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BBEJAEHMUE.
B nannom u3gaHuu npeacTaBieHbl MPaKTUYECKUE peKOMEHAANK 1 nH(opmalus, Heooxoaumas
JUISl OpraHU3allii HOBBIX IIEHTPOB 110 (hapMaKOHAI30DY.

Ucropuss mexnayHaponHoro ¢apmakoHaa3opa Hadainach Oonee 30 ner Hazaj, Korza Ha
nBaaunatoi Bcemupnoil AccamOnee 3apaBooxpaHeHus: ObLia MPUHATA PE30JIIOLUS O 3aIyCKe
IPOEKTA, IIETbI0 KOTOPOTro OBUIO M3Y4YEeHHE BO3ZMOXKHOCTEH CO3/IaHMs MEXIyHapOJHON CHCTEMBI
KOHTPOJIsI MOOOYHBIX 3((EKTOB JIEKAPCTBEHHBIX CPEACTB. DTa PE30JIIOLUS JIErJla B OCHOBY
[Iporpammsr BO3 no mex1yHapoAHOMY MOHUTOPHHTY JIEKAPCTBEHHBIX CPECTB.

Ha ceropnsmnuii nens B Ilporpamme yuacTByroT Oosiee msituiecsatd crpadH. Co BpeMeHHU
3amycka [IporpamMmbl MHp HM3MEHMJICS: HOBBIE pa3pabOTKM TpeOyIOT Halllero BHUMAaHUS U
aJIeKBaTHOW peakUMM M MOJHMMAIOT HOBBIE BONPOCHI, CBSI3aHHBIE C KOHTPOJIEM MOOOYHBIX
3¢ ($eKTOB JeKapCTBEHHBIX CPE/CTB.

BOT HeckoIbKO TNPUMEPOB WILTIOCTPUPYIOMIUX BhIIIECKa3aHHOe. Tekymue (QUHAHCOBBIC
0OCTOATENILCTBA 3aYaCTyI0 BBIHYXKIAIOT (elepaabHbIC BJIACTH HMCKATh IYTH, CACPKUBAIOIIHE
wiaty 3a QapmareBTHYecKoe 0OCITy)KMBaHUE. B HEKOTOPBIX CTpaHaxX MPOCICIKUBACTCS sSBHAs
TCHACHLOUA K IMCPEXOoAqy Ha CaMOJICUCHUC, MHOXCCTBO IMpPEHapaTroB, KOTOPBLIC paHbLIC
OTITyCKAJIUCh TOJIBKO IO PElenTy, Ternepb MNPOoJarTcs CBOOOAHO. Bo3HHMKaeT Bompoc: He
OTpPAa3UTCS JIM 3TO HA OE30MACHOCTH MAI[HEHTOB?

B 3amagHpIX cTpaHaX MuHpa TOBBIIIACTCS POJIb TPAAUIMOHHON METUIMHBL, OJIHAKO
UCIIONIb30BaHUE PACTHTENBHBIX NpenaparoB ((GUTOTEpaIus) PUCKYET BBINTH M3-T10J KOHTPOJIS.
OnHako, HEOOXOJAWMO YyYECTh, YTO HEKOTOpPHIE pACTHTEIbHBIC JICKAPCTBEHHBIE CpPEICTBA
SBJISIFOTCSL JIOBOJIBHO AaKTHBHBIMH, M WX JEHCTBHE MOXKET COINPOBOXKIATHCS MOOOYHBIMU
apdexramu. B 3ToM ciydae He0OX0IUM MOCTOSHHBINA KOHTPOIb.

Eme onun ¢eHoMeH, KOTOpOMY J0JDKHOE BHUMAaHHE CTaj0 YACTATHCA TOJBKO B TOCIETHHE
HECKOJIBKO JIeT, - 3TO IpeodiafjaHue Ha pbhIHKE (QalbCU(DUIUPOBAHHBIX, WJIH MOJIEIbHBIX
JeKapcTB. BbUIM 3aperucTpupoBaHbl CIy4ad HCHOJIb30BAHUS TOKCHUYHOTO CJIAOMTENBHOTO,
MOBJICKIITUE 3a COOOM CMEpPTH MHOXKecTBa nereid. [IporpaMMbl MOHMTOPHHTA JIEKAPCTBEHHBIX
CPEICTB MOTYT IOMOYb B OOHAPYKEHUH OJOOHBIX MTPOAYKTOB.

CHOCOGLI MOHUTOPHHTA JICKAPCTBCHHLBIX CPCACTB M3MCHUIIMCh KaK Ha MCXKIAYHApPOAHOM, TaK U
Ha HalUUOHAJIBHOM YypoBHE. HM3HavanbHO B Ilporpamme BO3 yuactBoBanu Ttosbko 10
BBICOKOPAa3BUTBIX CTpaH. IlocTenenHo k nporpamMme CTaJId IPOABJIATL HUHTCPEC U JAPYTUC
CTpaHbl, © B KOHEYHOM HUTOTE, KOTJa UX HAllMOHAJIbHBIE CUCTEMbI 3/IpaBOOXPAHEHUS JOCTUTIIN
JIOJKHOTO YPOBHsI, OHU IIpUcOeIMHUIUCH K [Iporpamme.

Kpurepuem pa3BuTHS CHUCTEMBI 3APABOOXPAHEHUS CIY>)KUT HE TOJBKO (PYHKIMOHHPOBAHHE
LEHTpa MO0 HU3YUYEHHUIO MOOOYHOro JEHCTBUS JIEKapCTB KaK TaKOBOTO, HO M HaJM4YWe B CTpaHe
3(Q(PEKTUBHOrO OpraHa MO JIEKAPCTBEHHOMY PpEryJHpPOBAaHHIO, TOTOBOTO M CIOCOOHOIO
pearupoBaTb Ha CHUTHaJbl, MOCTYHAKOLIME W3 LEHTpa, U MPUHUMAIOIIETO COOTBETCTBYIOLIUE
Mepbl. BO3 cumTaer, 4To JKM3HEHHO BaXKHBIM YCJIOBHEM SIBISIETCS MOAAEPHKKA CHCTEMbI
(papmakonagzopa peryJsiTOpHbIMH OPraHaMH.

3a mociegHue IMATh JIET 3aMETHO BBIPOCIO KOJMYECTBO CTpPaH, HU3bABUBLIMX JKEJAHUE
ydacTBoBaTh B [Iporpamme; HekoTopele cTpaHbl oOpamatoorcs B BO3 u ee Llentps
CorpynaunuectBa, a Takke B lLleHTp MoHuMTOpmHTa JekapctB B Ymmcaie (IIIBemms) 3a
NOJJICP)KKOM B Pa3sBUTUM COOCTBEHHBIX HAI[MOHAJIBHBIX TmporpamMM. IIpaktuyecku Bce
INPOMBIIUIEHHO pa3BUThIE CTPaHbl yXe MNpucoenuHwinch K I[IporpamMme, u Bce ee HOBBIE



YYaCTHHKH — 3TO Pa3BHBAIOIINECS CTpaHbl. HeCKOIbKO HOBBIX CTpaH OOPATHIIMCH 32 MTOMOIIBIO
BO3 B yupexxaeHun cructeM MOHUTOPUHTA JIEKAPCTBEHHBIX MPENapaToB.

