOP JOJDKEH Pa3MEIaThCsl B HAMOHAIBHOM OpraHe Io
pPEryaupoOBaHUIO JEKAPCTBEHHBIX CPEJICTB, BHICTYNAs OT €ro JNLA.

(b) B kadecTBe mpeACTaBUTEIsI HAIMOHAJIBHOTO KOOPIMHATOpPA TOCYdapCTBaM-
YJieHaM TpeaJsiaraeTcs Ha3HAaYUTh KOHKPETHOTO COTPYJHHUKA M, IO BO3MOXKHOCTH, €0
3aMECTUTEINS U3 annapara HallMOHAJIBHOI'O OpraHa 10 peryJIMpOBaHUIO JIEKAPCTBEHHBIX
CpPEACTB, MPEIOCTABHB CEKpeTapuaTy MexaHu3Ma rocynapctB — wieHoB BO3 wux
KOHTAKTHYIO HMH(OpMaIUio, BKJIIOYAIOUIYIO CIIY>KEOHBIH anapec, HOMep TenedoHa, U
aZpec AIEKTPOHHOU MoUTHl. JlomyckaeTcsi COOOmMTh OOIIMIA aipec 3J1. MOYTHI, yKa3aB
Cekperapuary BO3 nMeHa Ha3HaueHHBIX KoopauHaTopoB. HarmuoHansHbIN opraH 1o
pPEryJIupOBaHUIO JIEKAPCTBEHHBIX CpeACTB 00s13aH nHpopMupoBath Cexperapuatr BO3 o
TM0OBIX U3MEHEHUSX Cpelld Ha3HAYEHHOTO MEepPCOHaja MM B KOHTAKTHON MH(pOpMalny.
Ha3HnaueHHbli KOOpAMHATOP MOJKEH JEHCTBOBATH TOJBKO OT JIMIA HAIlMOHAJIBHOTO
Oprasa I0 peryJMpoBaHUIO JIEKapCTBEHHBIX CPEJCTB, & HE B CBOEM JIUYHOM KadeCTBE.

(c) ®axr HampasieHus KOHTaKTHOW HHpopManuu B Cekperapuat BO3 o3Hauaert, uto
Ha3HAY€HHOE JIMIIO COTJIACHO Ha €€ PAacHpOCTpaHEHUE CPEeAM APYTUX HALMOHAIBHBIX
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8.

KOOpAWHATOPOB B cocTtaBe ceTd. Cekperapuar BO3 Oyzaer peryasipHo pacipoCTpaHsTh
U OOHOBJIATH CIMCOK C KOHTAKTHOM MH(OpMalueil Bcex Ha3HaYeHHBIX KOOPIUHATOPOB.
Bce Ha3HaueHHblE KOOPAMHATOPHI OYAYT paccMaTpuBaTh 3TOT CIHCOK B KadecTBE
MMEIOIIETO CYry00 KOH(HUICHIIMATBHBIN XapaKTep.

(d) HaumoHanbHBIM OpraHaM IO pPETYJIMPOBAHUIO JICKAPCTBEHHBIX CPEICTB
npejaraeTcsi Ha3Ha4aTh JTOJDKHOCTHBIX JIMI, MPOILIEAIINX HEOOXOIUMYIO TIOATOTOBKY
¥ UMCIOIIMX HEOOXOIWMBIC 3HAHWS WM ONBIT JUIA HCHOJHEHUS (QYHKIHN
KOOpPJMHATOPA.

(e) Ha3na4yeHHBI KOOPAMHATOP JOJDKEH OBITH YIIOJIHOMOYEH IOAICPKHBATH TECHOE
COTPYAHHUYECTBO C JaOOpaTOpUsIMH 10 KOHTPOJIO KauyecTBa, HALMOHAJIBHBIMH
HeHTpamu (hapMHa30pa, HAITMOHATBHBIMU TOKCHUKOJIOTHYECKIMH LIEHTPAMH U IPYTUMH
COOTBETCTBYIOIIUMH  T'OCYJapCTBEHHBIMH  CyOBeKTamMH,  4YTOOBI  00OECHeYUTh
ONEpaTUBHOE BBISBJICHUE TpemnonaraeMoi MeauiuHckol npoaykuuu HITJIOK u
NPUHATHE TPONOPIIMOHATBHBIX OTBETHBIX Mep.

(f) HasHayeHHBIi HAIMOHAIBHBIH KOOPAWHATOP JO/DKEH TMPOWTH  OOydeHHE
MOJIb30BAHMIO  CHUCTEMOM TJo0albHOrO Hajg3opa M MoHuTopuHra BO3 s
nHpopmupoBanuss o meaunuHckod npoaykiuu HITJIOK ¢ cobmromeHneM 3akOHOB U
HOPMATHUBHBIX  TIOJIOKEHUH  TrocylapcTBa-ujeHa O  pacKpblTUM — HH(DOpMAIUH,
OTHOCSIIIIEHCS K chepe 0XBaTa dTOM CUCTEMBI.

() Ha3uayeHHBIi  KOOpPOMHATOP, (DYHKIMOHUPYIOIIUH  TOA  PYKOBOJCTBOM
HALMOHAIBHOTO OpraHa MO PEryJIUPOBaHHIO JICKAPCTBEHHBIX CPEACTB, JOJDKEH MMETh
TIOJTHOMOYHSI TIOJIy4aTh U PearupoBaTh HaIUICKAIIMM 00pa3oM Ha BCE HAIIMOHAJBHEIC,
pEeTHOHANBHBIE W TIIOOANbHBIC TPEIYNPESKACHHS, KACAIONIHECS MEIUIIMHCKOM

MPOAYKIUH.

(h) Tlpm HamMuMKM HAMOHAIBHBIX CHCTEM JUIS TOJYYEHHS OT IalMeHTOB
uHpopManuu o mpexanoiaraeMoil MeauuuHcko mnpoxykuuu HIUIOK, cremyer
YCTaHOBUTH TECHOE COTPYIHUYECTBO MEXIY HAIlMOHATHHBIM KOOPJIUHATOPOM U TaKUMU
CUCTEMaMH, YTOOBI 00ECTIEYUTH ONEPATHBHOE MPUHSITHE MPOMOPIIMOHATBHBIX OTBETHBIX
Mep B CBSI3M C IpeamnonaraeMoil MmeauuuHckou npoaykuueit HIJIDK.

() Ha3HadeHHBIM KOOPOMHATOpPAaM CIIEAYEeT TMPONUTH OOydYeHHE MOJIH30BAHHIO
AJICKTPOHHOM TUIATGOPMOKM, KOTOPYIO cO37acT W OymeT ooOcmyxuBarh CekpeTapuar
BO3, i nmonaepkaHus 3alllMIICHHON CBS3HM C MX KOJUIETaMH U3 APYTHX TOCYIapCTB-
9ICHOB. Bce KOHTakThl B paMKax CETH KOOPAMHATOPOB MOJDKHBI OCYIIECTBIISTHCS
yepe3 3Ty OHJIAIfHOBYIO MIaTGopmy.

Cekperapuar BO3 obecreuuT BeneHHE NEpPEeYHs HA3HAYCHHBIX KOOPJAMHATOPOB H

00CITy’)KMBaHHE 3alUIIEHHON OHIAWHOBON TIIAT(POPMBI.

9.

HammonansHOoMy opraHy Mo peryJiMpoBaHHIO JIEKaPCTBEHHBIX CPEICTB MpeIaracTcs

B3aUMOJICCTBOBaTh CO BCEMH COOTBETCTBYIOIIMMHU 3aUHTEPECOBAHHBIMU CTOPOHAMHU B
00J1acTH TPENOTBpAIICHUS U BbIABICHUA MeaunumHckord mpoaykiuu HIUJIOK u npunsTus
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OTBETHBIX ~ MEp, Hampumep, C  [poBaiaepaMu  MEAMKO-CAHUTApPHONM  TOMOIIH,
MPaBONPUMEHUTEIBLHBIMU OPraHaMHu U YaCTHBIM CEKTOPOM.

10. Cexkperapuaty craeayeT OOCCHEYHTh TNPO3PAYHOCTH CBOCH pabOTBI C  CEThIO
KOOPJIUHATOPOB, MHGOPMUPYS O HEH MEXaHHW3M TOCYAapCTB-4ICHOB 4epe3 PykoBoasmuit
KoMuTeT. B mpouecce o0ydeHust U Opyroil OesTEIbHOCTH B CBSI3U C CEThIO KOOPAMHATOPOB
Cexperapuar BO3 UCKIIOUHUT BO3HUKHOBEHHE KOH(IIMKTA HHTEPECOB.
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I. BBEJEHUE

1. B nocinemHue TOABI BHEAPEHHME CHUCTEM M MEXaHU3MOB  IPOCIICKHBAHUS
INPOMCXOXKICHUS MEJUIMHCKONH TNpoAyKiuu! OBUIO TNPH3HAHO HAIMOHAIBHBIMH H/WIH
pEerHoHaNBHBIME OpraHamu perynupoBanusi (ganee — HPOP) none3HsiM u 3 QeKTHBHBIM
MHCTPYMEHTOM B OOppO€ C MPOTUBONPABHOM JEATENBHOCTBIO 10 IPOU3BOACTBY U
pacrpocTpaHeHUIO KOHTpahaKTHOW METUIIMHCKON MPOTYKIIUH.

2. Ha rio6ankHOM YypOBHE HEKOTOpbIE TOCYAapCTBa-WiICHbl MPHUHSUIM HOPMATHBHBIE
MOJIOKEHUS B cpepe MPOCISIKUBAHUS TPOUCXOKACHUS MEIUITUTHCKON MTPOAYKIIUH, KOTOpPBIE B
HacTosilee BpeMsl MPUMEHSIOTCS WM TOTOBATCS K MPUMEHEHUI0. B To e Bpems Apyrue
CTpaHbl JH0O0 aHATM3UPYIOT aJbTepHATUBHbIE MOAXOJBI, OO eIlle He paccMaTpUBAIU STOT
BOIIPOC.

3. IlpunsTtue mMep B 3TOH cdepe paccMaTpPUBACTCS KaK BaXKHBIA M MPUOPUTETHBIM BOIPOC
mig crpaH.  Ha TperpeM miIeHapHOM COBEHIAaHMM MEXaHM3Ma TIOCYJapCTB-4IECHOB II0
HEKOHJIUIIMOHHOW/  TOAJENbHOH/  JIOKHO  MapKUpOBaHHOW/  (anbcuuImpoBaHHOM/
KOHTpa(akTHOM  MEIUIIMHCKOW TPOAYKIHMH (Jajee — MEIUIMHCKONW  MPOAYKIIUH,
otHocseics k kareropur HITJI®K?2) Obu10 NpUHSTO pelieHne 0 co3AaHiu padoder TpyIibl
U3 DKCIEPTOB IrOCYAAPCTB-WICHOB U1 OLICHKH U NPEACTABICHUS NOKJIana O IMPUMEHSAEMBIX
CeroJHS WM pa3palaTbIBaéMbIX TEXHOJIOTHSAX, METOJaX M MOJETSAX «OTCICKHUBAHUSA U
IIPOCIICKUBAHUA», a TAK)KE aHAJIN3A UX NPEUMYIIECTB U HEJOCTATKOB.

4.  Cnenyer OTMETUTh, YTO NIPUBEACHHBIN B JOKYMEHTE II€PEUEHb IPUMEPOB OIBITA CTPaH
B OTOW 0OJAaCTM HOCHT HWCKIIOYUTEIBHO WUIIOCTPAaTUBHBIN XapakTep, He SBIAETCS
MCYEPNBIBAIOIIMM M OCHOBaH Ha JaHHBIX, MPEJOCTaBICHHBIX CaMHUMH CTpaHaMH, Ha
nHpopManuu ¢ OQUIMATBHBIX BeO-caliTOB u/uiau Oubiamorpaduyeckux CHpaBKax, B
OTHOIIIEHUU KOTOPBIX HE BBINOJHSIACH IPOBEPKAa MCTOYHMKOB. [loaTOMY mpencTaBieHHbIE
CBEJICHHUSI B HEOOXOAMMBIX CIydasX MOTYT MEHSATHCA W/WIM TMOJUIekKaTh HCIPABICHUIO U
MPUBOAATCS B JOKYMEHTE UCKIIOUUTENIBHO B KauecTBe crpaBouHoi nHpopmaruu s HPOP
rocyapcTB-wieHoB. HacTosdmmii JOKyMEHT HE paccMaTpUBAaEeTCid KaK OKOHYATEIbHBIA U
OyzeT mepuoauvecku OOHOBIIATHCS MO MEPE Pa3BUTHS CUTYallMH U NPUHSATHS HOBBIX Mep B
rocyaapcrBax-ujieHax.

1 B macrosimem 10KyMeHTE MOHSITHE «MEIMIMHCKAS MPOLYKIHsD» OyIeT HCIIOIb30BAThCS B
COOTBETCTBUH C ONpPEIEICHAEM, JaHHbIM B 1.3 jokyMeHnTa A/SSFFC/WG/5: «1ekapcTBEHHBIE MIPENaparsbl,
BaKI[MHBI ¥ CPEACTBA [UIs TUArHOCTHUKH iN-Vitro», a TaKke B CHOCKe 1: «K 3TOMY MOHSITHIO B HEOOXOMMBbIN
MOMEHT B OYYILIEM TaKKe MOTYT OBbITh OTHECEHBI IPHOOPHI MEIUIIMHCKOTO HA3HAYCHUSI.

2 B HacrosimeM JIOKyMeHTe OyZeT ucnoib3oBaThes cokpaiienue HITJIOK B cooTBeTCTBHM C TEKCTOM
pesosmonn WHA65.19: «B Ha3BaHMM MeXaHU3Ma TOCYIapCTB-YWICHOB OYAET HCI0JIb30BaThCS TEPMHUH
"HEKOHUIIMOHHAS/ TIOJI/ICTbHAS/TI0KHO MapKUPOBaHHAs/ (hanbCUPUIIMPOBAHHAS/KOHTPAa()aKTHAS MEIUIIMHCKAS
MPOAYKIHA" IO TEX Mop, MOKa pyKoBoasAIIHe opransl BO3 He MPUMYT COOTBETCTBYIOIIEE ONPEaeTICHIEY, U
HACTOSIINI TOKYMEHT HE MPeIoTpeaeisieT NCXO I JIF0OBIX JaTbHEHIIIIX IIePErOBOPOB OTHOCUTEIHHO
OKOHYATEIBHOTO OTPEACICHNUs, KOTOpOe OyIeT HCIOIB30BAaThCS B paMKkax MexaHH3Ma rocyJapCTB-4ICHOB IO
MEIUIMHCKON MPOAYKIUH, OTHOCcsAUIecs k kateropun HITJIDK.

12
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1. OXBAT CUCTEM «OTCJIEXKUBAHUA U ITPOCJIEZXKUBAHMU S »

5. TlonsaTtne «ipocnexuBaeMoOCTb» OOBIYHO MOHUMAETCS KaK BO3MOKHOCTh YCTaHOBUTH
MPOUCXOXKICHUE W Pa3IUYHbIE H3Tamnbl IPOU3BOACTBA MPOAYKIIMM M TOBAPOJBIKCHHUS.
[TonsitTue «oTCneXUBaHWE U MPOCICKUBAHHUE» TaKKE HCHONIb3YeTCS JUIS OINUCAHUS
MPOCIICKUBAEMOCTH TPOAYKIMA W BKIOYaeT B ce0S BO3MOXKHOCTH OTCIICKUBAHUS
MECTOHAXOXJEHUsI TOTO UM MHOTO MPOJYKTA B JAHHBIH MOMEHT BPEMEHU B LIETIH MOCTABOK.
VYKe HECKOJBbKO JIET MPOU3BOJIUTENN OOECHEUMBAIOT «IPOCIECKUBAEMOCTHY MEAUIIMHCKON
NPOJAYKLUHUHM B paMKaxX MPOU3BOACTBEHHOIO IPOLIECCA, YTO JA€T BO3MOXKHOCTb MOJIYYECHUS
uH(pOpMallMK O KaXJIOM 3Tane M3rOTOBJICHUS MPOIYKIIMH OT 3aKYNKH ChIPbS 0 TOTOBOTO
W31,

6. IIpocnexuBaeMoCTb, KaK MpaBHJIO, 00ECIIEYMBAETCS HAa YPOBHE MAPTHMU MPOJIYKIHH.
IIpn pacnpocTpaHeHUMHM MEIULMHCKOM MNPOAYKLUU JOINOJHUTEIBHOM MEPOU SBISAETCA
yKa3aHHe HOMEpa  IPOMU3BOACTBEHHOM MApTUM  WIM  CEPUMHOrO  HOMEpa  Ha
NEPBUYHOIN/HETIOCPEACTBEHHOW W BTOPUYHOW/HAPY)KHOHM YIAKOBKaX, YTO B HEKOTOPBIX
cllydasix OTpa)kaeTcs B TOBApPHO-CONPOBOJMUTEIBHBIX JOKyMeHTax. OpjHako olecrneueHue
IIPOCIICKUBAEMOCTH HA YPOBHE MAapTUM MNPOAYKLUUU HE JAeT BO3MOXKHOCTH OJHO3HAYHOH
UECHTU(QHUKALIMYA TOBAPHBIX €AMHUL, BXOJAIINX B 3TY MAPTHUIO, B CUCTEME TOBAPOIBUKECHHUS.

7.  Takum oOpa3om, cucCTeMa MPOCICKHBAHUS MOMKET OCYIIECTBISATHCS HA HECKOJIBKUX
ypoBHsX. IIpocnexxuBaeMoCTh MPOIYKIIMU MOXKET 00ecredrBaThCsl Ha YpOBHE TOBAapHOMU
NapTUH, CTPYNIUPOBAHHBIX TOBAPHBIX EAMHUIl (TPETHYHAS YIAKOBKA), MOTPEOUTEIbCKON
YIaKOBKH (BTOpUYHAs/HApYKHAsS YITAKOBKA), IEPBUYHON/HETIOCPEICTBEHHOW YITAaKOBKH W/HIN
OTAEIBHOM JO3BI.