[Tpou301uI0 MHOKECTBO U3MEHEHUH TaK)Ke M Ha HAIMOHAIBHOM ypoBHe. M3HauanbpHO crucTema
dapmakoHag3opa Oblla CTPOro I[EHTPATU30BAHHOM U COCTOSJIa W3 €IUHCTBEHHOTO
HAIIMOHAJILHOTO IICHTPa, COOMPAIONIET0 COOOUICHHUS OT MEAUIMHCKHX COTPYJHHUKOB BCEH
ctpanbl. OHAKO MHOTHE CTpaHbl MPEANOWIH 00Jee ACICHTPAIIM30BAHHYIO CHCTEMY, B KOTOPOU
HAIIMOHAJILHBIA IEHTP BBICTYNAET B KAYECTBE IIEHTPAIBHOTO y3Jia B CETH JIOKAIBHBIX WIIH
PETHOHANBHBIX MIEHTPOB. HeKoTOphIe cTpaHbl HAXOASATCS B TIPOIECCE CTAHOBJICHHUS COOCTBCHHBIX
cucTeM (COTJIaCHO ITOM MOJENH), & CTpaHbl ¢ OOIIMPHBIM OIBITOM B OOJIACTH MOHHTOpPUHTA
JICKAPCTBCHHBIX CPEJICTB MCHSIOT CBOHM MIPOTPAMMEI B CTOPOHY JCIICHTPATH3AINH OPTaHH3AITHIA.
O06e cxeMBI UMEIOT MHOT'O OOIIETO.

LleHTpBl MOHMTOPUHTA JICKAPCTB IMOHAYaAJTy BCETJja MaJibl, 3a4acTyl0 B HUX CHayaja paboraer (4
TO TI0O COBMECTUTEIILCTBY) TOJBKO OJMH BPad-3HTY3HACT. DTUM MEPBOMPOXOIIAM TpeOyeTcs
IOMOIIlb M HampapiieHHe. TakuM HOBOOOPAa30BaHHBIM IIEHTPaM HEOOXOAWMO IPEIOCTaBIATh
onpeaeneHHon UH(POPMAITHIO:

0 HEOOXOMMBIX pecypcax U MaTepuaiax;

HE00XO0JUMbIE€ METO/Ibl PabOTHI;

HEOOXOIMMBIN BUJI IOJIEPIKKH;

II€ HAMTU MOAXOIAILY IO JIUTEPATYPY;

OJKHJaemMasi IOMOILb;

KaKyl0 MH(OpPMAalMIO MOXHO HOIYy4YuTh B MHQOpPMAIMOHHBIX IIEHTpax IO JIeKapcTBam

TOKCHKOJOIMYECKUX UHPOPMALIMOHHBIX CUCTEMAX U JP.

B Buny stoit Heobxonumoct, BO3 mpoBena KOHCYIbTaTUBHYIO BCTpeuy, HA KOTOPOHM B Xoje
00CyXJIeHUSI TMPOEKTa PYKOBOJCTBA, IMOATOTOBICHHOTO JOKTOpoM PoHampaom MeitOymom,
CHEIMAIMCThl OOMEHSUIMCh OMBITOM M 3HaHWAMU. Ha ocHOBe pe3ynbraToB 00CyXIeHus ObLI
W3/1aH 3TOT JOKYMEHT, IPEeIHA3HAYCHHBIN JJIs1 UCIIOJIb30BaHNs HOBBIMU LIECHTPAMU MOHUTOPHUHTA
JIEKApCTB B LESAX MPEAOTBPAILIEHUS MOTEPU BPEMEHM M JEHEr W3-3a HEJOCTaTKa omnbiTa. B
JOKYMEHTE OOCYXKIAIOTCS TEXHUYECKHE acCleKThl OTKPBITUS IIeHTpa QapMakoHaaA30pa, ¢
KOHKPETHBIMU IPaKTUYECKMMH PEKOMEHAAUMSAMHU. MBI HaJeemMcs, 4YTO 3TO PYKOBOJCTBO
MOMOXET JIOASIM B CO3JaHWHM OPTaHM30BAHHOTO M A(P(EKTHBHOTO IICHTpA IO H3YUYEHUIO
n000YHOTO IEUCTBUS JEKAPCTB.



1. JJIAYETO HYKEH ®APMAKOHA/I30P?

Wndopmanms, coOpaHHas Ha TNpPeIMapKETHHTOBOW CTaguu pa3pabOTKH JIEKAPCTBEHHOTO
npemnapata Heu30eKHO OyJeT HEMOJTHOW B OTHOIIEHHWU BO3MOXKHBIX MOOOYHBIX 3¢ (HeKToB
(ompenenenue cM. B [ moccapun) o CiaeayONIMM PUYUHAM:
"  TECThl HA )KMBOTHBIX HE MOTYT rapaHTUPOBATh OE€30MACHOCTb MPENapaToB s
YeII0BeKa,
" I KJIMHUYECKUX HCHBITAHMH CHEUHalbHO OTOMpPAIOT OrpaHUYEHHOE
KOJINYECTBO MAIEHTOB, a YCIOBHS HUCIOJIB30BAHUS MPENApaTOB OTIHYAIOTCS
OT YCJIOBUH HX HCHOJb30BaHUS B KIMHMYECKOW mpakTuke. Kpome Toro,
JUTATENIEHOCTh MCIIBITAHUH OTPaHUYCHA;
* pH(OpManUsA O PEeIKUX M CEepPhEe3HBIX MOOOYHBIX PEAKLHUAX, XPOHHUUYECKOU
TOKCHYHOCTH, HCIIOJIB30BAHUN B CIEMU(PUUECKUX Tpynmnax (Harmpumep, IS
JeueHusl JeTed, MOXWIBIX JIofAed wWiM OepeMEeHHbIX JKEHUIMH) M
JIEKapCTBEHHOM B3aMMOJAEHCTBUM YacTO ObIBAET HEJOCTYITHOM UM HETIOIHOM.

®apMakoHa30p HEOOXOIMMO BBECTH BO BCEX CTpaHaX, MOCKOJBbKY MPOSBICHHUS MOOOYHBIX
peakuuii M Apyrue npoOJeMbl, CBA3aHHBIE C JIEKAPCTBEHHBIMM IpenapaTaMy, pa3ivyHbl B
pa3HbIX CTpaHax, M JaXe B pa3HbIX PErHOHAaX BHYTPU OJHOH CTpaHbl. OJTO MOXET OBITh
00yCIIOBIICHO pa3IuUsAMU:
* B IPOMU3BOJCTBE JIEKAPCTB;

pacrpoCTpaHEHUH U UCIIOJIb30BaHUU (B MMOKa3aHUX, 103aX, JOCTYITHOCTH);

NUTaHUS, HAPOJAHBIX TPAAUINN ¥ TCHETUIECKUMHU OCOOCHHOCTSIMH;

B (papMalleBTUYECKOM KauyecTBE U HAMOJHUTEIN (PapMaleBTUUYECKUX MPOAYKTOB

MECTHOTO ITPOU3BO/ICTBA,

B UCIIOJIb30BAaHUM HETPAJAULIMOHHBIX MpenapaToB (HaIpUMep, JEKapCTBEHHbBIX PaCTeHUN),

KOTOpBIE€ NIPU OTIEIBHOM HCIIOJIB30BAHUU WJIM B COYETAHUU C APYTMMH JIEKapCTBaAMH

MOTYT IPOSIBUTh CHEUU(PUIECKYIO TOKCHYEHOCTb.

JlaHHBIE, MOTyYEHHBIE U3 CTPAHbI WM PETUOHA, MOTYT UMETh OTPOMHYIO LIEHHOCTh, B TOM YHCJIE
U 00pa30BaTeNIbHYI0, M TOBIHMATh HA MPOLECC MPUHATHS PEIICHUI Ha HAIIMOHAJHLHOM YpOBHE.
Wndopmaniys, noayyeHHass U3 ONpeAeSeHHONW CTpaHbl (HampuUMep, U3 CTPaHbI-IIPOU3BOIUTENS
JIEKapCTBa), MOXKET 0Ka3aThCsl HECYIIECTBEHHOM AJI1 OCTAJIbHOTO MUPA, TOCKOJIbKY YCJIOBUS TaM
MOTYT OBITH COBEpIICHHO Ipyrumu. Eciam mHbopmanus U3 peruoHa HE MOCTYHAaeT, MOKET
OPOMTH JIOBOJIBHO MHOTO BpPEMEHH, MPEeXIe 4YeM MpolsieMa CTaHeT M3BECTHA OpraHaM
JIEKapCTBEHHOT'O pEryJIMpoBaHus, BpauaM, (apmaneBtam, manueHTam MU (apMalneBTHUECKUM
KOMIIaHUSM.

C npyroit CTOpOHBI, MEXAYHAPOJHBIE OpraHbl (papmMakoHaA30pa, Harpumep, MexayHapoHas
[Iporpamma BO3 1mo MOHUTOPHHTY JIEKapCTB, MOTYT IMPENOCTaBUTh MHPOPMALHUIO MO TAKUM
BOIPOCaM BO3MOXXHOW 0€30MacHOCTH, KOTOpbIE €Ile He BO3HUKAIM B IMpeleiax CTpaHbl.
dapmakoHa30p HEOOXOAWM Ui TPENOTBPAIICHUS YEJOBEYECKHX CTPaJaHUl, BbI3BAaHHBIX
JeKapcTBaMH, U n30exaHusi GUHAHCOBBIX PUCKOB, CBS3aHHBIX C HEMIPEABHUICHHBIMU TOOOYHBIMU
spdextamu. B 3akmiodeHue, B KaXKI0W CTpaHe CIEAyeT BBECTH IOCTOSHHBIH MOHHTOPUHT
JIEKAPCTBEHHBIX CPEJICTB, TOCTYMAOIINX HA PHIHOK.



2. OIIPEJAEJIEHHUE U LEJIN.

®apmakoHa30p obecrieunBaeT OOHApYKEHUE, OLIEHKY U MPEI0TBPALEHUE MOOOYHBIX peaKluii
aexapcTB. OCHOBHBIMHM LIEJIAMU (hapMaKOHa30pa SIBJISIOTCS:
1. PanHee oOHapy)keHHE HEM3BECTHBIX /IO CHX TIOP PEAKIMiA U B3aUMOICHCTBUIA.
2. OO6Hapy’KeHHE YBETUYEHUs YaCTOThl BOSHUKHOBEHHSI (M3BECTHBIX) MOOOUHBIX pEeaKLUil.
3. Wnentuduxamust (HakTopoB pHUCKa M BO3MOXKHBIX MEXaHM3MOB, JISKAIIMX B OCHOBE
NOOOYHBIX PEAKIIMH.
4. OneHka KOJMYECTBEHHBIX AaCIEKTOB aHalIM3a COOTHOLIEHMSI BBITOJBl U pPHUCKA H
pacrpocTpaHeHHe MHPOpMaLnu, HEOOXOAUMOM Ul yCOBEPLIEHCTBOBAHUS Ha3HAuYCHUS
JIEKapCTB U FOCYAapCTBEHHOTO JIEKAPCTBEHHOTO PETYJIMPOBAHUS.

OCHOBHI)IMI/I 3aayamMu (papMaKkoHaA30pa SBISIOTCS:
panroHaIbHOE M O€30MacHOe UCI0JIb30BaHHUE JIEKapCTB;
OlICHKa pHCKa W TONB3bl JIEKapcTB Ha (apMaleBTHUYECKOM pBIHKE U
UH(POPMHUPOBAHUE O HUX;
oOyueHne 1 HHQOPMUPOBAHHE MAIIEHTOB.

Cnonmannoe coodujeHue — pervuoHalbHasT WU (QeaepanbHas CUCTEMA OIOBEIICHUS O
HOJO3pEHMSIX Ha MOOOYHYI0 PEeaKLUIo penapara - nepBUYHbIN MeToa papmakoHanzopa. Kpome
TOT0, CYIIECTBYIOT WJIM HAXOSATCS B pa3pabOTKe Apyrue MeTo bl cOopa JaHHBIX.

3. KAK OPTAHU3OBATDb HEHTP I10 ®PAPMAKOHAI30PY

Hosprit Llentp ¢apmakoHam3opa MOXKHO OpraHH30BaTh OdYeHb OBICTpo. OgHAKO pa3BUTHE
9BOJIIOLUS CHCTEMBI (hapMaKOHa[30pa OT TIEPBOM, HEONIPEACICHHON CTaluH, 10 aBTOPUTETHON U
3 PEKTUBHON OpraHU3allud — 3TO Npolecc, TpPeOyromuil BpEeMEHH, NPOHULIATEIBHOCTH,
IpEaHHOCTH, KOMIICTEHTHOCTH M HEIPEphIBHON padoTel. Beibop Hambomee mepcrieKTHBHOTO
MecTa Uil LeHTpa (papMaKOHAI30pa MOXET 3aBHCETh OT OpPraHM3allMd M YPOBHS CHCTEMBI
37paBOOXPAHEHUS B CTPAHE, a TAKXKE IPYTUX MECTHBIX OCOOCHHOCTEH.

['ocynapcTBeHHOE yupexaeHHe (1e4eOHOe YYpeKIEHHE, AareHTCTBO II0 JIEKapCTBEHHOMY
PEryJMpoBaHHIO) OTIIMYHO MOAXOIUT Ui pa3MEIICHUs IIEHTpa Mo GapMakoHaa3opy. Bopouewm,
Ul HadJayia Tojoumer Jro0oe  JieueOHO-pOodUIaKTUUECKOe WM ydeOHOE 3aBE/ICHHE,
3aHUMaloIIeecss KIMHUYECKOH (apMakosnorueii u Qapmanuel, KIMHUYECKOH TOKCHUKOJIOTHEH
WIN 3IHJeMuooruei. Peructpanuio moOOYHbBIX peakluii MOYKHO HadyaTh HA MECTHOM YpPOBHE,
MOJKET JaKe B OJHOM €JUHCTBEHHOM KIIMHUKE, a 3aTEM IIOCTENEHHO DPACIPOCTPaHITh €€ Ha
npyrue OOJbHMIBI M TOJMKIMHUKY, W TaK, IIar 3a IIaroM, pa3BUTh €€ /10 HAIMOHAJIBHOTO
MmacmTaba. B HEKOTOpBIX cTpaHax ynoOHBIM MecTOM JuIsl pasmerieHus LlenTpa Moryt OBITh
npogeccuoHaIbHbIE 00bEANHEHMS, HAIPUMEP, MEJULIMHCKNE LIEHTPBI.