8. OxBar cHCTeMbl MPOCIHCKHBAHUS TMPOAYKLUMH, KaK TMpaBUIO, OIpeaesseTcs
3aKOHOJIATENILCTBOM O BBEICHUH Takol cucteMbl. Kpome Toro, 00bem TpeboBaHMi B paMKax
CHUCTEMBI MOXET OBITh Pa3HBIM B 3aBUCUMOCTH OT II€JI €€ BBeIeHUs (Hampumep, 6oprda ¢
HIUI®K wnmmu ¢ HempaBOMEpHBIMH TPEOOBAHUSMH O BO3MEILEHHH PAacXoJI0OB B paMKax
CUCTEMBI JIEKApCTBEHHOT'0 CTPaXOBaHUs WM ke 00 Ha3BaHHBIE LIEIH OJTHOBPEMEHHO).

9. [IperMy1ieCTBO CUCTEMBI IIPOCIICKUBAHUS HA YPOBHE TOBAPHBIX IMAPTUN 3aKII0YAETCS B
BO3MOYKHOCTH MPOCIICKUBAHMS BCEH MAPTUH TOTOBOW MPOIYKIIMU B CIy4ae OT3bIBA MPOIYKTa
UJIn XKE HpOCTO B cnyqae HOCTYH.HGHI/I}I CUrHajia 0 BO3MOXHOM HpI/ICYTCTBI/II/I Ha pI:IHKe
MenuuHckoi npoaykiuu HITJIOK. C apyroit cTopoHbI, HEIOCTATOK TaKOW CUCTEMBI CBSI3aH
C OTCYTCTBHEM BO3MOXXHOCTH MHAUBHUIYATEHON HISHTU(PUKALNN KaXI0H TOBAPHOU €IMHUIIBI
B COCTaBE KaXIOW MapTHH, YTO HE TO3BOJISET MPOCICKHUBATH MPOUCXOXKICHUE OTACIBHBIX
TOBapHI:IX (2050505000 HpOC.He)KI/IBaHI/IIO Imo4JICXatT TOJbKO naprm HpO,Z[yKI_[I/II/I.

10. OcHoBHas 1enb BHEAPEHUS CHCTEM OTCIECKHMBAHUSA U IPOCIEKUBAHHUS Ha YPOBHE
TOBapHbIX €IUHUL], CIPYNIUPOBAHHBIX B TPETHMYHOM YNAKOBKE, — COKpAlICHHE
JIOTUCTUYECKHUX M3ACPKEK M 3aJ€pKEK Kak IPHU IPUEMKE, TaK M IPHU OTIPABKE TOBApOB
OPEANPUATHSIMUA ONTOBOM TOPTOBIU. YTAKOBKAM H/MIU MaJJIeTaM ¢ TOTOBOM MPOAYKIMEH
MPUCBAUBACTCS CEPUMHBIA HOMEP, W TMPH BBINOJHEHUH JIOTHCTUYECKHX ONEpanun
CKaHUPYIOTCS Hocutenu uHpopmanuu (Hampumep, wmTpux-kon, RFID-metka u T.1.),
pa3MeIlleHHble HAa TPETUYHOM YMAaKOBKE W cojepxkaliie HHGOpMAlMI0 00 OTIEeNbHBIX
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€MHUIAX MPOJYKIMHM BHYTPU 3TON YNAKOBKU, YTO YCTPaHAET HEOOXOJUMOCTh BCKpBIBATH
TPETUYHYIO YNAKOBKy. Takas cucTeMa MpOCIeXKHBAHUSA SBISETCS Oojee TOYHOH, ueM
IIPOCJICKABAHNE HAa YPOBHE IIApTUH, OJHAKO OHA HE JaeT BO3MOXKHOCTH OJHO3HA4YHO
UACHTU(UIIMPOBATH KAXKYI0 TOBAPHYIO €AMHUILY BHYTPH TPETUUHOMN YITaKOBKH.

11. Pa3MemeHue WHIWBUIYQIbHBIX CEPHUHHBIX HOMEPOB Ha BTOPUYHOWU/HAPYKHOU
YIaKOBKE MEIUIMHCKOW TMPOMYKIMU J1a€T BO3MOXXHOCTh OIHO3HAYHOW HUACHTU(DUKAIIH
KaXJ0M OTIYCKAaeMON HACEJIEHUIO €IMHUIBI MPOAYKIHUH. B CBOIO oyepenb, 3TO MO3BOJSET
BOCCTAHOBUTH U MPOCICANUTDL BCIO LCTIb TOBAPOABUKCHUSA IJId Ka)K,Z[OI\/'I n3 CAWMHUI IPOAYKIHUH.

12. Pa3memenue WuACHTU(GUKAIMOHHBIX HOCUTENCH Ha TIEPBUYHOM YITAKOBKE HMEET
MHOXKECTBO  MPEUMYIIECTB M  SIBISIETCI  OCOOCHHO  yAOOHBIM B YUPEKICHUIX
3IpAaBOOXPAHEHUS, TJC TMalMeHTaM OTIYCKAIOTCS eIUHHYHBIC JO3bI JIEKApCTBEHHBIX
MpermapaToB; IMPH 3TOM Y HETO €CTh U CEPbE3HbIC HEAOCTATKHU, CBSI3aHHEIC, TJIABHBIM 00pa3oM,
CO CIIO)KHOCTBIO TPAKTHYECKOTO OCYIIECTBICHHS M 00Jee BBICOKMMH H3JCPKKaMH I10
MIPUCBOCHUIO CEPUMHBIX HOMEPOB (Ha YPOBHE MPOU3BOJICTBA), & TAKKE C HEOOXOAMMOCTHIO B
JIOTIOJTHATEIBHBIX JIFOJICKHX Pecypcax W OOOPYAOBAHHH B YUPEKIACHHSX 3JPAaBOOXPAHCHUS
111 00pabOTKU ATOH HH(pOPMAIIHH.

13. HecmoTps Ha Haluyhe JOPYrUX aJbTEPHATUBHBIX METOJOB OTCICKHUBAaHUS U
MPOCJICKUBAHMS, B HACTOSLIEM JOKYMEHTE CJelaH akKIEeHT Ha CYIIECTBYIOIUX WU

HAaxXoIsdIMXcsi B IPOLECCEe  BHEAPEHUSA  CHUCTEMAX, pPEAIU3yEeMbIX Ha  YpPOBHE
BTOPUYHOM/HAPYKHOM yIaKOBKH.
YpoBeHb [MpenmymecTBa Hepocrarkn
ToBapHasi napTus — Bo3MOXHOCTB OoTCliequTh Bcto  — Kak mpaBuiio, oJjHa NapTus COCTOUT
MapTUIO TOTOBOM MPOAYKIIUH. 13 OOJIBIIIOTO YUCIIA TOBAPHBIX

€MHHLI.

— OTCyTCTBYET BO3MOXKHOCTH
WH/IMBHUTy ATbHOU UACHTU(DUKAINN
OTJICIBHBIX TOBAPHBIX CIIUHUII B
paMKax OJIHOW MapTHH.

Tperuunas
YIaKOBKa (majier
H/WJIH KOPOOKa)

PaszoBoe cuutriBaHue
nHGOPMAITUH O TIEITI0N TPYTIIe
TOBapHBIX €AUHULL.

Boiee BricOokuii ypoBEHb
JleTan3anuy HHPOpMaIuy 1o
CpPaBHEHHUIO C
uaeHTH(UKaIMEH Ha YPOBHE
TapTHH.

DKOHOMHUS BpEMEHH U
COKpAIlIeHUE JTOTUCTUYECKUX
U3IEpKEK HA YPOBHE
OpraHu3aluii ONTOBOM
TOPTOBJIH.

ToBapHbIE €AMHUIIBI, 3aKJIFOUEHHBIE
B TPETUYHYIO YIIAaKOBKY, HE BCErAa
MOT'YT OBITh HICHTU(DHUIIUPOBAHEI
OJIHO3HAYHO B MHJHWBUIYaJIbHOM
MOPSIIKE.
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YpoBenb IIpeumymecTBa Henocrarku
Bropuunas uiu — OnHo3HauHast waeHTHHUKAIUs — BbICOkas cloXHOCTh
BHEIIHSS YIIAKOBKA KaXJI0M eIMHULIBI TPOAYKIIHH, OCYIIECTBJICHHUS.
(ToBapHasi eAUHUIIA) OTIyCKaeMOW HaCEJIECHUIO.

— B03MOXHOCTE BOCCTAaHOBUTH U
MIPOCTIEAUTH BCIO IIEMOYKY
TOBAPOIBIKEHUS TS KOXKIOU
€JIMHULIBI PO TYKIIHH.

IMepBuynas uian — bonpive npeumyniectsa npu  — [loBbIlIEHHBIE U3EPKKHU U BhICOKAs
HeNoCpeICTBEHHAsA BHEJIPCHUU HA YPOBHE CIOKHOCTb OCYILIECTBIICHUS.
ynakoBka MEY Pk ICHHI. — IloTpeGHOCTD B AOMOTHUTENBHBIX
(oTaesbHAs 1032) — Bo3moxHOCTE OJTHO3HaYHON JIFOJICKMX pecypcax U
UACHTU(UKAINY Ha YPOBHE 000pynOBaHUH B MEHKO-
OTJEIBHBIX J103 IIPENapaTos, CaHUTAPHBIX YUPEKICHUAX.
BBOJUMBIX ITAIUCHTAM. — OTCcyTCTBHE COMOCTABUMBIX

OpeuMyHICCTB JIs1 OCTAJIbHBIX
3BCHBCB IICIIN ITIOCTAaBOK.

I11. MPEUMYHECTBA CUCTEM OTCJIEXKUBAHUSI U ITPOCJIEZXKMBAHUSA
HA YPOBHE BTOPUYHOU (ITIOTPEBUTEJbCKOM) YTAKOBKH

14. BaeapeHue cHUCTEMBl OTCIEKHBAHHMS M TPOCICKUBAHUS Ha JIFOOOM YpOBHE HMeEET
CYILIECTBEHHBIE NPEUMYLIECTBA ISl YUPEXKACHUN 31pPAaBOOXPAHEHUS U MOXKET MOCIYXUTh
nepBbiM 1maroM maiga  HPOP Ha 1yt K TOJTHOM  cepualnv3alid  Ha  YpPOBHE
NEPBUYHOIN/HETIOCPEACTBEHHON YIIAKOBKHU HJIU /103 METUIIMHCKOMN MPOIYKIINH.

15. VuuteiBass ypoBEHb pa3BUTHUSA  CYLIECTBYIOIIUX CHCTEM  OTCIEXKHBAHHUSI U
NPOCIIC)KUBAHUS, CETOJHSAIIHAS 3M0Xa TIIo0aIM3aluyd MOATBEPKIACT 11eJIeco00pa3HOCTh
JATbHEHIIEr0 Pa3BUTHUSL CUCTEMBI IPOCIEKUBAEMOCTH MEIUIIMHCKON MPOAYKIMHA HA YPOBHE
NOTPEOUTENBCKON yakoBKH. [103TOMy B HAcTOSAIIEM TOKYMEHTE aKIIEHT, IJIaBHBIM 00pa3oM,
CIEJIaH Ha NIPEUMYILECTBaX U HEJAOCTATKaX, TPYAHOCTAX U OIBITE BHEIPEHUSI CUCTEM UMEHHO
3TOrO THUIIA.

16. Cucrema oOecrieueHUs TMPOCICKUBACMOCTH MEAMIIMHCKONW TPOJIYKIIMA Ha YpPOBHE
CIMHUIBI TPOAAXH (MOTPEOUTENBCKON YNAKOBKM) MMEET ILENbld psJi MPEUMYIIECTB,
MIOCKOJIBKY OHa:

e CIIOCOOCTBYET OOECTICUCHHIO OOpalleHUs pa3pelieHHOW K  HCIOJb30BaHUIO
MGI[I/II_[I/IHCKOI‘/JI MMPOAYKIUU TOJIBKO B paMKax JIeraabHOMU OCIIH IT0CTAaBOK,

e 3alllMIIAeT MAlMEHTOB, HCHOJB3YIOUIMX MEIUIMHCKYIO TMPOAYKIHUIO, MOCKOJBKY
COKpalllaeT ypOBEHb PHCKa, CBSI3aHHOTO ¢ MeaunuHckod mnpoxaykiuedt HIJIDK,
HalpuMep pHUCKa WMHTOKCHKAIMHM, HEOJAronpusTHBIX TOO00YHBIX A (EKTOB,
YBEJIMUEHUSI TPOJOKUTEIFHOCTA TOCTIUTANH3ANH, HEed(D()EKTUBHOCTH JeUeHUs,
HE0OXOIMMOCTHU B aIbTEPHATUBHBIX TEPANIEBTUUECKUX CPEICTBAX U JaKe CMEPTH;
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e TMPEMATCTBYET MOCTYIUICHUIO U 000POTY MOXHUIICHHOW U KOHTPaOaHIHOM MPOYKITUN
B JIETAJILHOU II€TIM OCTABOK;

e TMPEMATCTBYET PACHPOCTPAHCHUIO W/WIW OTMYCKY TMalueHTaM MPOCPOYCHHOM,
3alpPEICHHON WJIK OTO3BaHHOM MPOAYKIINH;

e TIO3BOJIIET OOCCIEYHUTH MPEIOCTABICHUE OECIUIATHBIX OO0pPa3IOB MEAUITUHCKON
HpOI[yKLII/II/I HOHy‘IaTe.H}IM, KOTOpBIM OHHU Hpe,Z[HaSHa‘IaIOTC}I;

e obOecneunBaeT yciaoBuUs s 3()PEKTUBHOTO, ONEPATHBHOTO M 0E30MaCHOTO OT3bIBA
IPOYKIHH;

e CO3/1a€T BO3MOXKHOCTH g cOopa (apMakodIMUAEMHOIOTHYECKUX JaHHBIX U
pa3paboTKK KOHKPETHBIX CTPATETUi Ha UX OCHOBE;

e crocoOcTByeT A3(h(PEKTUBHOMY YNPABICHUIO MOCTABKAaMU Ha BCEX YPOBHSIX CHCTEMBI
3IpaBOOXPAHCHUS;

e CIOCOOCTBYET COKpAILEHUIO PAacXOJOB Ha 3APaBOOXPAHEHUE 3a CUET UCKIIOYCHHS
HEHAQUICKAIUX WIM HEONPABIAHHBIX MPOLEAYpP, TAKUX KAaK 3aKYIKA MEAULUHCKON
nponykuun HITJIDK, a Takxke coxpamieHnio OpeMeHH pacxoioB, KOTOPOE JIOKHUTCS
Ha CUCTEMY 3PABOOXPAHECHUS B PE3YJILTATE IPUMEHEHUS TaKO! IIPOLYKIUU.

17. TlonBoast UTOT BBILIECKA3aHHOMY, BHEAPEHHUE MPOCIECKUBAEMOCTH HAa YPOBHE €IMHMUIIBI
NPOAYKIMK crmocoOcTByeT ycunennto mnoreHimana HPOP, a rtakke sddexTuBHOMY
BbIsSIBJIIEHHIO MeauuHckon npoaykuuu HIJIOK u ee m3bsaTHIO M3 LEeNH MOCTABOK, YTO B
CBOIO OYepe/lb MO3BOJSIET COKPATHTh PACXOAbl CEKTOpa OOIIECTBEHHOTO 3/IPaBOOXPAHEHUS U
o0ecneunTh MEAMKO-CAHUTapHOE OOCITy>KMBaHHWE Ha OCHOBE MPHUHIIMIA CHPaBEJIMBOCTH.
XOTs CHUCTEMBI OTCIEKUBAHUS U TMPOCICKUBAHUS SIBISIOTCS OJHUM W3 MHOTOYMCIECHHBIX
WHCTPYMEHTOB JUI1 MPEJOTBPAILCHHUS, BBISIBICHUS W KOHTPOJIMPOBAHUS MEAMIIMHCKON
npoaykiun  HIUUVIOK, oHM MoOryr wuMeTh HEKOTOpbIE OrpaHHYEHUS U MPOOIEMBI
(Cwm. Pazmen V).

IV. OCHOBHBIE BOITPOCHI

18. [Ilepen BHeapenuem HanmoHaabHOW CHCTEMBI MPOCICKUBAEMOCTH MEIUITUHCKON
MPOAYKIIUH HEOOXOIMMO PEIINTh HEKOTOPBIE OCHOBOTMOJIATAIOIINE BOIIPOCHL:

1. Kakue rmobanbHbIe WM MECTHBIE CTaHIAPTHI WACHTU(DHUKAIMKA U CepUaTu3aiiu
HUCII0Ib30BaTh

2.  Ha ocHoBe kaKkoi MOJIETTH CTPOUTH CUCTEMY
3. Kakoii cnoco0 naeHTH(GHUKAINY TPOIYKIIMH BEIOpATh
4.,  baza maHHBIX: KaK 00€CMEYUTh XpaHCHHE HHPOPMAIIUH U JOCTYI K HEH

5. Kakue BUIBI IPOAYKIIUY JOTKHEI OBITh OXBa4€HBI CHCTEMOM

16



Ilpunoscenue EB138/40

19. Ilpu oTBeTe Ha 3TH BOIPOCHI B JIIOOOM Ciy4ae LEIeco0Opa3HO OLEHHUTh H3JIEPIKKH,
CBSI3aHHBIE C BHEIPEHHEM CHCTEMBbI MpociexkuBaeMoctd, kak it HPOP, tak m nms
CyOBEKTOB IIEMU IMOCTaBOK. B pa3HBIX CTpaHaX U3JAEPKKH MOTYT OBITh pPa3HBIMU H,
CJIIOBATENIbHO, YHUBEPCAJIHLHOTO BapHaHTa, MOAXOIIIETO JII0OOW CTpaHe Mupa, ObITh HE
MOJKET.