Ecim mpenamomaraercsi, 4ro jaesrenbHOCcTh LleHTpa ¢ camoro Hadajga OXBaTHUT BCIO CTpaHy,
clemlyerT TOMHHTb, YTO JUIE TOro, dYToOBl Ha0paTb HEOOXOAMMOE  KOJIUYECTBO
KBaJTM(DUIIMPOBAHHBIX PAOOTHUKOB, MPHUICTCS MNPUIOKUTH MacCy YCHIMHA, B OCOOCHHOCTH B
obnactu 3 (HEeKTHBHON KOMMYHHKAITHH.

Ecnu LlenTp BXoAUT B cocTaB Oojiee KPyHMHON OpraHu3anuy (HampuMep, TOKCHKOJIOIMYECKOTO
[IEHTpa, OTIEICHUS KIMHUYECKOW (apMaKOJIOTUHM WM TOCTHTAIBHOW (apmaruu), (yHKIUN
(apMakoHaa30pa MOXKET OCYILECTBIISATH 1aXKe OJUH CIIEHUATUCT (Bpay UK (papMareBT).

I'ne 651 HU pacnonarancs Llentp, hapmMakoHaA30p TECHO CBsI3aH C JIGKAPCTBEHHOW peryJsuueii.
Jnsg  koopauMHanmuM paOOThl HAa HAIMOHAJIBHOM YPOBHE HEOOXOJMMa TOCyIapCTBEHHAs



noanepxka. dapMakoHaA30p HE SIBISETCS YbCH-TMOO JTUYHOW TPHUBUIIETHEH, MOITOMY ISt
TAPMOHUYHOTO Pa3BUTHS U MPEIOTBPALICHUS HEXKENTAaTeIbHOW KOHKYPEHLIUU U TyOIupOBaHUs
Heo0XouMO 3(PPEKTUBHOE COTPYIHUYECTBO, KOOPAMHAIMS, KOMMYHUKAIIMA W CBS3U C
00IIECTBEHHOCTHIO.

3.1. Ocnoenble Imansvl opzanu3ayuu YeHmMpa no GapmaxKoHaod3opy

CorinacHo HHXKE MEPEUYHCICHHbIM ITyHKTaM MOJATOTOBbTE IIJIaH, KOTOPBI IOMOXET B
OpraHM3alK CUCTEMBI (papMaKkoHaA30pa.

1. CspxkuTech ¢ rocyAapCTBEHHBIMU OpPraHaMH 3]IpaBOOXPAHEHMs, a TAKKe C MECTHBIMU,
pPerMOHANbHBIMU ~ WJIM  TOCYJAapCTBEHHBIMM  YUPEXACHUSAMU U  OpPraHu3alUsiIMU,
CBSI3aHHBIMH C KIMHUYECKOM MEIUIMHOM, QapMakosorue U TOKCHUKOJIOTHEH,
NOYEPKUBAsi 3HAUMMOCTh MPOEKTA U €T0 LIEH.

2. Pazpabotaiite kapry-usBemienne (cM. § 4.1), u HayHuTe cOOp [daHHBIX MyTEM
pacnpocTpaHeHus U3BELICHUH cpeiu CEMENHBIX Bpauel, 1e4eOHbIX YUPEKICHUH U T. 1.

3. IlogrotoBbTe  meuyaTHble  MaTepuaibl  AA  UHPOPMHUPOBAHUS  PAOOTHUKOB
3/1paBOOXpaHeHus 00 ONpeAeNeHusX, 3aJa4ax 1 METOAaX CUCTEMbI (papMaKOHaI30pa.

4. Co3znaiiTe LHEeHTp: MOJ0EpUTE NEepCcoHal, TOMEIEeHHE, Tele(OH, KOMIBIOTEpP C TEKCTOBBIM
PEIaKTOPOM U TPOTPaMMOii paboTHI ¢ 6a3aMu JaHHBIX, OMOIHOTEKY U T. 1.

5. Tlo3abotbTecs 06 00yueHun nepconana LlenTpa ciemyrommm onepauusm:

* cOop U MpoBepKa JaHHBIX
UHTEpIpeTalys 1 KOJUPOBAHNE ONMUCAHUN OOOYHBIX PeaKLnit
KOJMPOBAHHE JIEKAPCTBEHHBIX NPENapaToB
OlLleHKa 00YCJIOBICHHOCTH peakluil MpUeMOM MEAMLIMHCKUX MPErnapaToB
OTpe/IeNIEHUE CUTHAJIOB
yIpaBJIeHUE PUCKAMU

6. Co3paiite 0a3y TaHHBIX (CHCTEMY XpaHEHUs M MMOMCKa HHpOopMaIMy; cM. Takxke § 7.1).

7. OpraHu3yiite BCTpeud B OOJBHUIAX, YUYEOHBIX 3aBEACHHUSAX H MPOGECCHOHATBHBIX
OpraHu3alsaX, pa3bACHAS MPUHLUUIB W MOTpeOHOCTH (HhapMaKOHAA30pa, a TaKKe
Ba)XHOCTh HH(OPMHUPOBAHHUSA O CIIydasiX MOOOUHBIX peaKIHil.

8. IlpomaranmupyiiTe Ba)XHOCTh COOOLICHMS O CIIy4asx NOOOYHBIX peakIuil uepes
MEIULUHCKHE JKypHaJbl, IPOPECCUOHAIbHBIE MMyOJUKAUN U JPYTMMH BO3MOXHBIMU
croco0amu.

9. TlommepxuBaliTe OTHOIICHHSI C MEXIYHAPOJHBIMUA OPTaHU3AIUSMH, PAOOTAIOIIMMH B
obmactu (apmakoHaa3opa, Hanpumep, ¢ Jenapramentom BO3 no OJI u nekapcTBEeHHOM
nosmtuke (KeneBa) m ¢ llenTpom MoHUTOpUHTA JIEKAPCTBEHHBIX IMIpPENapaToB B
VYuncane (I1IBerus) (koHTakTHAs HHGOPMAILIUS Ha cTp. 24).

4. COOBIIEHUE O CJHYYASX PA3BATHS TMOBOYHBIX PEAKIIUAM
JIEKAPCTBEHHBIX CPEJACTB.

JlobpoBosibHOE WH(MOPMUPOBaHHE — peruoHanbHas win (denepanpHas cuctemMa cbopa
COOOLICHUH O TOAO3pPEHHMAX Ha MOOOYHYIO DPEaKLUUI0 — SBISIETCS HA CETrOMHAIIHUN JEHb
OCHOBHBIM HCTOYHHKOM MH(pOpManuu 11 papmMakoHaa3opa.

4.1. @Dopma coodouenus.

B dapmakonagzope cooOmieHHe O ciydyae BO3HMKHOBEHHS TOOOYHOW pEaKIUH MOXKHO
OTIPENICIUTh KaK WU36eU{eHUe O GO3HUKHOGEHUU Yy HAUUEHmMA NOOOUHO20 MEOUUUHCKO20
AeNenua (iU  OMKIOHEHUll 6 pe3yibmamax  AaAHAIU306), NPUYUHOU  KOMOPO20
NPEOno10HCUMENIbHO ABIACMCA J1EKAPCHEO.



CooOuieHre o ciiy4ae BO3ZHUKHOBEHHS MOOOYHON pEaKUMM JOJIKHO COCTOSITh M3 CIEIYIOIIMX
3JIEMEHTOB:

1. TlamumeHT: BO3pacT, MOJ M KpaTkas HUCTOopus Ooje3Hu (eciu 3TO0 HeobOxomumo). B
HEKOTOPBIX CTpaHaX HEOOXOIUMO yKa3aHHE STHUUYECKON PUHAICKHOCTH.

2. Ilobouynoe sBieHHWE: oOmnMUcaHue (BUI, JIOKAIW3alMs, TSKECTh, XapaKTEPUCTUKA),
pe3yJIbTaThl UCCIIEIOBAaHUI U aHAIM30B, BpEMS Hauaja, TeYCHHE U UCXO/1 PEaKIUu.

3. Tlomo3peBaemblil JIEKapCTBEHHBIN IpenapaT: Ha3BaHHE (KOMMEPUYECKOE WM Ha3BaHUE
UHTpEANEeHTa + TMPOU3BOAUTENH), ITO3MPOBKA, CIMOCOO MpPUMEHEHUs, JaTa Havala u
OKOHYaHHUS TIpHUeMa, TOKa3aHWs K NMPUMEHEHUIO (y HEKOTOPBIX JIEKapCTB, HAIPHMED,
BaKIIMH, TAK)KE NUMEET 3HaUCHUE HOMEP MapTHH).

4. Bce apyrue ucrnosib3yembie Mpenapathl (BKIIOYas CPEICTBA CaMOJICUEHUs): Ha3BaHUS,
JI03Bl, CLIOCO0 MPUMEHEHHUSI, JaTa Hayalla U OKOHYaHHsI IpUeMa.

5. ®aktoppl pHuCcKa (HampuMmep, CHIKEHHE TNOuYeyHOW (PyHKUMH, M[pUMEHEHHE
MOJI03pEeBAaEMOro Mpemnapara paHee, NPEAIIeCTBYIONINE allIepriuy, MepUOINISCKU
IPUEM HapKOTHUKOB).

6. Wms u aapec nuila, HaMpPaBUBIIETO COOOIIEHWE O BOZHUKHOBEHUHU MOOOYHOTO SIBICHUS
(9Ta mHpOpMaNHA ABISIETCS KOHOUACHINAIBHOW M UCTIOIB3YETCS TOJIBKO IS IPOBEPKU
U JIONOJTHEHUS TaHHBIX, a TAK)Ke JUHAMHUYECKOTO HAOIIOICHUS ).

COop aHHBIX JOJDKEH ObITh MAaKCUMAJIBHO JIETKUM M JeHIeBbIM. [IJI1 3TOr0 MOXHO PEryJsipHO
(HampuMmep, €XKEeKBapTajJbHO) pacchllaTh paOOTHUKAM 31pABOOXPAHEHUS KapThI-U3BEIIECHUS C
BBILIICYKAa3aHHBIMU BOIIpOCaMH ¢ OecIulaTHOM 0OpaTHOM OTHPaBKOA.

Bo3moxkHO, s TOro, 4ro0bl cOOpaTh HECKOJIBKO COTEH COOOIICHWH, MPUAETCS €KETr0THO
pacchulaTh COTHH THICSY KapT-W3BEeIICHUNA. D(P(PEKTUBHBIM MOXKET OKa3aThCs BKIIOYCHHE KapT-
U3BCICHUH C OIUIAYEHHBIMHM MOYTOBBIMH pPacXofaMd B (PapMaKOIOTHYECKHH CIPaBOYHUK,
JICKapCTBEHHbIM OIOJUIETeHh WM NpOQEeCCHOHANBbHBIC IKypHalNbl. Tam, TI€ JOCTYIIHBI
COOTBETCTBYIOIIME TEXHOJIOTHH, TMPOCTHIMH M HEJAOPOTHMH CpeICTBaMHU cOopa HH(OopMannu
MOTYT OKa3aTbcs TeNnedoH, Gakc, IeKTpoHHas mouta U HTepHerT.

4.2.  Om Koz2o nocmynatwom cooouwenusn?

OnTtuManbHBIM HCTOYHHUKOM HHGpoOpManmu A (apMakoHaa30pa SBISIIOTCS CHELUATHUCTHI:
CeMeiHble Bpaud, KBATU(HUIUPOBAHHBIC MEIUIMHCKHE pPAOOTHUKM U ¢apmaneBTsl. B
HEKOTOPBIX  CTpaHax CTOMAaTOJIOTH, AaKylIepbl, MEICECTphl M  Jpyrue pabOTHUKU
37paBOOXPAHEHHUS TOXKE UMEIOT MPAaBO Ha3HAYaTh U BBOAUTH JIEKAPCTBA U MOITOMY TOKE MOTYT
OBITh HCTOYHUKOM MH(DOPMALIUH.

Kpowme Toro, hapmarieBThl ¥ CpeJHHI MEIUIIUHCKHI NEPCOHANT MOTYT ChITPaTh BaXKHYIO POJIb B
CTUMYJIUPOBAaHUU OIOBEIICHUS U €€ MOMOJHEHUH (HallpuMep, B OTHOILIEHUH KOMOMHUPOBAHHOTO
Ha3Ha4YeHMs IPENapaToB U MPEAIIECTBOBABIIETO UCIIOJIb30BAHUS JIEKAPCTBEHHBIX IIPENAPaTOB).

[IpousBoauTeNn JEKApCTBEHHBIX CPEICTB, OyAydd B TEPBYIO O4Yepedb OTBETCTBEHHBIMHU 32
0€30MacHOCTh CBOUX TPOAYKTOB, JOKHBI IM03a00TUTBCA O TOM, 4YTOOBI HMH(pOpManus O
HpeI[HOJIaFaGMBIX HOGO‘-IHI:IX peaKL{me Ha ux HeKapCTBa HOCTYHI/IJIa B KOMIICTCHTHBIC 0pFaHLI.
Ecnmu coobmenne o moOOYHOW peakIuu TOCTYMUIO B MECTHBIM WM HAIMOHAIBHBIA ILIEHTP
HeHOCpeIICTBGHHO OT IIallMCHTA, 6yz[eT ITIOJIC3HBIM CBA3AaThCA C €ro JieHallluM Bpa‘IOM JUIA
MIPOBEPKH M TIOTIOTHEHUS JaHHBIX.
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4.3. O uem cooouwgams?