1. Cranaaprsl

20. B ycnoBusix rinobanu3zanuy TpaHCHAIIMOHATIbHbIE KOMIIAHUU-TIPOM3BOAUTENN CKIOHHBI
K ClelHalIn3alyy MMPOU3BOACTBA MYTEM M3TOTOBIICHHUS HA OJTHOM MPEANPUATHH MPOAYKIIUH,
OTHOCSIIIEHCS K KakoMy-TuM00 OAHOMY THNY. 3aTeM Takas MPOIYKIUS YIaKOBBIBAE€TCA B
eAMHOOOpa3HYI0 CTaHAAPTHYIO YIIAKOBKY, COOTBETCTBYIONIYIO TpPeOOBaHUSM cpa3zy BcCexX
CTpaH, B KOTOPBIX 3Ty MPOIYKIHUIO MIPEIO0JIaraeTcs pealn30BbIBaTh.

21. Tlo »Toil mpuuKMHE MEAUIMHCKAs MPOIYKIMs, KOTOpas MONajaeT B IMYHKTHI OTIYCKa
JEKapCTBEHHBIX CPEJICTB HACEIEHUI0O B CTpPaHaX C HHU3KOW J0Jed HalMOHAIbHOIO
(apMalieBTUYECKOT0 MPOU3BOJCTBA U OTHOCUTENHHO HEOOJNBIIMM O00OBEMOM DPBIHKA, CKOpEe
BCEr0 SBJISICTCS UMIOPTHOM MPOAYKILMEH, N3rOTOBIEHHON Ha 3apy0eXHOM MpPEeIIpUATHH B
COOTBETCTBUM C OIMCAaHHOM BBIIIE CTpPAaTErued CHEeNMAIN3alUUd U YIIAaKOBAaHHOM
IIPOM3BOJIUTENIEM B YHUBEPCATIBHYIO YIIaKOBKY.

22. B 1enax TMOBBIMIEHUS YPOBHA TIO0AThbHOW COTJIACOBAHHOCTH H  A(P(HEKTUBHOCTH
pacxoJIoB Ha 3[IPaBOOXPAaHEHHE XOTEIOCh ObI, 4TOOBI (hapMareBTHUECKas IIPOMBIIIIIICHHOCTD C
OoJbIIel TOTOBHOCTBIO TIOAXOAWMJIA K BONPOCY OOECIEYeHHS MPOCIC)KUBAEMOCTH
MEIUIUHCKOW TPOAYKIUU TYTeM TMPHUHITHS EIWHOTO KOMIUICKTa TJIO0ATbHBIX HIIH
MEXTYHAPOJHBIX CTAHAAPTOB UICHTU(DUKAIINN U CEPUATHU3ZAIIHH.

23. C fpyroii CTOpOHBI, HaJM4YHME€ ¥ BO3MOKHOCTh HCIOJNB30BAHUS HAI[MOHATbHBIX/
PETHOHANBHBIX CTAaHAAPTOB HUIACHTH(PUKAIUU ¢ CEPHATU3ANUNA TPOAYKIIMH CBS3aHBI C
HOPMAaTHUBHO-TIPABOBBIM PETYJIUPOBAHUEM OTIEIbHBIX CTPAH UM PETHOHOB.

24. T'nmoGanpHBIC CTAaHIAAPTHI UACHTU(DUKAIIMKA ¥ CEpUATH3AIUU YKE CYIIECTBYIOT, H ISl UX
BHEAPEHUSI JOCTATOYHO MNPHUHATH COOTBETCTBYIOIIEE HAIMOHAIBHOE 3aKOHOIATEILCTBO M
aJlanTUPOBAaTh COOTBETCTBYIOIINE MPOLEAYPhl HA HAIMOHAIILHOM ypoBHE. UTO e Kacaercs
HallMOHAJIBHBIX CTAHAAPTOB, — B HEKOTOPBIX CTPAaHaX OHU €CTh, B HEKOTOPHIX HET; B
MOCTIEAHEM CIIy4ae UX HEoOXOauMO pa3pabdoTarh C HYJs, UCXOHS U3 TOTO, Kakas B CTpaHE
HCITOJIB3YETCS MOJICITh UACHTU(UKAITUN MEIUITUHCKON TTPOTYKIIHH.

25. Hakonen, mMoxeT ObITh M TPETHH BAapHaHT: aJaNTalUs TOTOBOTO MEXIYHAPOIHOTO
CTaHAapTa K CHelU(PUUYECKUM HOTPEOHOCTSIM U pealusiM CTpaHbl. OTOT BapUaHT MOXKHO
Ha3BaTh BBEJICHUEM «CMEUIAaHHOI'O CTaHAapTa».

26. Yacto HPOP, xoTopbie paccMaTpuBalOT BOMPOC 00 aJanTaluy TOTOBBIX CTaHIAPTOB,
npex/e Bcero oOpamaioT BHUMaHUE, B yacTHOCTH, Ha ctaHgaptel CLA u EBpomeiickoro
COI03a, XOTSA MX MOJEIM IPOCIEKUBAEMOCTH €Ile N0 KOHIA He ycrosumch. Co cBoen
croponsl, Kuraii, yxe pazpaOoTaBuIMii ¥ BHEIPHUBIIUN COOCTBEHHYIO MOJEINb, SBISECTCS
NIOKa3aTeIbHbIM IPUMEPOM CO3JIaHMsI CTPAHOM COOCTBEHHOIO HAIIMOHAIIBHOT'O CTaHapTa.

17



EB138/40 Ilpunoscenue

27. AprentuHa u bpaswnusg, Tae CyIIECTBYeT HAI[MOHAJbHOE 3aKOHOJATENbCTBO,
oIpeieNiAoNIee JCHCTBYIOUIYI0O MOJAETh OOeCHeueHHs] MPOCICKUBAEMOCTH, SIBISIOTCS
pUMepaMu CTpaH, MOLIEAIINX MO MyTH MPUHATUS CMEIIAHHBIX CTaHJIapTOB. B ApreHtune
U WACHTU(UKAIMK TPOIYKIMK MPUMEHSIOTCS TiobanbHble ctannapthl GS1 (ocHOBaHHBIE
Ha TpHCBOCHUM Trio0anpHbiXx HOMepoB ToBapa (GTIN) m cepuitHbix HOMmepoB). Mecta
HaXOXXJICHUS TOBApOB Ha HAUYAIbHBIX JTalax I[eNu IOCTaBOK HACHTH(GULIUPYIOTCS B
COOTBETCTBHH C TIJI00aJbHBIM CTaHAApTOM (ri00anbHbIi HOMep MecTa HaxoxaeHus (GLN)
IS IPEANPUATHIA TPOU3BOIUTENEH 1 TUCTPHUOBIOTOPOB), a B aNITeKaxX U MEIYUPEKICHUIX — B
COOTBETCTBUM C HAI[MOHAJIbHBIM CTAaHAAPTOM (B ApPreHTHHE — «KOJ YUPEXJACHUS — MecTa
Haxoxaenus Tosapa» (CUFE)). B bBpaswinu 3akoHOAATENbCTBO Tpedyer mpu
UACHTU(PUKAIUN MEIUIIMHCKON MPOAYKIMU OTJaBaTh MPEANOYTEHHE HAIIMOHAIBHOMY, a He
rno0albHOMY CTaHAapTy. TeM He MeHee, CyOBeKThl LENH IOCTaBOK HMEIOT IPaBo
KCIOJIb30BaTh KaK HAllMUOHAJIbHBIE CTAaHAAPTHI, TaK U cTaHaapThl GS1.

Cranaaprhl [MpenmymecrBa Hepocrarkn

I'modanbHbIE HIN - EZ[I/IHHﬁ nmoaxoa K MapKUpOBKC - HeO6XOZ[I/IMOCTI) ajJalTainuu

MeKIyHAPO/IHbIE MPOAYKIIMHA TPAHCHAITMOHAIBHBIX BaYKHOU JJIs CTpaH MH(OOPMaIIUU
KOMITAaHUH. K MEXIyHApOJHBIM IapamMeTpam.
— CoBMeCTHOE UCTIOJIh30BAHUC
nH(pOpMaIUHU Ha TI00ATFHOM
YPOBHE.
— Hajuuue roToBbIX CTaHIApTOB.
— IIpocToTa BHEIpEHUs B CTpaHax
¢ OOJIBIIION J0JIeH UMIIOPTHOM
MPOYKIIHY.
— Bo3MoxxHOCTH coKkpaieHus
PacxoI0B Ha HAIMOHATBHOM
YPOBHE.
HanuoHanbHble — CootBercTBHE MOTpeOHOCTAM 1 — HeoOxoaumocTh pa3pabaThiBaTh
peanusaM Kaxaoi CTpaHsbl. CTaHIAPTHI C HYJIS.
— Hcnons3o0Banne KOO0B,
CYIIECTBYIOIUX TOJIHKO B OJTHOM
CTpaHe.
— Bo3MoxHBIN pocT u3aepxek Ha
HAI[MOHAJILHOM YPOBHE.
— COBMECTHOE HCIIOIH30BAHNE
nH(GOPMAIUH MHOTHMU
CTpaHaMHU BO3MOXHO TOJBKO MPH
YCIIOBUH COBMECTHMOCTH
CHCTEM.
CMeliaHHbIE B03MOXHOCTP UCIIOJIB30BAHMS Bo03MOXHOCTE IPUMEHEHUS

TOTOBBIX MEXIYHAPOIHBIX
CTaH/IapTOB, aIalITUPOBAHHBIX K
peanusM U IOTPeOHOCTIM
KOHKPETHOMN CTpaHBbI.

3aBUCHUT OT KCIIOJIb3yEeMOM B
CTpaHe CUCTEMBbI
IIPOCJIC)KUBAHUS.
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2. Twun cucreMsbl NPOCIAE:KMBAHUSA

28. HPOP HecyT OTBETCTBEHHOCTh 3a OIPEACIICHHE THIA CHUCTEMBI IPOCIICKUBAHMUS,
KoTopasi Oy/eT UCIOJIB30BaThCS B CTpaHe, UCXOJS M3 MX MOTPEOHOCTEH W CYIIECTBYIOLIEH
CUCTEMBbl HOPMATHBHOT'O PEryJIMpPOBaHMS OOpalleHUs, XpaHEHUS M cObITa MeIULUHCKON
MPOAYKUMH B paMKax JIETAJIbHbBIX LENEH MOCTaBOK.

29. B cucremax, TOCTpPOEHHBIX MO mnpuHIUNYy «[IpoBepka MO MecTy OTIycKa
JIEKapCTBEHHOI'0 CPEACTBa», OTBETCTBEHHOCTH 10 MPEAOCTaBICHUIO HH(OPMallUi CHUMAETCs
C CyOBEKTOB B CEpEAMHE JIETaJbHOW IEMU MOCTABOK (NMPEANPHITHIA ONTOBON TOPTOBIIH).
O06s13aHHOCTh OO€creynBaTh OJHO3HAUYHYIO WICHTHU(PUKALUIO MPOIYKIUU U MPEIOCTaBISATh
9Ty HHPOPMAITUIO IPYTHM CYOBEKTaM MOCPEICTBOM 0a3bl JaHHBIX BO3JIOKEHA Ha JepiKaTems
PEerucTpalioHHOr0 yAoCcTOBepeHus. llepes oTmyckoM JeKapCTBEHHOIO CPEJICTBA B alTeKax
WIH MEIUKO-CAHUTAPHBIX YUPEKICHUSX CEPUUHBIA HOMEpP Ha YIMAKOBKE MOJITBEPIKIACTCS
NyTeM CpaBHEHUS C HOMEpPOM, TMPEIOCTABICHHBIM JEp>KaTeJeM PpPErucTpalioOHHOTO
YIIOCTOBEpPEHUSI.

30. HepocraTok cucTeM, MOCTPOEHHBIX MO TAaKOMY MPUHIMILY, 3aKJIIOYAeTCs B TOM, UTO
menunuHckas npoxaykius HIUJIOK moxer oOpamaThcst Ha pbhIHKE B TEYEHHE MHOTHX
MECSILIEB, TOCKOJIbKY BBISIBJIEHA OHA MOXKET OBITh TOJBKO B MOMEHT OTITyCKa JIEKAPCTBEHHOTO
CpeACTBa MAIlMEHTY U IIPU YCIOBUH, YTO B MOMEHT OTITyCKa Ipernapara OyAeT AeHCTBUTENEHO
IpoBesieHa He00X0JuMas IPOBEPKA.

31. CymectByeT anbTepHAaTUBHASA cUcTeMa — «[l0JTHOE OTCIEeKUBAHUE U MPOCIC)KUBAHHE.
B pamkax 3Toil CHCTEMBI IepKaTellb PETUCTPAIIHOHHOTO YAOCTOBEPEHUS 00s13aH 00eCTIeYHTh
OJTHO3HAYHYIO MICHTU(UKALMIO MPOAYKLIHH, U KaK OH, TaK U BCE CYOBEKTHI B CEpEIHHE
IIETIOYKH TIOCTAaBOK O0s3aHBI IepeaaBaTh B 0a3y MaHHBIX HH()OPMAIMIO O TOBAPOIBIKECHHH
BILIOTH J0 MECTa OTIIyCKa IIPOAYKLUHU ManueHTy. IIpenmyinecTBo 3Toi MOIEIN 3aKIH04acTCs
B BO3MOXHOCTH BBISIBIICHUSI HECOOTBETCTBUI B PEKUME PEaIbHOTO BPEMEHH U 00ECIICUCHUS
3¢ (HEeKTUBHOTO U HE3aMeUIUTEIHLHOTO OT3bIBa MPOAYKIKU. [Ipu 3TOM cucreMa criocoOCcTByeT
6osee d(ppekTHBHOMY YMPaBICHUIO 3amlacaMu U KOHTPOJIO KadecTBa. TakuM ke o0pa3om,
MMOCTPOCHHAad IO JSTOMY IMPUHOUIIY CHUCTCMA HOAa€T BO3MOXHOCTL IIOJYYUTH IIOJIHOC
npeCcTaBlIeHre 000 BCeH IEMOYKe TOBAPOJIBMIKCHUS TI0 OTHACIBHBIM JIEKapCTBEHHBIM
nmpemnaparaM, 4YTO0 MOKCT GBITB IIOJIC3BHBIM OJIsd BBIIIOJHCHHUSA JSHIHUACMHUOJIOTHYCCKUX
WCCIICIOBAaHHUI M TTPOBEICHUS IIEJICBBIX MEPONIPUATHI B 00JIaCTH 3ApaBOOXpaHeHus. TeMm He
MCHEC, TaKHMC€ CHCTCMblI OTIMYaIOTCA HOBBIINICHHON CJIIOKHOCTBIO H Tp66yIOT ydacTtusa
0O0JBIIOrO YUCIIa CYyOBEKTOB ILIEMH TOCTaBOK, KOTOPHIM B HEKOTOPBIX CIy4asX MOTpedyercs
BBIACIIMUTL JOIMOJIHUTCIIBHBIC KaAPOBBIC PECYPChl Ha O6€CH€‘-I€HI/IG paGOTBI CHUCTCMBI.
Jnist IpeAnpusTHA ONTOBOW TOPTOBIM HEOOXOIMMOCTh PETUCTPAIlUH JBHKCHUS TOBApPOB C
3aHCCCHUEM I/IH(bOpMaI_[I/II/I B CHUCTCMY MOXCT MNPHUBCCTHU K 60.]'[66 Wi MCHCC CCPLC3HBIM
3a/iepKKaM B MPUHITHH U 00pabOTKE 3aKa30B.

32. Ha 06a3e obeux Mozesneil MOXKHO pa3paboTaTh MPOMEKYTOUHBIE BAPHAHTHI MEp, TaKHUe
kak «[IpoBepka 1o MecTy OTITyCKa JIEKapCTBEHHOI'O CPEACTBA», C MPOBEACHUEM OCHOBAaHHBIX
Ha CTEIICHU PUCKA CIIy4alHBbIX IPOBEPOK HA YPOBHE IPEANPUATHN ONTOBOM TOPIOBIU, WIIU
e MCIOoJIb30BaHue IU(P(PEpEeHIUPOBAHHOTO MOAX0/a B 3aBHUCUMOCTU OT THUIA IPOAYKIHH
WIN XapaKTEPUCTUK CyOHEKTOB IETH MOCTABOK.
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33. Ilpumepamu cTpaH, U30paBIIMX CUCTEMY TOJHOTO MPOCICKUBAHUS U OTCIICKUBAHMS,
aBisAtoTcs Typuus u ApreHTuHa. B cBoro ouepenb EBpomelickuil cor03 B HACTOALIEE BpeMs
aHAJIM3UPYET BO3MOXKHOCTh BHEJPEHHUS CUCTEMBI, TOCTpOeHHOM 1o npuHuumny «IIposepka Ha
MecTe OTIYCKa JIeKapCTBEHHOTO cpencTBay» u/mnu «lIpoBepka B Havaie M B KOHIE LEMH
MOCTaBOK», KOTOpasi OXBATUT BCIO MEIUIIMHCKYIO MPOIYKIIMIO, TPEIHA3HAYCHHYIO JIJIsl cOBITa
B CTpaHax — wieHax EBpornelickoro corsa, ¢ BO3MOKHOCTBIO TOUEYHBIX IIPOBEPOK HA OCHOBE
OLICHKH CTETMIEHU PUCKA HA YPOBHE MPEANPUATUIH-ONTOBUKOB.

34. Hakonern, HanmoHanpHass ~ cucrtemMa  MPOCIEKUBAEMOCTH  MMIUIAHTHPYEMBIX
MEJUIIMHCKUX YCTPOMCTB, KOTOpast Oblia BBeneHa B Havane 2014 r. B ApreHTHHe, sIBISETCS
IIPUMEPOM CMELIAHHOW CHUCTEMBI, KOTOpas MPUMEHSETCS Ha CPEJHEM YPOBHE LEIOYKHU
MOCTaBOK B OTHOIICHWU NPEIIPUATUNA ONTOBOM TOPIrOBIH, MMEIOLIUX PETUCTPALUIO B
Ka4yecTBE IUCTPUOBIOTOPOB.

Cucrema IMpenmymecTBa HenocraTkn

IIpoBepka Ha mecTe — IIpocrora BHeapeHus (6omee — MeauuuHckas npoayKuus

OTIIYyCKA Y3KHIA KPYT CyObEKTOB). HITJI®K MoxeT ObITh BBISBICHA
JIEKAPCTBEHHOI0 TOJIBKO B MOMEHT OTITyCKa
CpeAcCTBa JIEKapCTBEHHOTO CPEACTBA
MAIMEHTY U IPU YCIOBHUH, YTO B
MOMEHT OTITyCKa Ipemnapara
OyzeT eicTBUTENHLHO IPOBEICHA
HeoOXxonuMast IpoBepKa.
IToanoe — Wudopmarus o 1BHKeHUH — CIOXHOCTh BHEAPCHUS
OTCJIe:KUBAHUE U MPOAYKIMH IO BCEM 3BEHBIM (LMpoKuii Kpyr CyObeKTOB).
NpocJie;KUBaHue LIENH OCTaBOK. — B03MOXKHOE 3aMeUICHHE
— BrsgBIECHNE HECOOTBETCTBUI B JIOTUCTUYECKUX OTlepaluil.
pEeXUME peasbHOTO BPEMEHH.
— IloBbimenHas 3 GpeKTHBHOCTH
OT3bIBa MIPOAYKIHH.
— bonee s dpexTuBHOE ynpaBneHue
3aracamu.
— B03MOXHOCTD BBIITOJTHEHUS
SMHIEMHOJIOTHIECKUX
HCCIEA0BAHUN U IPUHATHUS MED
Ha J1000M U3 3TAIoOB LEeNH
MTOCTaBOK.
CMmemanHasi cuctema — bombiee cooTBeTcTBUE peanusaM  — B03MOXHOCTh IPUMEHEHUS

1 TTOTPEOHOCTSIM KOHKPETHOMH
CTpaHbl.

OTPAHUYUBAETCS MTOJIOKEHUIMHI
JIEUCTBYIOLIETO
3aKOHOJIATEILCTBA.
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3.  HaenTHUKANMA NPOAYKIUHU

35. Jlma oOecrieyeHUss BO3MOXKHOCTH MPOCIEKUBAHUS OTACIBHBIX EIUHUI] TMPOTYKIIHH
HEO0OXOIMMO UMETh BO3MOKHOCTh MX OJTHO3HAYHOUN HJICHTU(DHUKALINU.

36. Jlmsa sTOTO TpEKIEe BCEro CIEAYEeT ONPEACINTh, HA OCHOBE KaKWX MPHUHIIUIIOB OYIET
OCYIIECTBIISATHCSA WACHTH(PUKAIUS TpoAykuuu.  [lodTomMy KpaliHe BaXHO TNPUMEHSTH
CEepUIHBIE HOMEpPA WM KOJbl B COOTBETCTBUHM C HMCIOJIB3YEMBIM CTaHAAPTOM. Takol KO
MOXXET OBITb YHCIIOBBIM, IIOCJICIOBATECIbHBIM WIIA CIIYYalHBIM, WIH JaXe OYKBEHHO-
YHUCIIOBBIM U B 000X CIy4asiX UMETh (PMKCHPOBAHHYIO WIIH MIEPEMEHHYIO JJINHY.

37. PexkoMmeHmyeTcsi O00ECHEYUTh COYETAaHHE TaKOro0 CEPUMHOTO HOMEpa C KOJZIOM,
IPUCBOCHHBIM KOHKPETHOMY JICKapCTBEHHOMY IpenapaTy M HECyIUM HH(POpPMALUI0 O
TOBapHOU (opme mpemapara. ITO JACT BO3MOXKHOCTH COOpa CTaTUCTUYECKOW MH(pOpMaruu
10 MHOKECTBY Cepuil OJHOTO Tperapara. B mo0om ciydae coueTaHHe TOBAPHOTO Koaa U
CEpUITHOTO HOMEPA JIOJDKHO OBITh YHUKAJILHBIM M MCIIOJIB30BATHCS TOIBKO OJTUH pa3.

38. B 3aBUCHMOCTHM OT KOHKPETHOH CHCTEMBI, B JOIOJHEHHE K JTUM MepaM, MOXKET
TpeboBaThCsl  00s3aTeibHOE WM (paKyIbTaTUBHOE KOJUPOBAHWUE JIPYrOdl  BaKHOU
uHbOpMallUK O TPOAYKTE, TAKOW Kak HOMEp MapTHH, HISHTU(PUKAIMOHHBIA HOMEp
npenapara Jyisi CHCTEMbI COIIMAIBHOTO 00€CTICUCHUS WU MEIUIIMHCKOTO CTPAaxOBaHUS U T.]I.
[Ipu 5TOM nmaHHBIE TIO KaXAOW TOBAPHOW EIMHHMIIEC, HE OTPaKEHHBbIC MACHTHU(DUKAIIMOHHBIM
KOJIOM TIperiapaTta, TeM He MEHEE, MOTYT ObITh 3aHECEHBI B 0a3y JaHHBIX.

39. Kak npaBuio, Haubosee BaXKHOU cuuTaeTcs nH(GOpManus 0 MapTUU TPOAYKIIUU U CPOKE
rogHocTd. Baecenne B 6a3y maHHBIX MH(OpMANWU O MapTHH (HE3aBUCHMO OT HAIWYHS WMIIH
OTCYTCTBUSL 3TOM MH(pOpManMu B HOCHTENE [aHHBIX) MO3BOJIMT Oosnee 3PPEKTUBHO
OTCIIC)KMBATh MEAMIMHCKYIO MPOIYKIMIO Ha Cilydail HEoOXOIMMOCTH ee OT3biBa. Kpome
TOro, MHGPOpPMALUs O CPOKE TOJHOCTU TO3BOJUT MPEAOTBPALIATH OTIYCK MPOCPOUYEHHBIX
JIEKapCTBEHHBIX CPEJCTB MAIlEHTaM M OOJETYHT YNpaBJCHHE 3amacaMd. OJTO B CBOIO
ouepenb MPUBEAET K COKPAILECHUIO M3JEPKEK, CBS3AHHBIX C MCTEUEHHUEM CpPOKa T'OJHOCTHU
METUIIMHCKON TPOTYKITUH.

40. HeszaBucMMO OT TOrO, KakOil MHMHUMaJIbHBIA HA0Op JaHHBIX OYyAET CUYMUTATHCS
o0s3aTeNbHBIM B paMKaXx TOW WIM HMHOW CHCTEMBI, PEKOMEHIYETCS MpPEeayCMOTPETh
BO3MOXXHOCTh BHECEHHsI B 0a3y JaHHBIX JOMOJHUTEIbHONH HH(OpMAIMH, KOTOPas MOXKET
OBITB TIOJIE3HA JUIS AEATEILHOCTH CYOBEKTOB LIEIH MOCTABOK.

41. BeiOpanHbplii HaOOp CBEIEHUH O MNPOAYKIMH HEOOXOIUMO 3aKOAMPOBATH C
UCIIOJB30BAHUEM HOCHUTENS JaHHBIX, II03BOJISIIOLIETO ABTOMATHYECKOE CUYMTHIBAHUE
uHpopmanuu. J{ng 3Toro CymecTByeTr psa TEXHOJIOTHH. BbIOOp KOHKPETHOH TEXHOJIOTHH
MOXeT ObITh TipeporaTuBoii HPOP unm ke oTmaBatbest Ha yeMOTpeHHE CyOBEKTOB, KOTOPHIM
HA/JISKUT KOIUPOBATh MH(OPMAIHIO O MPOAYKIMH. [IpenMyIiecTBOM MmociaeiHero BapuaHTa
ABJISIETCA BO3MOXKHOCTb MCIIOJIb30BaHMsI TEXHOJOTHH, KOTOpbIE OBIIM Y)KE€ COIIACOBAHBI
3aMHTEPECOBAHHBIMU CTOPOHAMHU U KOTOPbIE HE NMPUBEAYT K MOBBILICHUIO U3JepKeK. TeM He
MEHEe, 3TO MOXKET NPUBECTH K HEOOXOAMMOCTH MCIHOJIb30BAHHUS MHOXECTBA TEXHOJIOTMH
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aBTOMAaTMYECKOI'O CUUTHIBAHUS HH(GOpMAlMM HA Pa3IUYHBIX JTanax JeraJlbHOW Ienu
MOCTaBOK B c(hepe 31paBOOXPaHEHHS.

42. CerojHs CyIIECTBYIOT CICAYIOIINE TEXHOIOTUH, TO3BOJISIONINE TIPOU3BOIUTh HOCUTEIH
uHboOpMaIMK ISl €€ XPAaHCHHWS WIM KOAWUPOBAHWS:  JIMHEHHOE IMITPUXKOIMPOBAHUE,
JBYXMEPHOE WJIM MaTPUYHOE IITPUXKOJUPOBAHKE, a TAKKE PATUOIACTOTHAS UACHTH(DUKAIIHS
(RFID-metkn).

43. JluHeilHOE IITPUXKOAMPOBAHHME IIMPOKO TMPUMEHSETCS B Pa3IMYHBIX CEKTOpax
MPOMBIIIIJICHHOCTH, U U1 CYUTHIBAHUS MHPOPMAIIMN HAa PAa3IMYHBIX ITAMax IENu MOCTABOK
UCIIOJIb3YIOTCS CIIelMaIbHble CUYUTHIBAIOIINE YCTPOHCTBA. [JIaBHBIM HEZOCTATKOM JAAHHOTO
TUTNA UISHTU(PUKALNUN TPOTYKIUU SIBISETCS TO, YTO ISl KOAMPOBAHUS JOMOJTHHUTEIHLHOTO
o0beMa JaHHBIX HEOOXOAMMO YBEIMYMBATH pa3Mep HocuTes HHpopMmainuu. boiblime xe
HOCHTENH WH(GOpMAIlMM HE BCErJa BO3MOXKHO pPAa3MECTHTh HAa MAJICHBKHX YIaKOBKax
JIEKapCTBEHHBIX MPENapaToB.

44, JIByxMepHOEe IUTPUXKOJAMPOBAHHE TIO3BOJIIET  KOJAMPOBATH  OONbIIMH  00BEM
uHbOpMAIIMK Ha OTHOCUTEIHHO HEOOIIBIIIOM HOCHTEIE, OTIHYAIOIIEMCs OONBIINM YI00CTBOM
CUUTBIBAHUA [JAHHBIX 110 CPABHCHHIO C JIMHEUHBIMU MTPUX-KOAAMHU. Tem He MCHCC,
o0OpyIOBaHUE Il aBTOMAaTHYECKOTO CUWTHIBAHUS JAaHHBIX C TaKUX HOCHTEJCH Ha
PA3JIMYHBIX 3Tallax HCIU MOCTABOK MOXKET OTCYTCTBOBATL.

45. B orauume OT onucaHHBIX BbIme TexHojgoruid RFID-mMeTku ocHOBaHBEI HE Ha
ONTUYECKOM CUUTBHIBAHMM WH(OpMALMU, a Ha Mepeaaye 3aKoAupOoBaHHOW MH(OpManuu Ha
CUMTBHIBAIONIEE YCTPOMCTBO TMOCPEACTBOM  pPAaJAMOCUTHANIA  ONPEACICHHOM  YacTOTBHI.
B npouwioM BBICKa3bIBaIMCh OIMACEHUST OTHOCUTENBbHO HanexkHocTH RFID-merok, n ux
HCMOJIb30BAaHUE HE HOCUJIO IIMPOKOIo Xapakrepa. TeM He MeHee, IJTaBHbIM MPEUMYIIIECTBOM
TaKuX HOCHUTEJEH SBIIIETCS BO3MOXKHOCTH MAacCOBOIO CYHMTBHIBAaHUS JAaHHBIX Cpa3zy Cco
MHOkecTBa RFID-meTok 3a cumTaHbie CEKyHIBI 0€3 HEOOXOAMMOCTH WHJIWBHIYATHHOTO
CKaHUPOBAHUS KaXIOH METKU. DTO COKpAIlaeT BpeMsi CYUTHIBAHUS HHPOPMAITUHU C TOBAPOB,
BXOJSAIINX B CEPUIO MPOAYKIIMH, KaK MPH MOJTYyYEHUU, TaK U MPHU OTIpaBke. Takum oOpazoM,
CPaBHUTEIBHOE  MPEUMYIIECTBO ATOM  TEXHOJOTMM  3aKJIOYAeTCs B  IMOBBIIICHUHU
3(PEKTUBHOCTH JIOTUCTUYECKHUX OTEpPANHi MpU paboTe ¢ KPYMHBIMHA MAPTUSIMH TPOTYKITUH.
OObIUHO cuuTaeTcs, YTO M3ACPKKH B CBs3uM ¢ pasMemieHueM RFID-merok Bbimie 1o
CpPaBHEHHUIO C pa3MelleHHeM Jpyrux Hocutened uHdopmaruu. C Apyrod CTOPOHHI,
WCIOJIb30BaHUE ITOW TEXHOJOTHH MOXET O0ECIeunuTh OOIee COKpAIICHHE JTOTUCTUYESCKHIX
pacxosloB 3a CYET OTCYTCTBUSI HEOOXOJAMMOCTH WHIMBUIYATIBHOTO CKAaHUPOBAHMS KaXIOU
VIaKOBKH, YTO OCOOCHHO BaXXKHO TpuU paboTe C KPYMHBIMH MApTUSMH MPOTYKITHH.
K coxanenuto, RFID-meTku — 3TO ycTpoiicTBa, TO3TOMY WX HEBO3MOXKHO I€YaTaTh CEPUMHO.
Kpome Toro, mx pekoMeHAyeTcs pa3MeliaTh BHYTPH BTOPUYHOI/BHEIIHEW YITAKOBKU IS
COKpAIIICHHS BEPOATHOCTH UX HEHAMEPEHHOTO MOBPEKACHHUS U CBSI3aHHBIX C ’TUM MTPOOJIEM.

46. HesaBucuMO OT TOTO, Kakasi OyZeT BbIOpaHa TEXHOJIOTHUS, MOKET TaKXKe CYIIECTBOBATD
TpeOoBaHWE pa3Memarh Kogupyemylo wuHdopmamuio B ¢opmare, NPUTOAHOM IS
CUMTBIBaHUS YEJIOBEKOM. B cBOO ouepenb HocuTenu WH(GOPMAIMKA MOTYT HETOCPEACTBEHHO
revyaTaThCsl Ha YIIaKOBKE JICKaPCTBEHHOM poayKiuu (3a uckiatoueHueM RFID-meTok) wmm ke
HAKJICUBAaThCS HA YIAKOBKU B BHUJEC CAMOKJICSIIMXCS JTUKETOK (KaK MPaBWJIO, B TaKHX
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cllydasix CTOMMOCTb OJIHOTO HOCHTENS HH(POPMALUU MOXKET ObITh Ooyiee BBICOKOH IO
CpPaBHEHHIO C KOHBEHWEpHOW medarpio). B ob0oux cimydasx HE0OXOIMMO TapaHTHPOBATh
HEM3MEHHBIM XapakTep HOCUTENs MH(OpMauy Ha BCEM IMYTH K KOHEYHOMY MOTPEOHTEINIO,
BO3MOXKHOCTH OECTIPENIATCTBEHHOTO CUMTHIBAHUS MH(POPMAIMK Ha BCEM MPOTSHKEHUH CPOKa
XpaHEHHUs MPOAYKIMH U HEBO3MOXKHOCTh YAAJICHHUSI HOCUTEINS MHPOPMAIIUN C YIAKOBKU HMITH
€ro MepeHoca Ha JAPYTyl0 YIAaKOBKY O€3 OCTaBlIeHUS BHIUMBIX ciefoB. Kpome Toro,
PEKOMEHyeTCS IPUHSITH MEPHI 10 3aIIUTE OT HECAHKIIMOHMPOBAHHOTO BCKPHITHS YIAKOBKH.

47. C ppyroil CTOpOHBI, MOXHO BHEAPUTH OJHOBPEMEHHO HECKOJIBKO TEXHOJIOTHM.
Tak, npumenenne RFID-MeTOok M MaTpuUyHBIX KOJIOB MOXKET OKa3aThCs IMOJE3HBIM C YYETOM
npeumymiects o0eux TexHosnoruil. Ecnu BO3HUKHET HEOOXOIMMOCTH JIOTIOJIHUTH JIaHHBIC,
3akogupoBanHble B RFID-MeTkax, HocHTeneMm, KOTOPbIM MOXKET CUHUTHIBATh YEJIOBEK, Ha
YIIaKOBKE JIEKAPCTBEHHOTO Ipernapara MOXeT ObIThb 0e3 0COOBIX JOMOJHUTEIBHBIX 3aTpaT
pa3MeIleH MaTPUYHBIN KOJI.