Ha panHmx cragusx cymecTBOBaHMsSI CHUCTEMBbI (apMakoHaa3opa cooOmeHus 000 Bcex —
U3BECTHBIX M HEM3BECTHBIX, CEPhE3HBIX M HECEPhE3HBIX — MOJAO3PCHHUAX HA MOOOYHYIO PEAKIIUIO
MIOJIE3HBI U BAaXKHBI, IIOCKOJIBKY HEOOXOIUMO JUIsl Havajla CO3JaTh K)IbMmypy UHDOpMUposanus, B
KOTOpOHl MHCTUHKTUBHOW peakimell Ha Jr000e TMOA03peHHE Ha MOOOYHYIO peakiuio Oyaer
CoOOIIeHNEe B KOMIIETEHTHYIO OpraHu3amuio. Bpauam Heo0X0aUMO W3yUnTh, KaK U YTO HMEHHO
cooOmiare, a nepconany lleHTpa mo papMakoHaa30py — HAYUUTHCS OLEHHBATh, KOAHPOBATH U
UHTEPIIPETUPOBATH COOOIICHMS.

B ycrosBmmxcs cucremax ¢apMakOHag30pa CTANO0 OOBIYHON TNPAaKTUKOW TpeboBaTh
uHpOpMHpOBaHUS 000 BCEX NpEANoNaraéMblXx MNOOOYHBIX peakUUsaX, BKIOYas Jaxe
HE3HAYUTENIbHbIE PEAaKIIMY B OTHOIIEHUH HOBBIX JIeKapcTB. I U3BECTHBIX IpEnapaToB 0coOyIo
BaXHOCTb HMEET COOOILICHHE O CEePbE3HbIX WM HEOOBIYHBIX I0J03PEBAEMbIX MNOOOYHBIX
peaKkuusAX, a H3BECTHBIE WM HE3HAYNTEIbHBIE PEAKIMHM IPEACTABISIIOT MEHBIIMI HHTEpEC
(onpenenenue cepvesnol peakyuu cM. B I'moccapun). Ilogo3peHue Ha yBelnMYEHHE YaCTOTHI
IPOSIBJICHUSI ONpPENEICHHON peaklUyd TaKXKe SBISETCS IOBOAOMHU JJs HHPOPMHUPOBAHUS
COOTBETCTBYIOIUX OPTraHOB.

Hecmotps Ha To, yTO (hapMakoHaA30p 3aHMMAETCS B MEPBYIO ouepelsb (apMaleBTHUECKUMHU
npenapatamMu  (BKJIIOYas KOHTPAcThl JJIsi PaJMOJIOTMYECKOT0 HCCIIEOBAHMS, BAaKUUHBI U
JMarHOCTUYECKUE CpeJCTBa), CIEAyeT paccMaTpuBaTh TakkKe IOOOYHBIE pEaKUUU Ha
MEIUKAMEHTBI, HCIIOJIb3YEMbIE B TPAJUIMOHHON MeIUIMHE (HApUMEp, JIEKAPCTBEHHBIE
pactenus). OcoOblif MHTEpeC MpPEICTaBIseT TOKCUKOMAHUA (370yNOTpedeHHE JIEKapCTB WM
HAapKOMaHHs) M WCIIOJIb30BAaHMS JIEKAPCTB BO BpeMsl OCpEMEHHOCTH (TE€paTOTEHHOCTh) W B
Hepuo/JI JIAKTaIUH.

Kpome Ttoro, pexomeHmyercst cooOmarb O HHU3KOW A()(PEKTHUBHOCTH U TOJO3PCHUSX HAa
dapmaneBTHyeckre Ae(eKTbl mpernapaTtoB, OCOOEHHO €CIM BO3MOXHBI IPOU3BOICTBEHHBIE
npoOyieMbl, TOAJENKa MEAWKAMEHTOB WM  Pa3BUTHE YCTOHYMBOCTH (HampuMep, K
aHTHONOTHKAM). PapMaKOHAI30p U TOKCUKOJIOTUYECKHI KOHTPOJIb - TECHO CBSI3aHHbIE 00JIACTH,
HOCKOJIbKY TIPOOJIEMBI CITyYailHOM WM NpPEeIHAMEPEHHOW INepeJO3UPOBKHM MOTYT BBHI3BIBATDH
COMHEHHMsI B 0€30M1acCHOCTH MEAUIIMHCKOTO Mperapara.

Bo3MokHo, crnenyer cooOmare M O MOOOYHBIX PEaKIHUsIX Ha KOCMETHUYECKHE Iperaparsl,
OCOOCHHO €CITM OHHM COJEPKUT YCTapeBIIME WM TOKCUYHBbIE HMHIPEIUEHTHI (Hampumep,
COCJIMHEHUS! PTYTH WJIM KOPTUKOHJBI B OTOeNMBaromMx kpemax). Ecnu B cTpaHe HeT Apyrux
OpraHu3alyii, 3aHUMAaIOIIKXCS 3TUMU TIpobsieMamu, LleHTp no hapmakoHa30py MOKET B3ATh Ha
ceOs BONPOCHI, CBS3aHHbIE C MEIMIMHCKAM OOOPYJOBAaHUEM, XOTSA Ui OSTOTO MOXKET
MOHATO0OUTKCS ApyTas HKCIEepTH3a.

OTO PYKOBOJCTBO HE COAEPXKUT PEKOMEHJAIMH MO cOOpY JaHHBIX O MOOOYHBIX pEaKLusX,
BO3HUKILIUX BO BPEMs KIMHMUYECKHUX UCIBITAHUHN. YKa3aHUA M0 PETUCTPALMU TaKUX CIy4yacB U
COOOLIEHHI0O O HHUX COAEPXKaTCs B PYKOBOJACTBE IO IpPaBWIaM HaJUleXKalleld KIMHHUYECKOU
npaktuku (GCP) ans ucnbiTanus papMakoIOTHIECKUX MPETapaToB.

4.4. Obazamenvnoe unu 000poeoIbHOE UHPOPpMUpOSatue?
Bo MHOTHX cTpaHax coOOIIeHHEe 0 TOOOYHBIX PEAKIUAX HA MEIUIIMHCKUE MPETaparthl sSBISCTCS

NOOPOBOJILHBIM, OJHAKO BCE OOJbllee KOJIWYECTBO CTPAaH BBOAMUT JUIsI PAOOTHUKOB CQeEpsI
3paBOOXpaHeHus o0s3aTenbHOe WH()OPMUpOBAaHHUE O TOOOYHBIX peAKIUAX (XOTs OOBIYHO
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3aKOHOJIATEeNIbCTBO HE IMpeaycMaTpuBaeT ImTpadgoB 3a Hemomady otdyera). OTHOCUTEIHHO
JIOCTOMHCTB ¥ HEIOCTATKOB ITHX TOJXOJOB MH(pOpPMAIMU MpakTudecku HeT. Kpome Toro, B
HEKOTOPBIX CTpaHax (hapMalleBTHUCCKHE KOMITAHWHM O0S3aHbl COOOMIATh TOCYAapCTBEHHBIM
OpraHaMm 3[paBOOXPaHEHUsI 000 BCEX MOJO3PEHUSIX HA TOOOYHBIC PEaKITUH.