48. BaXHO MOTYEPKHYTh, YTO HAIW4YHe TPeOOBaHMH CO CTOPOHBI HAJ30PHBIX OPIaHOB
OTHOCHUTEJIBHO pa3MEIEHHs Ha YIaKOBKE JOMOJIHUTENbHBIX HOCUTENEH MH(OpMAIUK, TaKUX
KAK CIIELIMAJIBHBIC YTUKETKU UJIM CEPUIHBIE HOMEPA, UM OTHOCUTEIIBHO pa3Mepa dTUKETOK,
[[BETA WJIM THIA UCIOJIb3YEMBbIX MaTEPUAIOB HEU30€XKHO YCIIOKHUT BHEJPEHUE CUCTEMBI.

49. Tak, B Typuum B pamMKax CHUCTEMBI NPOCIECKUBAEMOCTH Ha YIAKOBKE OJDKHBI
¢urypupoBaTb MAaTpPUYHBIH KOJ C KOAWPOBaHWEM HWH(POpPMAIMM B COOTBETCTBUH C
MeXayHapoaHbIM cTaHgapToM GS1 (rmoGanbHblii HOMep mnpeamera ToproBiuu — GTIN),
CEpUUHBIN KO, HOMEP MapTHUU U CPOK TOJHOCTH.

50. B AprenTtuHe, HampoTuB, Oblla BBEJACHAa TruOKas cHCTEMa, B paMKax KOTOpPOU
JepKaTellb  PETUCTPALMOHHOTO YIOCTOBEPEHUS MMEET IMIpaBO BbIOpaTh TEXHOJIOTHUIO
UACHTU(DHUKAIIMY TPOIYKIIUH 10 CBOEMY YCMOTPEHHIO. ITO OBLJIO CAENTaHO AJIS TOrO, YTOObI
00JIeTYNTh BHEIPEHHUE CUCTEMBI C OINOPONl HAa HMEIOLIUICS B YAaCTHOM CEKTOPE OIBIT
MPUMEHEHUSI TOM WIM HWHOM TEXHOJIOTHHU. JlaHHbBIE, 3aKOAMPOBAHHBIE B HOCHUTEIE
uH(pOpMalnH, JOHKHBI OBITH IPUBEICHBI B COOTBETCTBHE C TNI00ambHbIM cTangaptom GS1, u
JepKaTelld PETUCTPANMOHHBIX YIOCTOBEPEHHI 00s13aHbI MPOBEPSATH KAUECTBO KOJUPOBAHUS U
OTCYTCTBHE OIIMOOK MpU CUYUTHIBAHUM HUHGOPMAIUU TEpea OTTPY3KOM MPOAYKIHH BO
n30exaHne BO3HUKHOBEHUS OMMOOK HAa AAlbHEHIIMX dTamax Iend MocTaBok. Hocurensb
JAQHHBIX MOXET pa3MelarbCsi Ha CAMOKIESIIMXCS OTUKETKax WM  Ie4aTaTbCs
HEMOCPEACTBEHHO Ha ymakoBke. K oOs3arenpHbIM JaHHBIM OTHOCSITCS Homep GTIN u
CepUMHBIN KOoJA (KOIUpOBaHUE APYTUX JAHHBIX SBJISETCS (aKyJIbTaTUBHBIM), U, HE3aBHCUMO
OT TIPUMEHSEMOUW TEXHOJIOTUU, WH(OpMALHsS BCEeTaa AOKHA OBITh YHMTaeMa YEIIOBEKOM.
CepuiiHble HOMEpa FEHEPUPYIOTCS IEPKATEISIMU PETUCTPALIMOHHBIX YIOCTOBEPEHUH.
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TexHoaorus IIpeumymecrBa Henxocratku
Hanecenue — Hewusbexnoctb — Heobxomumo obecnieunTh

CepuitHOr0 HOMepa

— Bo3moxxHOCTH BHECEHUS B 0a3y
JAHHBIX JIOTIOJIHUTEIILHOM
“H(pOpMAITHH O IPOTYKTE.

OTCYTCTBUE COBIAACHUI
CEpUITHBIX HOMEPOB,
MIPUCBOEHHBIX Pa3TMYHBIMU
MIPOU3BOAUTEISIMHU.
Wndopmanuio Henb3s
COpPTHPOBATH IO TUITY
NPOIYKIMU ¥/WITK TOBAPHOM
(hOpMBI 1 BBITIOJHSATD
CTaTHUCTUYECKHE OLICHKH.

Hanecenue xKoga
MPOAYKTA H
CepUITHOr0 HOMepa

— Ilo3BoJieT COPpTUPOBATH
WH(POPMALUIO 110 TUITY
MPOAYKIMH W/UITU TOBApHOIH
(hOpMBI U BBHITIONHATH
CTaTHCTUYECKHE OLICHKH.

— Bo3moxHOCTE BHECeHUs B 6a3y
JTAHHBIX JTOTIOJTHUTEIBHON
WH(GOPMAITUH O TIPOTYKTE.

Heo6xonumocTs pa3paboTku
COOCTBEHHBIX KOJIOB HJIH
UCTIONTb30BaHMS KOJIOB,
MMPEAJIOKCHHBIX B
MEKIYHApOIHBIX CTaHIapTaX.

Yka3zanue
JIOTIOJTHUTEJILHOM
uH(popMaUHU
(Hanmpumep, HoMepa
MapTUH, CPOKA
TOAHOCTH M T.1.)

— B03MOXHOCTB (haKyIbTaTHBHOTO

WK 00S13aTEITLHOTO
HCIIOJIb30BaHUS.

— ITo3BoJisIeT OTCAEKNBATH
MPOJYKTHI ¢ OOLTUMH
XapaKTePUCTUKAMHU.

— BosmoxxnOE yno0cTBO Amist
MIPOU3BOAUTEICH.

BepositHas He00X0AMMOCTb
BBIJICJIATH OOJIBIIYIO TUIOIIAAb
YITAaKOBKH, TOCKOIBKY
KoaupyeTcst OoIbIe
nHpOPMAaLIUH.

MoxeT BO3HUKHYTh
HEOOXOIMMOCTH HCIIOIb30BaHUS
KaKOW-INOO KOHKPETHOM
TEXHOJIOTHH.

CBo0OoaHBIH BBIOOP

— Ilo3BomseT IMPOU3BOAUTCIIAM

Heo0xoauMoCTh UCIIOIB30BAHUS

TEXHOJIOT UM POJIOJIKATh IPUMEHSTh Cpasy HECKOJIBKHX TEXHOJIOTUI
HMMEIOIIMECS Y HUX TEXHOJOTHUU. JUIs1 aBTOMATU3UPOBAHHOTO
— BuepeHue He CBA3aHO ¢ CUUTHIBAHUSI TaHHBIX.
JOTIOJTHUTEIBHBIMU PACXOAaMHU
JUISL TIPOU3BOJIUTEIIEH.
— YcKopser npouecc BHEAPEHUS.
JIuneiinoe — IlIuporta npuMeHeHUS. Pasmep HocuTens HHGOpMALTUH
HTPUXKOAUPOBAHUE — Kak IpaBuUI0, Ha BCEX dTamax YBCINYUBACTCA 110 MEPEC

LIETIY II0CTaBOK €CTh
000pyIOBaHUS JIJIs1 CUNTHIBAHHUS
JTAHHBIX.

— Bo3MOXHOCTH HAHECCHUS
LITPUX-KOJOB Ha YIIAKOBKY Ha
KOHBEMEPHOH JINHUH.

YBEIUICHHS 00beMa
KOJUpyeMOi HMHPOPMAIIHH.
Co>XHOCTh pa3MeIeHus
HOCHUTEIS HHQOpMAIINK HA
HEOOJIBIINX YITaKOBKaX.
Heo6xonumocTsb
WHMBHUyaJIbHOTO CYMTHIBAHMSI
ONTUYECKUMHU CPEICTBAMH.
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TexHoJiorus IIpeumymecrBa Henxocratku
MaTpuyHbIii — Ilo3Bonsger XpaHUTh OOIBIION — CyObexTaM menu MmocTaBoK

IITPUX-KOJ

o0beM uH(popMauu Ha
HOCHTEJE MaJION IUIOIAIH.
[loBeImIenHas mpocrora
CUUTBIBAHMUS.

B03MO0>KHOCTh HaHECEHUS
HITPUX-KOAOB Ha YIaKOBKY Ha
KOHBEHEPHOH JTMHUM.

MOJKET OTPeOOBAThCS 3aKyIKa
JIOTIOJTHUTEIHHOTO
000pyIOBAHUS TSI YTCHUS
MaTPHUYHBIX KOJIOB.
HeobxomumocTh
HUHIUBUTYaTbHOTO CUMTHIBAHUS
OINITHYCCKUMHU CPEACTBAMMU.

RFID-meTkn Bo3moxxHOCT HAeHTH(pUKATN HebGonpmas
00JIBIIOT0 YuCiia 00BEKTOB 32 pacripoCTpaHEHHOCTbD.
CYUTAHHBIC CCKYH/IbI O3 Bonee BbicOKasi CTOUMOCTH O
HE00XOUMOCTH CPaBHEHHIO C JPYTHUMH
VHANBUIYATEHOTO YTCHHS HOCHTEIISIMA HH(pOPMALIHH,
MH(pOPMAILIMH C KaXKIO0TO KOTOpbIE MOTYT IleHaTaTbCs Ha
HOCHTCJIA. YIaKOBKE Ha KOHBEHEPHOI
YckopeHHOE BpeMsl CUUTHIBAHMUSL. JTUHAH.
CpaBHUTEIHLHOE MTPEUMYIIIECTBO PacrioznaBanue napopmarun
IpHu paboTe ¢ KPYITHBIMU MOXET OBITH OCJIOKHEHO
o0beMaMHu MTPOIYKIIHY. HEKOTOPBIMU (PaKTOPaMH.
0611[66 COKpalleHue MHorue CY6’BCKTBI oenu
JIOTUCTUYECKUX U3ACPKEK. NOCTaBOK BO3MOXHO HE
pacmoJjiararoT Heo0X0UMbIM
o0opymOBaHUEM ISt
CUYMTBHIBAHMS JAHHBIX.
KouseiiepHas nedats METOK
HEBO3MOXKHA (METKa —
YCTPOICTBO).
MerTtku 1ienecoodpasHo
pasMeniath BHyTPU BTOPHUYHOM
YIIaKOBKH.
KomonaupoBannoe Hcnonb3zoBaHue mperMyIIecTB Yacro Oosee BrICOKAS
HCI0JIb30BaHNe 00enx TEXHOJIOTUH B CTOMMOCTH I10 CPABHEHHIO C
TeXHOJOTHH 3aBHCHMOCTH OT dTara e’ JPYTHUMU HOCUTEIISIMH

(MATPUYHBIA IITPUX-
ko1 + RFID-meTKka)

IIOCTAaBOK.

Ecnu Bo3HUKHET HCO6X0)_II/IMOCTB

MpOoAyOIMPOBaThH JaHHBIE,
3akoMpoBanHbie B RFID-
METKaX, HOCUTENEM, KOTOPBIH
MOXKET CUUTHIBATh YEIOBEK, HA
YIaKOBKE JIEKAPCTBEHHOTO
rperapaTa MOXeT ObITh 0e3

0COOBIX AONOJIHUTCIIBHBIX 3aTpaT

pa3MelleH MAaTPUYHbBINA KOJI.

UHGPOPMAIUH, KOTOPBIE MOTYT
MeYaTaThCs Ha YIIAaKOBKE Ha
KOHBEHEPHOH JTMHUU.
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Pucynoxk 1: mpumep TMHEHHOTO MITPUX-KOAA

Pucynok 2: nmpumep IByXMEpPHOTO MaTPUYHOTO IITPUX-KO/a

Pucynok 3: npumepst RFID-meTok

4, Bba3a naHHbIX

51. Upes3BplyailHO Ba)XHO IOHWMATh, YTO B JIIOOOM ciydae 0a3a JaHHBIX JOJDKHA
obecrieynBaTh BO3MOXXKHOCTb ~ CpaBHEHHMs HMH(POpPMALMU, MPEIOCTABIAEMON  KaKIbIM
CYOBEKTOM IIETIH TIOCTAaBOK, ¢ HH(pOPMAIHeH, IPeIOCTaBICHHON ep KaTesieM pa3pelieHus Ha
COBIT/pEruCTPAlIMOHHOTO yrocToBepeHus.  Takum oOpa3zom obecrieunBaeTcsi MpOBEpKa
3aKOHHOCTH TIPOM3BOJICTBA M BBIIYCKAa HAa PBIHOK CEpPHH MNpOAyKOMU. B Momemsx,
OCHOBAHHBIX Ha MPUHIIMIIE TOTHOTO OTCICKUBAHMS M MPOCICKUBAHUA, 0a3a TaHHBIX JTOJDKHA
TaKkKe ITO3BOJIATH NPOBEPATh HMHGOPMAIMIO O TONYYCHHH M OTHPABKE TOBapa KayKIbIM
YYaCTHUKOM IIeTIH TOCTaBOK.

52. basza maHHBIX MOJDKHA OBITH JOCTYITHA HAa BCEM MPOTSIKEHUU CpPOKA OOpaIieHus |
peanu3any NpoayKIuu. B OGONBIIMHCTBE CTpaH, €cili HE BO BCEX CTpaHax, 3TO O3HAYAeT
HEOOXOUMOCTh 00€CIIeUeHHUsT KPYTIIOCYTOYHOM JOCTYITHOCTH 0a3bl TaHHBIX 365 IHEW B rofy.
B cBoro ouepens st 6ecniepeOoiHOrO (GPyHKIIMOHUPOBAHUS 0a3bl JaHHBIX JOJKHBI OBITH
MPUHSATHI COOTBETCTBYIONIKE MEPHI B 0071aCTH HHYOPMALIMOHHBIX TEXHOJIOTUHN IS €€ 3alUThI
OT HECAHKIIMOHMPOBAHHOTO JOCTYIAa IMPH HaAJeKalleld BalUJallMd CHUCTEMBI, oOecriedeHa
BO3MOXXHOCTh CBOEBPEMEHHOT'O0 OTBETa Ha 3alpocChl OT HCIOJB3YIOIIUX €€ CYOBEKTOB,
CIOCOOHOCTh 0a3bl JaHHBIX OJHOBPEMEHHO 00palbaThiBaTh OOJBIIOE YHCIO 3alpPOCOB,
KOH(UIEHIIMATBHOCTh JaHHBIX W OTPaHUYEHHBIM JOCTyHn K 0a3e JaHHBIX MOCPEACTBOM
320JIarOBPEMEHHOT0 CO3/IaHMs YUETHBIX 3alUCel I MOJIb30BaTENCH.
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53. UYro kacaercs BbIOOpa CyObeKTa, OTBETCTBEHHOIO 3a XpaHEHHe 0a3bl JaHHBIX, Kak
IPaBUIIO, PACCMATPHBAIOTCS CICAYIOIINE BAPHAHTHI:

— BO3nOXHUTH OTBETCTBEHHOCTh 3a XpaHEHHE O0a3bl JaHHBIX, B KOTOpYyIO Oyner
MOCTYIaTh BCS MHGOPMAIUs OT BCeX CyOBEKTOB menu moctaBok, Ha HPOP. 3to
o0ecreynT OpraHy peryjiMpoBaHUs JOCTYN K JAHHBIM O MECTE€ HaxXOXICHUS
MIPONYKLIMM, BBIIYCKE MAPTHUH, KOJIUYECTBE IIPOU3BEICHHONM U UMIIOPTUPOBAHHOMN
MPOAYKIIMKM, OTIYCKAaeMBbIX HACEJNEHUIO0 Ipenaparax, a TakkKe JIaHHBIM
dapmakoHaa3zopa, (papMakoINUAEMUOIOTHUYECKUM HCCIEAOBaHUSAM U T.0. s
XpaHeHUsT U oOcmyKuBaHUs 0a3bl JAaHHBIX OpPraHy 37pPaBOOXPAHEHHS MOTPeOyeTCs
COOTBETCTBYIOLINH TEXHUYECKUN MOTEHIMAT U HEOOX0uMast MOIJIepKKa.

— JlenerupoBath 3a7auu 1Mo pa3paboOTKe, TEXHUYECKOMY OOCITYKUBAHUIO U MOAJIEPIKKE
0a3pl JTaHHBIX CHEIUAIM3UPOBAHHBIM KOMITAaHUSM ¢ coxpaHeHuem 3a HPOP
UCKJTIOYUTENIbHOTO TpaBa Ha YympaBjieHue HHpopMaluei, nocrtymnaromeil B 6a3y
JAHHBIX. OTOT BapUAHT SIBJISIETCA aIbTEPHATHUBHBIM PEUICHUEM B CUTYyalUsAX, KOraa
y HPOP orcyrctByeT mocratounsrii moreniuan B chepe UT (mockoibKy 3TO HE
ABIISICTCA HEMOCPEACTBEHHOM cdepoit nesrenbHoctu HPOP).  Drta HexBaTka
MOTEHIIMajIa MOKET ObITh CKOMIIEHCUPOBaHa MOCPEICTBOM OOpallleHus 3a yCIyraMu
CHEeIUATU3UPOBAHHBIX KOMIaHUMH. Kak mpaBuno, BBIOOp TakuX KOMITAHUN
OCYILIECTBIsIeTCS. HAa KOHKYpCHOU ocHOBe. C BbIOpaHHBIMH KOMIAHUSIMHU JIOJIKHBI
OBITh  3aKIIIOUEHBI  COTJIAIICHHUs, OOECNEYMBAIONINE TapaHTUU  BBIMOJTHCHUS
CTOPOHAMH CBOMX 0053aT€JIbCTB, C JKECTKMMH MOJIO)KEHUSIMH OTHOCHUTEIBHO
KOH(UIEHITMATLHOCTH U O€30MMaCHOCTH JTAHHBIX.

— Ilopyunts co3mganue 0a3bl JAaHHBIX ISl IIEHTPAIM30BAaHHOTO cOopa WH(OpMAIHH
MPEICTABUTENISIM YAaCTHOTO CeKTopa (OOBEAMHEHHIO BCEX MPEANPHITHA —
JiepKaTenell perucTpallMOHHBIX YIOCTOBEpeHUi). B maHHOM ciydae, eciu opraHy
peryaupoBaHus TMOTpedyeTcs MOaydyuTh HHpoOpManuio u3 0a3bl JaHHBIX, €MY
npuaeTcss oOpamarbes 3a COOTBETCTBYIOIIMM pa3pelIeHHEeM K MPeICTaBUTEISIM
YaCTHOTO CEKTOpa. B CBA3M C 3TOM MOJENbIO MOTYT BO3HHUKATh OIpPE/IESICHHbIE
BOIIPOCHI B TOM, YTO KacaeTcsl (GopMalbHON U MaTepUaIbHON JIETUTUMHOCTH 0a3bl C
TOYKH 3PEHHSI OCTAIBHBIX CYOBEKTOB IIEMU MOCTABOK, MMOCKOJIbKY Ha MEPBOM dTare
LIETIH TIOCTaBOK OyJeT coOupaThecsi KOH(GUISHIIMAIbHAsS WH(OpPMAIKs, Kacaromascs
BCEX OCTaJbHBIX ATAmoB. [IpW UCMOIL30BAHUU TAaKOW MOAEITU MOXKET ObITh MPUHSTO
3aKOHO/aTeNnbCTBO, natomee HPOP mpaBo pocrynma k mHpopManuu, XpaHsiencs B
94acTHOM 0a3e MaHHBIX, a CUCTeMa HaxoauTcs o Hagzopom HPOP.

— Hcnonp3oBarh  WMHAMBUAyaTbHBIE ~ 0a3bl  JaHHBIX  KaXIOTO  JIepKaTels
PETUCTPAIIIOHHOTO YAOCTOBEPEHHUs, B KOTOPHIE MOCTYyMaeT HWH(pOpMaIMs OT BCeX
CYOBEKTOB IICTIH MTOCTABOK, paOOTAIOIINX C TEM HJIM HHBIM BHIIOM MPOAYKIUU. DTOT
BapHaHT AHAJIOTUYCH MPEABIAYIIEMY, OJTHAKO XapaKTePU3YeTCs BHICOKOH CTETEHBIO
(dbparmeHTanuy nHGOpPMAITUH.

54. Hampumep, B Typuuu BbIIOJHEHHE 33Ja4d 1O pa3paboTKe, OOCIYKHUBAaHUIO H
TEXIMOAJEPIKKE IIEKTPOHHOU 0a3bl JaHHBIX OBLIO MOPYYEHO CHELHATU3UPOBAHHON KOMITAHUH
Ha KOHKYPCHOW OCHOBE, a ymnpaBieHue HHpopMmanueid B 3TOH 0a3e NaHHBIX SBISETCS
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MpEpOraTUBON OpraHa 3/paBooXxpaHeHus. B ApreHTuHe ObLIa WCIIOIB30BaHA aHAJIOTHYHAS
MOZCIIb, KOTOpAad OTJIMYACTCSA OT TYpPCUKOTO IIPUMCPAa B TOM, YTO TCXHHUUYCCKAA YaCThb 3aJa4n
ObUTa MOpy4YeHa HEe YAaCTHOW KOMITAHWH, a TOCYapCTBEHHOMY BEJIOMCTBY, pacrojiaraBiieMy
HGOGXO,Z[I/IMBIMI/I KaApOBbIMHU W TCXHUYCCKHUMU PCCypCaMU, B paMKax MCKBCIOMCTBCHHOI'O

Corjrali€CHUA O COTPYAHHUYCCTBCE.

I[epmaTe.ﬂb 0a3bl JaAHHBIX

IIpeumyimecrBa

HenocTaTkn

Opran 3a1paBooxXpaHeHust

—/loctyn k uH(pOpManny B
pEXHMe peanbHOTo
BPEMEHH.

— st co3ganus U 00CITy>)KUBaHUS

0a3bl TaHHBIX OpPTaH
3JIPaBOOXPAHCHUS JTOJKEH
pacronaraTb HEOOXOUMBIM
TEXHUYECKUM TOTCHIIHATIOM.

Heseruposanue
pa3padoTKu 6a3bl JAHHBIX
YaCTHON KOMIIAHUM ~+
ocyliecTBJIeHUE
yrpaBjeHus: 6a3bl TaHHBIX
OPTaHoOM 3IPABOOXPAHEHHS

— Hcmone3oBaHue OmbITa U
3HAHUU
CIIEIATN3UPOBAHHBIX
KOMIIaHUH.

— JlocTym k mHpOpPMAITUN B
peXuMe peasbHOTO
BPCMCHU.

Kak npaBuio, He00X0IMMOCTh
NpOBeJIeHHS KOHKypca 1
pa3pabOTKHN TEXHUIECKUX
TpeOOBaHMIA.

Heo6xon1umMocTh 3aKIIH04eHHs
COTJIALICHUH 1715 00ecTIeyeHUs
CTaOMIILHOCTH cO0pa U
npeaocTaBlIeHNs HH(pOpMaIHU.
Heo6xonumocTs BHECeHHUS B
KOHTPAKT KECTKUX MOJI0KEHUH O
KOH(QHUICHINAIBHOCTH U
COXPAaHHOCTH JITaHHBIX.

dapMmaneBTHYECKAS
MPOMBINLIEHHOCTh
(0o0bequHEHUE BCEX
Cy0beKTOB 4YaCTHOI0

— IIpocToTa ocyliecTBICHHUS.

— MeHbliiee CONPOTUBIIEHNE
CO CTOPOHBI JeprKaTesen

Bo3moxnocTs noctyna HPOP x
WHGOPMAITUH TOJILKO TI0
3arpocy.

PETUCTPALIMOHHBIX [IpoGnems! ¢ JocTymom K

CeKTopa) YIOCTOBEPEHHH. MHQOPMAIIHA KOMIIAHHH,
- HpI/I HaJIUYUHU 3aKOHA MPCKPATUBHINX ACATCIIbHOCTD.

BO3MOXHOCTbh JIOCTYIIA U Bo3moskHbIE OnaceHus TPEeTbUX

HaJ30pa MPEAOCTaBISAETCS CTOPOH OTHOCHUTEIIBHO XPaHEHUS

HPOP. KOH(HUACHIIHATBHON

uHGOPMAITUH.

dapMmaneBTHYECKAS — IIpocToTa ocylecTBICHHUS. Bo3moxnocTs noctyna HPOP x
NMPOMBIILIEHHOCTh — MeHbllee CONPOTHBIICHHE WHGOPMAIUH TOJILKO TI0 3aIPOCy

(oTaebHBIE MPeINPUSITHS)

CO CTOpOHBI JiepKaTenen
perucTpanoHHbIX
YAOCTOBEPEHUM.

— Ilpu Hanmunym 3aKoHa
BO3MOKHOCTb JJOCTYIIA ¥

HaJ130pa TPEIOCTaBISCTCS
HPOP.

(maxe ecmu moctyn
TapaHTHPOBAH 3aKOHOM).
[IpoGnems! ¢ JocTymmom K
UHQOPMAITUH, TTOCTYIHBIIEH OT
KOMITaHU#, IPEKPATUBIINX
JIeSITeTBHOCTb.

Bo3MoxkHbBIE OITaCeHUS TPEThUX
CTOPOH OTHOCHUTEIBHO XPaHECHHUS
KOH(UACHIIMATBHON
UHPOPMALIUH.

®parmenTaius HHPOPMAIINH.
PHck BO3HUKHOBEHHS MPOOIIEM C
COBMECTUMOCTBIO ¥ YYaCTHUKOB
PBIHKA, KOTOPBIS JTOJDKHBI
repeiaBaTh HHPOPMAIIHIO B
HECKOJBKO 0a3 TaHHBIX.
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5. Bwuasl npoaykuun

55. HecmoTps Ha TO YTO B CPEAHECPOYHOM M JIOITOCPOYHOM MEPCIEKTUBAX KEJIaTeIbHO
OXBaTHUTb BCE BUABI MEUIIMHCKON MPOIYKIMH, O0osiee F3PPEKTUBHBIM MOXKET OBITh TIOITAITHOE
BHEJPEHHE IPOCICIKUBAEMOCTH C pPasyMHBIMH W 3a0JIarOBPEMEHHO YCTaHOBIJICHHBIMU
CpPOKaMH peasiu3aliiy, ¢ TeM YTOOBI MPOU3BOAUTEIN UMETH BO3MOXHOCTH MOJATOTOBUTHCS K
HOBBIM TPeOOBAHUSAM M BHECTH HEOOXOAMMbIE N3MEHEHHSI B CBOM TEXHOJIOTHYECKUH MpolLecc.

56. UYem Oosbire 00BEM OXBAYCHHOW MPOIYKIIMU, TeM OOJee CIOKHBIM OyIeT BHEIPCHHUE
CUCTeMBI TpOCieXuBaHusA. [lodToMy mepen BHEAPEHHWEM TaKOW CHCTEMbl HEOOXOAMMO
MIPOAHAIM3UPOBATh BCE OCHOBHBIC TOTCHIHMAIBHBIE TPYIHOCTH, YYHUTBHIBas TIPH OITOM
0COOEHHOCTH HAIMOHAJIBHOTO WM PErHOHAJIBHOTO pHIHKA (HapMIIPOAYKLIUHU (HarpuMep,
menuimHckas npoaykuus HITJIOK).

57. Heo0xoauMO COCTaBHTH IepeueHb IMPOIYKTOB, KOTOpBIE OJDKHBI OBITH OXBau€HBI
cucreMoil. Hampumep, B CIMCOK MOKET ObITh BKJIHOYEHA MEAMLMHCKAs MPOAYKLUS, Cpean
KOTOpO# uamie Bcero BbisBisercss npoaykuus HIUIOK, cpencrBa ans neuenus Hambosee
omnacHbIX 3a00jieBaHMM, a TakXke Bce IpenapaTsl, OTIYCKaeMble [0 peLenty,
KOHTPOJIMPYEMbIE  BEILECTBa, IpenapaTsl, TpeOyIolIe akTUBHOrO (apMakoHaa30pa,
npenaparsl, TpeOyrolUe IUlaHa IO YIPABICHHIO PHCKOM, JOPOrOCTOAIIas METULMHCKAs
IPOAYKIIHS, BCE JIEKAPCTBEHHBIE CPEICTBA U T.JI.

58. [Ilepen ompeneneHneM oOXBaTa CUCTEMbl PEKOMEH]IYETCS IMPOBECTU KOHCYJIbTAllUU U
COBMECTHYIO pabOTy C pa3lU4YHBIMH 3aMHTEPECOBAHHBIMU CTOPOHAMHU B LIEJSIX pa3pabOTKH
CTpaTeruii BHEIPEHNs HA OCHOBE KOHCEHCYcCA.

59. Typuus — npumep cTpaHbl, B KOTOPOil CHCTeMa MPOCIECKUBAEMOCTH OXBaTHIBAET BCE
JIeKapCTBEHHBIE MperapaThl, OTIYCKAEMbIE [0 PELENTy, 1 B KOTOPOW Ha BHEAPEHUE CUCTEMBbI
ObUIO BBIJICJIEHO TSATH JIET. ApPreHTHMHa B CBOIO OYepeab MOIUIa MO IYTH IOCTETIEHHOTO
BHEJPEHHUS CUCTEMbI MPOCIEKUBAEMOCTHU C LIETIbI0 3aKOHYUTH 3TOT MPOLIECC B MAKCUMAJILHO
KOpOTKHE CpOKH. B mepByto ouepens cucrtema B ApreHTHHe ObUIa HaleleHa Ha Mpernaparsl,
4acTO CTaHOBSIIKECS OOBEKTOM MOIJECIKM M MOUICHHHUYECTBA MPH MOJIYYEHHH CTPaxXOBBIX
BBIIIJIAT, IOPOTOCTOSIINE JIEKAPCTBEHHbIE CPEACTBA, JeKapcTBa oT paka, BUY, remopuimuu u
HEKOTOPBIX JAPYTUX CHEUHATbHBIX NATOJOTUH. Jlo MpUHATHSA pelIeHHs O BKIIOYEHUH B
CUCTEMY T€X WJIM MHBIX IIPENapaToB B TEYEHHUE I0jla IUIM KOHCYJIbTALMM M aHAJIUTUYECKas
paborta. Uepes HECKOJIBKO JIET MOCE BHECEHUS B CUCTEMY MEPBOM TPYMIIbI JIEKaPCTBEHHBIX
CPEICTB OXBAT CUCTEMbI OBUT PAaCIIMPEH C BKIIOUECHHEM IPENnapaToB, TPEOYIOIINX aKTUBHOTO
dbapmakoHaa30pa, aHTUOMOTUKOB, TIPEMapaToB, Ha3HavyaeMbIX Mpu Oonesnu I[lapkuHcoHa, U
AQHTHUIETIPECCAHTOB, a TAK)KE IICUXOTPOIHBIX U HAPKOTHUUECKUX BEILECTB.
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OxBar IIpeumymecTBa Henocrarku
Best MequnmHCKas — Bbonbrmii 06bem napopMarur 0 — CIIOXKHOCTB MPAKTHYECKON
NMPOAYKIUsI JIBI>KCHUU BCEU MPOYKLUU U peanu3anuu.
LIETIOYKaX MOCTABOK. — MennenHoe BHeIpeHUE.
— BepoaTrHOoCTh BHICOKUX
M3JIEPIKEK.

— 3aMeyIeHre MPON3BOACTBEHHBIX
1 JIOTHCTHYECKHX IIPOIIECCOB.

ITosTamHoE — AKUEHT Ha IPOAYKIUH, — COop nHpOpMAINH TOJIBKO 110
paciimpeHue oxBaTa AMEIOIEH 0oJiee IPHOPUTETHOE MIPOIYKIINH, OXBAUCHHOMN
3HaUCHHE. CHUCTEMOM.

— IIpocToTa BHEApEHUS B
KpaTKOCPOUHOH U
CpEAHECPOUYHON MEPCIEKTUBAX.

— CokpartieHue u3fiepxex,
CBS3aHHBIX C BHEAPCHUEM.

— MeHblilee HEraTUBHOE
BO3/EHCTBUE HA
MIPOU3BOICTBEHHBIE U
JIOTUCTUYECKUE TTPOIIECCHI.

6. TpyaHocTu, KOTOpHIE HEOOXOAUMO YUUTHIBATH

60. axe ecnu mepes BHEIPSHUEM CHUCTEMbl ObUT BHITIOJHEH aHAIN3 BO3MOXKHBIX MPOOIEM
B CBSI3U C BHEJIPEHHEM CHCTEMbI, OCTAETCS BEPOSTHOCTH BO3HUKHOBEHHS MPAKTHUYECKUX
TpyIaHOCTEH, K paspenieHuto Kotopsix HPOP cnexyer moaroroBursbes.

61. OxBar 60JBIIOr0 YKCIa HAUMEHOBAHUM MEIUIIMHCKOW MPOAYKIIUU MOXKET NMPUBECTH K
HEOOXOMMOCTH OpraHU3allid MPOU3BOJUTEISIMH  ABTOMATU3UPOBAHHOTO  pPa3MEIICHUS
HocuTene nadopmaruu Ha ynakoBke. Jliist aToro, pasymeercs, IpeanpusaTHsIM MOTpeOyeTcs
BHEJIPUTH HOBbIE TEXHOJOTUHU, BHECTU U3MEHEHUSI B TEXHOJIOTMYECKUH MPOLECC U MOIYYUTh
COOTBETCTBYIOIIME COTJIACOBAaHMs.  XOTS MaKCHUMaJbHO IIMPOKUA OXBaT M  SBIISICTCS
MPEAMOYTUTEIBHBIM, 3TO MOXKET IPUBECTU K 3aJepKKaM B 00ECIICYCHUH COOTBETCTBYIOICH
MOJICPHH3AIIUN TEXHOJOTHYECKOTO MPOIlecca, 3aMEIJICHHIO MMPOU3BOJICTBA M HEOOXOIUMOCTH
MNPUHATHS KOPPEKTUPYIOUINX Mep s 00X0la BO3HUKIIUX HEYJOOCTB W MOMAJEPKAHUS
MIPOM3BOUTEIHPHOCTH Ha JOJDKHOM YPOBHE.

62. C apyroii CTOPOHBI, HAHECEHHUE IITPUX-KOJOB MOTPEOYET NCIOIB30BAHUS KOHTPACTHBIX
I[BETOB JIUIsI 00ECTIEYCHNUS MX CUUTHIBAEMOCTH, A TAKXKE TOCTATOYHON CBOOOIHOM IUIOMIAN HA
yIIaKOBKE, TJ€ KPOME TOro JOJDKHA (UTypUpoBaTh mHpodas oOs3aTenbHas HHPOpMaIus.
TakuM 00pa3om, MPON3BOIUTEIN MOTYT OBITH BBIHYX/ICHBI BHECTH W3MEHEHUS B YIIAKOBKY
CBOCHU MPOAYKLIHH.

63. JlomkHbl OBITh NPHUHATHI MEPHl MO OOECHEUEHUIO ILEJOCTHOCTH W 0e30macHOCTH
HocuTenel uHpopManuu; HEOOXOIMMO HCIOJIb30BATh HAJICKAIIHE MaTepuaibl B IIEIAX
MCKJTFOUYEHHS] BO3MOKHOCTH MOJICTKU WM U3MEHEHUSI HOCUTENSI HHPOPMAllMU Ha JI0O00M U3
ATAmoB IENMH NOCTaBOK. Hampumep, yepHMIa MOKHBI OBITH OBICTPOCOXHYIIMMH, & JAaK,
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0OBIYHO I/ICHOJ'II)?)yeMHﬁ AJId KapTOHA, HE AOJIKCH IIOKPBLIBATH IMOJIE, NPCAHA3HAUYCHHOC JIA
HAaHCCCHU IITPUX-KOJA.