S. CIIEHUPUYECKUE ITPOBJIEMBI HTHOOPMHUPOBAHUA
5.1. Ilenmpanu3zoséannoe unu OeyeHmpanu3o6anHoe unhopmuposanue?

Kak mpaBuiio, 1enpi0 CIIOHTaHHOTO MOHHTOPWHTA SBISIETCS TOTy4YeHHE WH(POPMAIUU O BCEH
CTpaHe M MCIO0JIb30BaHHe 0a3bl JaHHBIX LIEHTPAJIBHOIO (hapMaKoHaA30pa JUIsl MOIy4eHus o0men
CUTyallll Ha HAllMOHAJHLHOM ypoBHE. TeM He MeHee, cOOp JaHHBIX MOXKET ObITh KOJIMYECTBEHHO
U KauyecTBEeHHO Oosiee 3(()EeKTUBHBIM, €CIUM OH OpraHU30BaH Ha PETHOHAIBHOM YPOBHE,
O0COOEHHO B KPYNHBIX CTpaHaX M TOCYJapCTBaX C CEPhE3HBIMH KYJbTYPHBIMH DPa3IUYUSIMU
MEXJy pernoHaMu. PernoHanpHble LEHTPHI, 00Jiee TECHO COTPYAHUYAIONIUE CO CIIEHUAINCTAMU
cdepbl 3ApaBOOXPAHEHUS, MOTYT 3HAUMTEIbHO YJIYULIUTh KOMMYHHKAIMM U OOpaTHYIO CBS3b.
[lpn opraHuzanuu peruOHANBHBIX ILIEHTPOB HEOOXOJUMO O0ECleYuTh UM YCIOBHS JUIs
3pPEKTUBHOTO COTpyAHHYECTBA W oOOMeHa wWH(}OpManueil ¢ HalUOHAIBHBIMHA LEHTPaMH.
[Tockonbky ycTaHOBIEHHME (DapMaKOHAA30pa B peruoHax TpeOyeT OOJdbIIEro KOJIUYECTBO
CIEIHAJINCTOB U 000PYOBAHUS, OHA MOXKET MOBJIEYD 32 COOOM JOTIOIHUTEIbHBIE PACXOIBI.

5.2. Cmumynuposanue onoseuienuii

[Tponiecc nHPpOPMHUPOBAHUS O MOOOUYHBIX PEAKLUAX HEOOXOAUMO TOCTOSIHHO CTUMYJIMPOBATb.
OueHp BaXHO JOOUTHCS MO3UTUBHOTO OTHOIIEHHS K (papMakoHaA30py Y pabOTHUKOB c(hepbl
3IpaBOOXPAHEHUs, TOT/Ia COOOIIECHUS O MOOOYHBIX PEAKIIUAX CTAHYT OOIIETIPUHATON 1
€CTECTBEHHOM pyTHHOMN. B 11eoM, cTuMynupoBath mporecc HHPOPMHUPOBAHUS MOKHO
CJIEYIOLIMMH METOAAMHU:
* o0ecrne4ynTh JIETKHH AOCTYN K OIUIAYEHHBIM KapTaM-U3BEIICHHUSIM U JIPYTUM
CpeICTBaM OIOBELLEHMS;
" [OATBEPXKIATh IMOJy4YEHHE COOOIIECHHS O MOOOYHOM peakiMy Ha JIeKapcTBa
JUYHBIM TMCBMOM WM TeNIe()OHHBIM 3BOHKOM;
* o0ecrneynTh OOpPaTHYIO CBS3b JIMIAM, MPUCHUIAIOIIMM KapThI-U3BEIICHUS O
MOOOYHBIX peakusix B (opMmMe XypHAIbHBIX CTAaTEH, CBOJOK IMOOOYHBIX
peaxIuii niM HHPOPMALMOHHBIX OI0JUIETEHEIH;
* o0ecrneunTh yuacTHe nepcoHana lleHTpoB B ceMuHapax Ipea- H
HNOCTAUIUIOMHOTO O0YUYEeHHS , a TAKXKE B HAYYHBIX KOH(PEPEHIIMAX;
"  COTpPYAHMYATh C MECTHBIMM KOMMTETaMH IO JeKapcTBaM U papMaKkoHaI30py,
"  COTpPYAHHUYATH C MPO(PECCHOHATFHBIMU aCCOIMALIUSIMH;
" JHTErpupoBaHHE (PapMaKOHAA30pa B MPAKTHKY KIMHUUYECKOH (papmakoigoruu
U (papmarnmu 1o Bcei cTpaHe.

5.3. Huzkuii ypoeens aKkmueHocmu onoseuienus

Huskuit ypoBeHb ONOBEIIEHUSI — OOBIYHOE SBJICHHE BO MHOTHX cTpaHax. [loBbIieHrne ypoBHS
OTMOBEIIEHMH - 3a/1a4a JOBOJBHO CIIOXHAas1, IOCKOJIBKY €€ CTEIIEHb HEM3BECTHA U OYECHb
u3MeHYMBA. J[axke B pa3BUTHIX [IEHTPAX KOJIUIECTBO COOOIIECHUH O CEPhE3HBIX TOOOUHBIX
peakuusax MoxeT He nmpeBbiath 10% ot obmiero yucia coobmenuit. Hekotopbie cTpaHbl,
KOTOpBIE y>K€ MHOTO JIET y4acTBYI0T MexnyHapoaHoi IIporpamme BO3 no MonuTopunry
JIEKApCTB, €XKErOHO  MoydaroT okoyio 200 coobmeHu# 0 MOOOYHBIX PeaKHUsIX Ha MUJUTHOH
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xuteneit ot 10% nmpakTuKyromux Bpaueil. Bo MHOTUX cTpaHax Mmokasareiu 3aroIHeHUsI KapT-
COOOIIEHHI HAXOAATCS Jake Ha 0oJiee HU3KOM YPOBHE.

Huszkuii ypoBeHb 3aloJIHEHHsI KapT-COOOUICHUH MOXKET 3aliep)kaTh OOHApy)KEHHE CUTHAJIA W
BBI3BaTh HENOOIEHKY MacmTa0oB mpobieMbl. B mo0oM cioydae, mpH ONpeneieHud CUTHaa
BRXHO HE TOJBKO KOJHYECTBO COOOINCHWH, HO U WX OOOCHOBAHHOCTh, a TAKXKE KAueCTBO
MPEIOCTABICHHOW NH()OPMAIIHH.

Kpome Toro, cymectByer Kpyr 0ojee pacIUIBIBYATBIX MPOOIEM, TPEOYIOMHX MPHCTAIBHOTO
BHUMaHUs. HOTIa Bpayy OnacaroTcsl, 4TO yBEIOMIICHHE O IIOOOYHBIX PEAKIIUIX MOKET BHI3BATh
COMHCHHS B MX KOMIICTCHTHOCTH WJIM NPHUBECTH K CyAcOHOMY pa3z0uparenscTBy. HexoTopsie
CHEIHATHCTBI HE COOOIIAIOT O MOOOYHBIX PEAKIUIX, TOCKOJIBKY COMHEBAIOTCS B ONPEICIISIONICH
poJin MCAUKAMCHTa B MX BO3HHMKHOBCHHU (XOT?I Ha caMOM JCJIC HH(i)OpMI/IpOBaHI/Ie O TaKux
MOJIO3PEHUSIX SIBJISIETCS  a0COJIOTHO HEOOXOoJuMbIM). Hwuskuit ypoBeHb WHGOPMHUPOBAHHUS
ABJIACTCA OJHOBPECMCHHO TCXHUYCCKUM H IICHUXOJOTHMYCCKUM (1)€HOMGHOM. ScHOCTD KPHUTCPUCB
oTOOpa Ciy4aeB, O KOTOPBIX CIEAyeT COOOMIaTh, MPOCTOTA MPOIEAYP U XOPOIIas MOTHBAIIUS
0€3yCIIOBHO SBIISIOTCS PEIIAIONTUMU JIJIS JIMKBUIAINAN YTON TIPOOIIEMBI.