64. Kpome TOoro, He0OOXOJAMMO YYHUTHIBATH TO OOCTOSITEIHCTBO, YTO IO MEPE YBEIUUYCHUS
o0beMa cepuaNn30BaHHON MPOIYKIMH Y IPEANPUATHN ONTOBOM TOPTrOBIM MOTYT BOZHUKHYTh
3a/ICPKKH C IPUEMKOU U OTIIPABKOM TOBApOB.

65. Ilpm pazpaboTke © pealu3alMd HAJICKANICH CHUCTEMBI MPOCICKHUBAHUS U
OTCIICKUBAHUS HEOOXOMMO MPUHUMATh BO BHUMAHUE JIOCTYI K O€30MacHOM, KaueCTBEHHOM,
3 PEeKTUBHON U TPUEMIIEMOM IO CTOMMOCTH MEIUIIMHCKON TIPOTYKITHH.

V. OIBIT CTPAH

66. Jlna mpoBeneHus 0630pa MOJOXKEHUS JEN ¢ BHEAPEHUEM CHCTEM IPOCIIEKHBAEMOCTH
MEIUIIMHCKOW MPOAYKIMM B CTpaHaxX pPErHOHa WM Tpeaaraercst 3amoJHUTh Tabmnwuiy,
NPUBEICHHYIO B NMPHJIOXKEHUH K JOKYMEeHTY. OOHOBICHHBIH BapUaHT ATOH TaOJIHIBI OyaeT
pasmernen Ha miatpopme BO3 MedNet.

67. (Cwm. Tabmumy).

68. Mekcuka u [lIBelimapus coOOOUTMIIM, YTO TMTOKA HE BHEAPSIIA CUCTEMY OTCIICKUBAHUS H
MPOCIICKUBaHUA. ABCTpaius cOOOIIMIAa O TOM, YTO B 3TOHM CTpaHE 3aKOHOJATEIBCTBO O
BBCIACHHUU CHUCTEMBI OTCJIIC)KUBAHUA U HpOCHe)KI/IBaHI/I}I I1I0Ka OTcyTCTByeT, OJHAKO HUMCHKOTCIA
O6H_[€HaLII/IOHa.HBHBI€ I/IHq)OpMaL[I/IOHHBIG CUCTCMBI H 6213]:1 JaHHBIX, COBMCCTHMBIC C
I00ATLHBIME CTaHAAPTAMHU MICHTU(UKAIIMNA MEAUIIMHCKOW TTPOTYKIIHH.

VI. OCHOBHBIE BbIBO/IbI

69. Bueapenue cuctembl 00ecreueHUs MPOCIEKNUBAEMOCTH HA YPOBHE OTACIBHBIX €IHHHMI]
OpOAyKIHMK (BTOPUYHAS/HAPY)KHAsT YNAKOBKA) — BaKHAs 3a]a4a, BBINOJHEHHE KOTOPOM
notrpedyer OONBIIMX YCHIMM OT BceX 3auHTepecoBaHHbIX cTtopoH W HPOP BBuny
HEOOXOMMOCTH TepPexX0/ia Ha HOBBIC TEXHOJOTHH, TTO3BOJIAIONINE CYIIECTBEHHO PACIIMPUTH
JIOCTYIl TAIMEHTOB K Oe30macHOM W 2(PQPEeKTHBHON MEAUIIMHCKOW MPOAYKIHMH. BakHO
MMOMHHUTB O TOM, YTO OCHOBHOM II€JIbIO ATOW PabOTHI SABJSETCS 00€CTICUeHNE OXPaHbI 3/I0POBbS
nanueHToB. [lpu HaTWYMU 3TOrO0 MOHUMAHUS MOXHO OOECIEYHTH YCIENTHOE BBIMOJTHEHUE
3a/1a4M HECMOTPS HAa SKOHOMHYECKHUE TTOCIIEICTBHUSI.

70. BrxiroueHHMe MHOXECTBAa 3aMHTEPECOBAHHBIX CTOPOH W3 PA3JIMYHBIX PErHMOHOB M C
pa3IMYHBIM YPOBHEM TEXHHUECKOW OCHAIIEHHOCTH OY/ET CO3/1aBaTh TPYAHOCTH, pa3pelIieHue
KOTOPBIX 3aBHCHT OT NMPHUHATHS WHKJIIO3UBHBIX MEp, HampaBlIeHHbIX Ha commkenne HPOP u
CyOBEKTOB IIEMH TOCTABOK M CO3/JAIOIIMX BO3MOXKHOCTH B3aMMHOTO OOydYeHHs] W OOMeHa
OTIBITOM CpEM YYaCTHUKOB PbIHKA. OTO MO3BOJIUT HAIAIUTh MOCTOSIHHYIO OOpPaTHYIO CBS3b
MEXIy OpraHaMH peryJupoBaHUs M YYaCTHMKaMHM pbIHKa M OyJgeT crocoOCcTBOBATh
YCIICIIHOMY BBIITOJIHCHUTIO IIOCTaBJIICHHOU 3aayu.

71. Tlpu BHeApEHUU CHUCTEMbI OTCIICKHBAHMS U MPOCIECKHUBAHUS CIEAYET YCTAaHABIUBATH
pa3yMHbIE CPOKHM U YYUTHIBATh INI0OANBHBIN XapakTep (apMaleBTUYECKOTO MPOM3BOICTBA.
Crenyer Takke MOMHHUTh O TOM, YTO Ha HAallHOHAIBHOM YpPOBHE CHCTEMBI OTCIEKUBAHUS U
MPOCJIEKUBAaHUS JODKHBI CO37aBaThCsl C y4ETOM CHEHU(PUKA M TMOTpeOHOCTEH KaXI0To
rocy/apcTBa-ujicHa.
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TABJIMLA: OIIBIT CTPAH

. CoeanHeHHOe
CrpaHa ApreHTUHa Bpasunus Kurau Konymo6us WUnaus Upan! ®dununnuHbl Typums? CLUA KoponescTeo
OcHoBHas uenb |Bopbba ¢ MpocnexwuBsae-  |Mpocnexwusae- |Bopsba ¢ HMIN®K |YaocToBepsits  |Bopbba ¢ - (a) 6opbba ¢ Bopbba ¢ lMpepoTepalleHne
BBeAEHUs HIMNOK, MocTb, 6opbba ¢ [MocTb, 6opbba ¢ |B MHTEpecax NOAMUHHOCTb HIMN®K. Hagsop HIMNOK nonagaHuem nocTynneHus B
HaUMOHaNbHOM  |6e30MacHOCTb | MEAMLMHCKOM HMNOK, 300pOBbS MeaMLIMHCKON 1 ynpaBneHue (b) 6e30onacHoCTL |MPOAYKLM nerarbHyto Lienb
CUCTEMbI Lieny nocTaBoK,  [MpoAyKLmed fesonacHocTb  |HaceneHms NpoAYKUMM ANs | pMHaHCOBON neranbHoi Uenn [HMJIOK B uenb  [nocTaBok
OTCNEeXWUBaHNA |MOBbILLEHNE HIMN®K B yenn  |Lenm nocTasok npoAaxm unm NOAAEPKKON NoCcTaBoK NoCcTaBoK thanbcucuumpo-
MEAMLIMHCKOW  |9th(DEKTMBHOCTW [NOCTaBOK, pacnpefeneHns B|(npefoTepalle- (c) ynyuwueHve BaHHOM
npoayKuuu npoueaypbl noBblILLEHNE CTpaHe u ans HWE MOLLEHHM- npoLeccos MeLNLIMHCKOM
0T3blBa 3tbheKTUBHOCTH aKkcnopTa YecTBa npu 0T3bIBa NPOAYKLMK
NPOAYKLK, npoLieayps! BO3MELLEHNM (d) koHTpPONb 1
Bopbba ¢ 0T3bIBa 3aTpat u Hap3op 3a
MOLLEHHWYECTBOM |MPOAYKLMN nonyyeHnn PbIHKOM
npu Nony4YeHnN cybemaui v ap.).
CTPaxoBbIX Peluenune
BbINnar npobrembl
fegpuuura.
YryyweHve
BesonacHocTy
Lienu nocTaBok.
Hanuuve Na Ja Ja [Hexpet 2078 Ja Na la la Na [a (OcHoBHble
3aKoHoAa- (MocTaHoBnenune |(RDC 54/2013; 2012r.m3akoH |(YBegomnenue  |3akoH o Bopbbe ¢ |(Obin npuHAT (3akoH 113-54,  |mpuHUMNbI
TenbCcTBa M3 435/11 1 IN 6/2014 1762 2015r. No. 132015 1., T |kOHTpabaHgo#  |3aKOH 0 Yactb Il, 3aKkoH  |13N0XKeEHDI B
[IONONMHUTENbHbIE |OXMAAETCS 22 mas 20151.). |TOBapOB BBEAEHUN 006 obecneyeHun |dupektvee
HOpPMaTVBHbIE  [MPUHATHE BanioThI, EauHoro GesonacHocT  |2001/83/EC)
aKTbl) BOMONHNTENBHBIX Mucemo rno6anbHoro Lieny nocTaBok)
HOPMAaTMBHbIX HauuoHansHoro  |uaeHTudnkaLm- 2013r.
aKTos) coseta Besonac- |oHHOro HoMepa

HOCTKN

TOBapa)

0v/8€Ta3

anHaxycovndyy



€e

CoeanHeHHOe

CrpaHa ApreHTUHa Bpasunus Kuraw Konymo6us WUnaus Upan! ®dununnuHbl Typuus? CLUA KoponescTeo
Dara BBegenns |[[lepsbit atan:  |[Jekabpb 2016 1. |Obs3atenbHbid  |MepBbiii aTan Yeegomnenne  |epsas ctagnst |30 mioHst 2015, [AuBapb 2010 1. |C Hos6ps 2013 r. |OxwupaeTcs
(cocTosiBwerocs |15 fekabpsi xapaktep ¢ (HoBoe 3akoHofa- |yxe BcTynuno B {2008 T. no 2023 r. k2019T.
unu 2011r. pekabps 2015T.  |TenbCTBO): cuny 1 oktsibpss  |Btopas cragus
0XMAaeMoro) 2016 . 2015 ropa. 2014 .

Paccmatpusaet-
Cs1 NPOEKT
nonpasku K
3akoHy 0
NeKapCTBEHHbIX
1 KOCMETUNYECKIX
cpeacTBax
2015,
CraHpapTbl FnmobanbHele M |TnobanbHble HaunoHanbHble  |PelueHne He nobanbHble InobanbHele | Mo BbIGOPY no6anbHble ImobanbHele M |TnobanbHble n
HaLMOHanbHble  |CTaHAapThl U NPUHATO HaLMOHanbHble HaLMOHanbHble  |HaLWOHasNbHbIE
crneupanbHble
TpeboBaHus k
UoeHTUdMKaLmmn
NPOAYKLMK
Tun cuctembl  |llonHoe [MonHoe [MonHoe Ha gaHHbI7 [MonHoe B HacToswee PelueHue He lMonHoe [Moxoxe Ha [TpoBepka B MecTe
OTCMEXMBAHNE 1 [OTCMEXMBAHME N |OTCRIEXMBAHME N |MOMEHT: OTCMEXMBaHWE N |BPEMS MPoBepKa |MPUHATO OTCREXMBAHWE U [MONHOE oTnycka u
NpoCnexmBaHue |NpOCMEXMBaHWE |MPOCEXMBaHWE |NPOBEPKa B NpoCnexXmBaH1e | MOLANMHHOCTM NpOCNexmBaHue |OTCNEeX1BaHWE U |MPOBEPKM Ha
MeCTe OTrycka  |COrnacHo (M) n NpOCNeXu1BaHNe, |OCHOBE OLEHKM
thapmnpenapara; \npegnaraeMoil  |nocTeneHHoe MOCKOIbKY B pucka,
nnaHupyercs nornpaske K BBEAEHMe cucteme NpOBOANMbIE
nepexog K 3akoHy 0 CUCTEMbI NONHOTO Y4acTBYKOT BCE  [MPEAnpUATUAMMU
nonHoMy NeKapCTBEHHBIX W |OTCIEXMBAHMS 1 cybbekTbl Lien | OnTOBOIA TOPrOBIM.
OTCNEXMBAHMIO U |KOCMETUYECKMX | MPOCMEXMBAHMS nocTaBoK
NPOCEXMNBAHNIO |CpeacTBax (cnony
2015r.
Hocumensb Ha ycmotpeHve  |[1ByXMepHbIn JIHeRHbIN B npouecce NnHelHbin unn - | [1Ba oTAenbHbIX  (MoxeT 6biTb [iByxMepHbIi [iByxMepHbIi [ByxmepHbIi
UH(hopmMayuu  |NPOW3BOAWTENS  (MATPUYHBINA KOL, | LUTPUX-KOA nepexopa Ha ABYXMEPHbIiA nn: 1CMONb30BaH MaTPUYHbIA KOG |MaTPUYHBIA KOA  |MaTPUYHBIA KOA
(MMHEMHbIN (kom 128) ABYXMepHbIN MaTpu4HbIn kof  |lNepBblit: wrpux-kog, QR-
LUTPMX-KOL, MaTPUYHbIA KOG, 16-3HauHbIi koA unu niobas
ABYXMEPHbIN Ha BHeLLHen Bropoit: aHanormyHas
MaTPUYHBIA KOA 1 ynaKoBke [ABYXMEpHbI cuctema
RFID-meTkw); MaTpUYHbIN KOO, |MaEHTUMKALMM
pa3meLyaeTcs Ha
BTOPUYHOM
ynakoBKke

anucovndyy

Ov/8€1d3



ve

CrpaHa ApreHTuHa Bpasnnus Kurait Konym6us WHaus Wpan! Ounynnikb! Typuus? CLUA ﬁOEAMHEHHOG
OpOJIeBCTBO
Kodupyemas Homep GTIN K |YHuKanbHbIiA 20-paspsgHbin - [Homep GTIN, Homep GTIN, Howmep GTIN, Voentudukaum- |Homep GTIN, CraHOapTHbIl | — yHuKansHbif
MH(bOpMaUMUA  [CEPUMHBIN HOMep (MOEHTU(MKaLK- |Kog CEepUIHbIN CEepUIHbIN 20-3Hay4HbIN OHHbI HOMEp CEepUiHbIN Y1cnoBoi CEpUitHbIiA
(monyckaetcs OHHbII HOMEP 9MEKTPOHHOTO  |HOMEp, HOMEp  |HOMep, HOMEP  |CEpUIHbIIA HOMED |MPEeanpUATUA U [HOMEp, HOMEP  |MAEHTUdMKALM- HoMep
KOAMpOBaHue NEKapCTBEHHOTO | MOHUTOPWHTa napTMM U CPOK  |MapTUW M CPOK | (BKItovas MOeHTUVKALW-  |MapTUW U CPOK  |OHHBINA KOA — ¥oB NpoyKMM
[ononHuTENbHOI |npenapata (IUM) |nekapcTBEHHbIX  |FOAHOCTM roQHOCTH npeguke OHHbI HOMEp rOAHOCTH (HauvoHanbHbIn
vHcopmaumm, | (peructpaumol- |cpeacts (EDMC KOMMaHuK), CPOK | NeKapCTBEHHOTO Ko NekapcTBex- | HOMEP napti
Hanpumep Hblil HOMep - naeHTUdmKa- TOHOCTU 1 cperctsa (GTIN). HOro cpeacTBa), a|— CPOK FOAHOCTH
HOoMepa napTiv 1 |Npenapara, LIMOHHBIA HOMEp Homep naptun  |Takxe TaKKe CePUIHLIA |— BO3MOXHOCTb
CpOKa rofiHOCT). |CepUHbIN NeKapCTBEHHOTO YHUKambHbIN HoMep, HoMep BKMIOYEHUS]
O6s3atenbHoe  |HOMep, HOMep  |mpenapara, naeHTumKaLy- napTum, CpoK HaLMOHaNLHOMO
KOaMpOBaHue NapTun U CPOK  [HALMOHAIbHbI OHHBI HOMEp TOOHOCTH HoMepa
HOMepa NapTuW W [FOAHOCTH) Homep napTum (B COOTBETCTBIM | KOMNEHCALIOH-
CpoKa rofHOCTH npenapara, CO CTaHaapTamu HbIX BbINNAT
npu NopsIBKOBbIA GS1)
1CNONb30BaHNM HoMep K
DBYXMEpPHbIX CcnyyanHbIi
MaTpUYHbIX HoMep),
konos u RFID- NPUCBOEHHbIN
MeTOK YnpaeneHuem no
Haa30py 3a
npogykTamu
NUTaHUS W
NeKkapcTBEHHbLIMM
cpeacTeamm
Kutas
Basza paHHbIX  |XpaHeHue 1 Peluenue He XpaHeHue u XpaHeHue u [Moptan Hagsop u loka He co3paHa |XpaHeHue 1 Peluexue He Onpegenexa, HO
obcnyxvBaHue  |MpUHSTO obcnyxuBaHue  |oBCnyxMBaHWE  |LEHTPamnbHOrO  |ynpaBneHue, obcnyxvBaHue  |MPUHSTO elle He BBEfEHa B
obecneunBaetcs obecneunBaetcs |obecneumBaeTcs \NpaBUTENbCTBA  |OCYLLECTBASIE- obecneunBaeTcst JeiicTeure
HOP, c6op HOP (Ynpaene- |MuHucTepcTBOM |Ansi mble IFDA HOP, c6op
[JaHHbIX HWEM MO HAZ30py |34paBOOXpaHe-  |OTCNEXMBaHWA U |(YnpaBnenuem [JaHHbIX
LieHTpanu3oBaH. 3a npogykTamn  |HUS 1 npocnexvsanus |MpaHa no LieHTpann3oBaH
Paspabotka 1 MUTaHUS 1 coupansHom - Mporpamma KOHTpOIHO 32
TexnoanepkKa NEeKapCTBEHHbI-  |3aLLUTbI ans npogyKTamu u
OCYyLLECTBRSETCA MW CpeacTBamu YCTaHOBNEHWS M |NekapcTBamy) ¢
apyrum Kuras), cbop MOATBEPXKAEHNS  [MOMOLLbIO
rocyaapCTBeH- BaHHbIX MOAMMHHOCTM cnewuanbHoro
HbIM BEJOMCTBOM LieHTpanu13oBaH NeKapCTBEHHbIX  |mopTana,
cpeacts (DAVA) |paspaboTaHHoro
11 ynpaBnsieMoro
ayTCOPCUHIOBOM
KoMnaHuen

Ov/8€1d3

anHaxycovndyy



Ge

CoeanHeHHOe

CrpaHa ApreHTUHa Bpasunus Kuraw Konymo6us WUnaus Upan! ®dununnuHbl Typuus? CLUA KoponescTeo
Oxsat cuctembl |[loaTanHoe Bce Bce [NoatanHoe Bce nekapcteeH- |lMoatanHoe - (a) nexapctBeH- |lekapcTBeHHbIE |JlekapcTBEHHbIE

BHEJPEHME:. NeKapCTBEHHbIE  |NEKapCTBEHHbIE  |BHEPEHNE. Hble CDEACTBA,  |BHEApEHVe: Hble npenaparbl, |npenapatbl AN |npenaparbl 4ns
(1) MocTaHoBne- |mpenaparbl npenapartbl Ha nepsom atane |onpegenexHble B 2008 T.: OTMyCKaeMble N0 |fieveHus nogen,
HWe 3683/11: ByneT oxBayeHo |3akoHe 0 [oporue peuenty YernoBseka, oTnycKaemble no
[0porocTosiLLme okorno 75 NEKapCTBEHHBIX U |UIMNOPTHbIE (b) nexapcTBeH-  |0TNycKkaeMble Mo |peLenTy
npenapartbl (BUY, NEeKapCTBEHHbIX  |KOCMETUYECKMX  |nekapcTea Hble npenaparsl, |pelenty, (c HekoTOpPBLIMM
pak, remodunus) npenaparos cpeacTeax 2009r.: oTnyckaemble 6€3|0TMyckaemble B [CKITOHEHNSMN) 1
(2) NMocraHosne- Bce umnopTHble peuenTa BWE TOTOBbIX  |YCTAHOBMEHHAS
Hue 1831/12: nekapcTea () HekoTOpbIE K MPUMEHEHMIO  |MEeOMUMHCKAs
onee 2010r.: MeauLMHCKNe n03 npoayKLus,
pacnpocTpaHeH- WmnopTHble nuLLeBble B COOTBETCTBUM C |0TNyckaemas 6e3
Hble npenaparsl, aMeTUYeckne nobaBku pasgenom peLenTa, 3
aHTMOMOTHKM, no6aBkm 581(13) n 3a TPyNMbl pucka
npoTMBOrMNep- 2011 r.: UCKITIOYEHNEM
TOHMYECKMe WmnopTHas HEKOTOPbIX
npenaparsl, KoCMeTHYeckas 1 npenapaTos
npenaparbl, TUr1eHnyeckas
HasHa4yaemble npoayKums
npu 6onesHu 2012r.:
[MapkuHCOHa, MnopTHble
nT1.A.) yCTpoICTBa
(3) MocTaHoBne- MeAMLIMHCKOro
Hue 247/13: HasHayeHns u
HapkoTh4eckue NpOAYKTHI
BelLecTBa. nuTaHUS
(4) MocTaHoBne- 2015
Hue 963/15: HauuonansHas
[AoporocTosime thapmaLesTm-
1 opyrvie Yeckas
npenaparbl, npoayKums
npogaBaemble
npeanpuUsSTUAMIA
WHTEpHET-
TOProBnM

anucovndyy
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CrpaHa ApreHTuUHa Bpasunus Kurtan Konym6us WUnaus Upan! dununnutbl Typuus? CLUA ﬁOEAMHEHHOG
OpoNeBCTBO
3amevaHus Cwm. TekeT - Ha knanaHe - - Cucrema - YcnewHo - CmeluaHHas
[OKYMeHTa YNaKoBKU 0XBaTbIBAET BCH MPUMEHSIETCS cuctema
JonyckaeTcs MPOAYKLMIO, HoBast (paspabotaHa
HaHeCeHwe HaxogsLLytocs nporpamMma. JTa 3aMHTEPECOBaH-
BCMOMOraTefb- Moz Haa30pom nporpamma HbIMW CTOPOHAMK
HbIX KOAO0B. IFDA, v 06bI4HO [OCTyrnHa Ans nog Hag3opom
Pa3meLyexune 1crnonb3yemble CMapTOHOB Ha HPOP, co
WTpUX-Kofa Ha [IBOVIHblEe 6a3e Android 1 €B0DOOAHbIM
Knanaxe VHOVBMAYanb- i0S. Nobon JOCTYNOM U
YNaKoBKU Hble YenoBex, HeMeqNEeHHbIM
3anpeLleHo UaeHTUmKa- 3arpy3mBLLMiA OMOBELLEHNEM O
TOpbI nporpammy, NoA03pUTENBLHO
MOXET Nerko npoayKLmmn)
Monb30BaThCA

et0. C nomoLybo
3TOi NPOrpammbl
MOXHO
NpOBEPUTD,
paspeLleH Nn
[IaHHbIN
NeKapCTBEHHBIN
npenapar B
Typuum unu Her.
lMporpamma
HaxoguTcs B
00LleCcTBEHHOM
pocTyne.

Ov/8€1d3

anHaxycovndyy



LE

CoeanHeHHOe

CrpaHa ApreHTUHa Bpasunus Kuraw Konymo6us WUnaus Upan! ®dununnuHbl Typums? CLUA KoponescTeo
BbifiBneHHble  |Ynakoska B Med- |CucTema - - - MHorouncnenHble - - — Morouuncnen- |Paspabotka u
TPYAHOCTH YUpeXOeHusix,  |HaxomuTcs B rpynnbl Hble rpynnbl  |ynpaBnexue

BKIIOYEHMe npouecce 3anHTEepecoBaH- 3aWHTEpEeCO-  |OrPOMHBIM
[JOMOMHUTENBHbIX |BHELPEHNS. HbIX CTOPOH C BaHHbIX penosuTopuem
HaumeHoBaHui | [loaBoauTb UTOr pasHbIM YPOBHEM CTOPOH C (6230l AaHHbIX),
npoayKLmu, BCTPEYEHHbIM BO3MOXHOCTE pasHbIM CBSI3aHHbIM C
NoAfepkaHue  |TPYAHOCTAM eLe YPOBHEM ThiCAYaMM
CKOpOCTH paHo — MpaBoBble 1 BO3MOXHOCTEN |3aMHTEPECOBaH-
TOBapOABMKe- HOpMaTVBHbIE —CnoXHOCTb HbIX CTOPOH 1
Hus, TpeboBaHus 1 3aKkoHoaaTenb- |HeobXxoauMocTb
onTUMU3aLns noanepxka CcTBa HeMeZaneHHoro
mopenen MoatanHeiin pearmpoBaHus
(hMHaHCVpOBaHMUS MoAXof, Npexae |nocne NpoBepku

BCEro npoayKLmun

oTCrex1BaHme

Ha ypoBHE

napTuit. K 2023 r.

Heobxoaumo

paspabotatb

HOBYI0 CHCTEMY

Ha ypoBHE

OTAEnNbHbIX

eauHIL

NpOoLYKLMU.

! KonoHka ans WpaHa no6asneHa nocrie coseLaHus.
% [lo6aBreH1e CAenaHo B COOTBETCTBIM C COOBLLEHUEM, NOMyYeHHBIM Mo 31, nouTe oT Typuun 20 HosiBpsa 2015 roaa.

anucovndyy

Ov/8€1d3



EB138/40 Ilpunosicenue

Jlononaenue 3

Mepbl, 1eTEJIbHOCTH U (POPMBbI NIOBEACHUS, KOTOPbIE HAXOAATCH BHE MaHAATa
MeXaHM3Ma rocy1apCcTB-4JICHOB [M He BXOIAT B IlepeYeHb Mep, AeATeJIbHOCTH
U (pOpM MNoOBe/IeHN S, KOTOPbIe MPUBOASAT K BOSHUKHOBECHUIO MeIMIIUHCKOM
npoaykuuu, otHocsameicsa k kareropun HIIJI®K,] [mockoabky onu| [[u]
He CO3/1AI0T PUCKA IS 001I1eCTBEHHOI0 3IPABOOXPAHEHUs |

CormacHo 3amadye 4 MaHIaTta MEXaHM3Ma TOCYIAapCTB-WICHOB, OTPAXEHHOW B DjeMEHTe 5
IIaHa PabOThI, MEXaHU3MY HAAJICKHUT MOJITOTOBUTH MEPEUeHb MEP, BUIOB JEATEIBHOCTH U
dbopM TOBeACHHS, KOTOpPHIE NPHUBOAIT K BO3HUKHOBEHHMIO MEIUIIMHCKOW TMPOAYKIIUH,
otHocsauleiics k kareropun HITJIDK, koTopbie HE0OOXOAMMO HPEAOTBPALIATh U C KOTOPHIMU
cienyeT OOpOThCS B CHIIYy pHCKA, KOTOPBIM OHH TMPEACTABISIIOT Il OOIECTBEHHOTO
3IpAaBOOXPAHEHUS, a TAK)KE BBIIBUTH T€ MEPHI, BUIBI JIEATEIHHOCTH U (POPMBI MOBEACHUS,
KOTOpbIE HaXOAATCA BHE MaH/1aTa MEXaHU3Ma, U BBIHECTH UX B OTACJIbHBIN IEPEUYECHb.

B Ilpunoxenun | k nokymenty A/IMSM/2/6 mnipuBeneH mepedeHb Mep, BUIOB ACATEILHOCTH
u (GOopM MOBEAEHUS, KOTOpPblE€ NPUBOAAT K BO3HUKHOBEHUIO MEAMLIMHCKOW MPOAYKIUH,
otHocsmelcs Kk kareropun HIIVIOK. Huke npuBoauTcs He SBISIOMIUNACS UCUEPIIBIBAIOLIIM
HepevYeHb Mep, BUJOB JEATEIbHOCTH M (OPM MOBEIEHUS, KOTOPhIE HAXOAATCS BHE MaHJaTa
MI'Y4. Hx HEoOXoIuMO paccMaTpuBaTh OTAEIBHO OT Mep, BHAOB ACATEIBHOCTH M (GOpM
MIOBEICHUS, KOTOPBIE IPUBOJAT K BOSHUKHOBEHUIO MEIULIUHCKON MPOAYKLIUH, OTHOCSILENCS
k kareropun HIIVIOK. B nanpHeiieM naHHBIN NEepeueHb MOXKET MOAJIEKATh IEPECMOTPY U
opaboTKe.

[HGHL COCTAaBJICHUU JAHHOI'O Hepe‘lHH 3aKJII04YacTCiAa B O6€CH€‘-I€HI/II/I BO3MOKHOCTHU HpI/IHHTI/I}I
OpraHaMH PETYJIMPOBAHMS MEpP B OTHOIICHUH HECAHKIIMOHWPOBAHHBIX MEp, JNEATEIBHOCTH U
(bOpM IIOBCACHUA W BO I/I36G)K3.HI/IG HpI/IHHTI/I}I HGOHpaB,Z[aHHBIX Mep B OTHOLICHUU
pa3pelieHHbIX Mep, JSATSIIBHOCTH W (OpPM TOBEACHUS W METUIIMHCKOW TPOAYKIIMH, HE
Hpe,Z[CTaBJ'DIIOH_II/IX pI/ICKa JJI O6H.I€CTB€HHOFO 3z[paB00xpaHeHH;1, C TCM, ‘ITOGBI HC CO31aBaTb
MPENSATCTBUM JJIA JIOCTyNma K KadyeCTBEHHOH, Oe3omacHOM W A(PPEeKTUBHOW MEAUITMHCKON

MPOIYKIIUH. |

TepMuH «opran perynupoBaHHS», HWCHOJIb3YEMBIM B JAaHHOM JOKYMEHTE, O3HA4aeT
HAIlMOHAJIBHBIA WJIM PErHMOHAJBHBIA OpraH, peryIupylomuil o000poT MEIUIIMHCKOM

MIPOTYKIIUH.

1.  Mepsl, nesATeabHOCTh U (HOPMBI MTOBEJICHHS, TPOTUBOPEUAIe HOPMATUBHO-TIPABOBBIM
MOJIOKEHUSM, HE OTHOCSIIIIUMCS K PEryJIMpOBaHUIO0 000pOTa MEIULIMHCKON IPOAYKIIUU, TaKHe
KaK JIeicTBUS WK (HOPMBI TOBEJICHHSI, HE COOTBETCTBYIOIIME HAJTOTOBOMY HJIM TAMOKEHHOMY
3aKOHO/IATEIbCTBY.

2. Mepm, ACATCIIbHOCTh U (bOpMI:I MOBCACHMUS, CBA3AHHLIC C U3IOTOBJICHUECM, XPAHCHUCM,
COBITOM, UMITIOPTOM M 3KCIOPTOM Kadue€CTBEHHOW MEAMIIMHCKOW IMPOIYKIIMH, pa3pelieHHON
HAIMOHAJEHBIM W/HJIM PErHOHAJIBHBIM OPTraHOM PETyJINPOBAHUSL.
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3. Mepbl, gesarenbHOCTb U (OpPMBI  TMOBEACHHS JAepxaTelell  perucTpanroOHHBIX
YI[OCTOBepeHI/II\/'I/JII/IHeHBI/II‘;I Ha U3TOTOBJICHUC, CBA3AaHHLIC C HC3HAUYUTCIIbHBIMU HAPYIUICHUSIMU,
ornpeeNnsseMbIMH HAllMOHAJBHBIM W/WIM PETHMOHATBHBIM OPraHOM DPETyJIWPOBAaHUS, KOTOPHIE
HE OTpaXkaloTCAd HAa KA4eCTBE MPOJYKUMU WIM HE CO3JAI0T PHUCK JJIs 3/I0POBbs[, TAKHE Kak
HE3HAYUTEIbHBIE [HEMpeAHAMEPEHHbIC] OTCTYIUICHHS OT HaJJIexaled MNpOU3BOJICTBEHHON
IPAKTHKH .

4, Mepsl, neaTenbHOCTh B (GOPMBI TMOBEICHUSI, CBA3aHHBIE C MEIUIIMHCKOW TPOIYKIIUCH,
MpeAHA3HAYEHHON HCKIIIOUUTENBbHO ISl JIMYHOTO MCIOJIb30BAaHUS JIMIIOM, COBEPILIAIOIINM
MOE3/IKY, ¥ TIEPEBO3UMOM JIMUHO ITHM JIUIIOM.

5. Mepsl, eaTensHOCTh U (OPMBI IOBEJCHUS, OTHOCSIIMECS K 3aIUTE WU HAPYIICHUIO U
obOecrieueHUI0  COOJIOICHHWS]  TIpaB  MHTEIUICKTYyaJIbHOW  COOCTBEHHOCTH,  BKIJIFOYAs
HCKIIIOYUTCIIBHOC IIPAaBO HAa UCITOJIB30BAHUC TAHHBIX.

6.  Mepsl, AeaTeIbHOCTD U (OPMBI MMOBEACHUS, OTHOCSILIKECS K MEAUIIMHCKON MPOTYKIUH,
npez[HasﬂaquHoﬁ HUCKIOYUTCIBbHO JJISL BBIITIOJTHECHU A HayYYHBIX I/ICCHGI[OBaHI/II\/'I )41
71a00paTOPHOTO TECTUPOBAHUS [,] U HE TIpeAHA3HAYCHHOM JJIsT MCITOIH30BAHUS JIFOIbMH.

7.  [Mepsl, nesTenbHOCTh U (OPMBI MOBEACHUS| [B CHTyallUsX TpaH3UTa MEIUIIUHCKON
MIPOJIYKIIUH, KOTOPasi COOTBETCTBYET TPeOOBAHMIM OpTaHa PETYJIMPOBAaHMS CTPaHBI BHIBO3A U
CTpaHbl OKOHYATEIILHOTO BBO3a. |[KOTOpPBIE MOTYT HE COOTBETCTBOBATh TPEOOBAHUSIM OPTraHOB
peryaupoBaHusl CTpaHbl TpaH3WTA [COBEpIIaeMble TPH ATOM 0O€3 HM3MEHEHHS CBOWCTB
TPAH3UTHOW MEIMUIIMHCKON MPOAYKLMH.]|[H 32 UCKIIOUEHHEM CIIy4acB HAJMYUsl OCHOBAaHUMU
MOJ03pEBATh, YTO MEAMIIMHCKASA MPOAYKIHS OTHOCUTCA K Kareropuu HITJIDK.]]

8. Wmnopt, skcnopT, cOBIT, BKIIOYas TPAHCHOPTHPOBKY, XpaHEHHE, IIOCTaBKY WIIH
MPOJIaXy pa3pelICHHOW/IUIICH3NPOBAHHOW MEIUIIMHCKOW TMPOMYKIIMH W3 OJHOW CTPaHBl B
JpYyryio, TIe pa3peuleHue/IMIEH3Ms Ha JaHHBIA BUJ MPOAYKIIMH OTCYTCTBYET, B YCIOBHUSX
HallMOHAJIbHON Ype3BbIYAaHHOW CUTYallMH, KPalHEW CPOYHOCTH WJIM T'YMaHUTAPHOTO KpU3HUCa
C corjacusi BJacTel CTpaHbl BBO3a.
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