6. IPAKTUYECKHUE CTOPOHBI OPTAHU3ALUU HEHTPA
IO ®PAPMAKOHA/30PY

6.1. Ilepconan

CrenuanbHble 3HaHUS, He0OXoauMbIe 11t paboThl B LlenTpe o papmakoHamazopy:
Knununueckas menunuyHa
®dapmakonorus
Toxcukonorus
ONUAEMUOJIOTHS.

OObIYHO HOBBIM LEHTP MO (papMakOHAA30py HAYMHAET PabOTy C OJHOTO COBMEIIAIOIIETO
COTpyJAHWKa (Kak TpaBWJIO, TepameBTa WM ¢apMmaleBTa) NpU HEKOTOPOH CeKpeTapcKou
noguepkke. Co BpeMeHeM TMOSABISETCS HEOOXOAMMOCTh B  CHEHMAIMCTE, OCHOBHOU
00513aHHOCTBIO0 KOTOPOTO SIBIISIETCS M3yYeHHE MOOOYHOTO JACUCTBUS JICKAPCTB, H B PACHIMPCHUA
cekpeTapckux o0si3anHOCcTe (cM. §6.3, HempepeiBHOcTh). Korma o0beM cooOmieHuit o
NOOOYHBIX PEAKIMSIX BO3PACTET, HEOOXOIUMOE YHCIIO COTPYAHHKOB MOXKHO OYyIET ONpeaeinTh
UCXOJIS U3 TOTO, YTO Ha 00pabOTKY OJJHOM KapThI-U3BEIICHUS HEOOXOJMMO OKOJIO Yaca.

6.2. Heooxooumoe obopyooeanue

MHorokaHanbHbIN TenedoH

KommproTep (6a3a naHHbIX — cM. §7.1, TEKCTOBBIN PEIAKTOP)
[TpunTEp (MOACOCAMHEHHBIN K KOMITBIOTEPY )

dakc

DneKTpOoHHas mouTa

KonupoBanbHbli anmapar

6.3. Henpepuienocmo
[TocTostHHAas MOCTymHOCTh — 3TO 3ajor ycmexa Llentpa dapmakonanazopa. IToatomy LleHnTpy

HEOOXOJUM TIOCTOSIHHBIA CEKpeTapb, KOTOPBIM OyneT OTBedaTh HA 3BOHKH M IHCHMA,
Mo//IepKUBaTh 0a3y MaHHBIX, 3aHUMAThCSA JTOKYMEHTAIMEH, KOOPAMHUPOBAHHEM Pa3IMIHBIX
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BUJIOB JIEATENBHOCTH U T.1. HempepbIBHOCTH cekpeTapckoil paboThl MOXET ObITh JOCTUTHYTa
IyTEeM COTPYAHHUYECTBA CO CMEXKHBIMHM JEeMapTaMEHTaMM, €ClIi y HUX OyJeT J0CTaTOYHO

pecypcos.

6.4. Koncynomamuenvle Komumemul

MexauCUUIUIMHAPHBIA KOHCYJIbTaTUBHBIA OpraH HEOOXOAMM AJi TOro, YTOObI MOJAJEPKUBAThH
Ha JIOJDKHOM YPOBHE KaueCTBO CIIEAYIOIIUX MPOLECCOB:

cOOp U aHAIHU3 JAHHBIX;

UHTEpIpETALNs JaHHBIX;

nyOnuKanus nHpopMaIuu.

KoHCynbTaTHBHBIN KOMUTET MOXET MPECTABIATH CIETYIOIINE TUCIIUILIHHBL:
* oOmias MeauIuHa;
bapmanus;
KJIMHUYECKast (hapMaKoJIOTHs;
TOKCHKOJIOTHS;
SMHIEMHUOJIOTHS;
NaTOJIOTHS;
pEeryJIsLus JeKapcTB U 0OeCcIieYeHNE KauecTBa;
UH(OPMAIHUS O JIEKAPCTBEHHBIX MpernapaTax;
dbuToTepanus.

Takxke MOXET 0Ka3aThCsl MMOJIE3HON CETh OIMBITHBIX KOHCYJIBTAHTOB B pa3NUYHbIX obnacTsax. Eciu
LenTp pacrnonoxeH B OOJBHUIIE, TO CIICIHATM3UPOBAHHAS SKCIIEPTH3a OOBIYHO JIETKO AOCTYITHA.

6.5. Hngpopmayuonnwie ycnyzu

OxazaHue KaueCTBEHHBIX WH(OPMAIMOHHBIX YCIYT CHENHUATUCTaM 3APaBOOXPAHEHUS SBISETCS
NEepBUYHON 3amadell (papMakoHan30pa U 3PPEKTUBHBIM METOJOM CTHUMYJISLIMU ONoOBeleHHus. B
TUX LENAX W JuIg 00paboTKu cooOmeHuit LIeHTp AomKeH MMeTh AOCTYH K HOApOOHOMY U
COBPEMEHHOMY KaTajory JHuTepaTypbl (0ubmuorpaduio mo Bompocam dapmMakoHaI30pa MOXKHO
nosyuuts B LlenTpe MoHnuTopuHra B Ymmcane).

Eme oqHUM JOCTOMHCTBOM pacioiiokeHus LleHTpa B KIMHUKE SBJISETCS BO3MOXKHOCTD JIOCTyIIa
K Oubnuortexe yupexaeHus. Haunmonanmpubie LleHTpwnl (apmakoHam3opa MOTYT WUMETh OH-
JTaifHOBBIA foctyn K Oazam naHHeIX UMC u moamucatbcs Ha pPAcChUIKM OIOJIJIETEHEH 1Mo
noOOYHBIM pEaKkIusiM U JIeKapCTBEHHBbIE OroiieTeHu, myonukyemble BO3 u MHOXeCTBOM
HAIIMOHAJIBHBIX M pernoHaiIbHBIX LleHTpoB 1o BceMy mupy (koHTakTHas nHpopmanus BO3 — Ha
ctp. 24; anpeca LlenTpoB moxxno nonyunts B UMC).

6.6. Kommynuxayuu

Paccrpiika gexapcTBEHHOTO OIOJIJIETEHsI WU Ta3eThl BCEM CIIELUATNCTaM 3/IpaBOOXPAaHEHUS, UITU
MOCTOSTHHAS KOJIOHKA B MEJMIIMHCKOM WIIH (DapMaIieBTUIECKOM KypHAJIe MOXKET CTaTh
XOPOILIUM CPEJCTBOM Uil pacipocTpaHeHus: nHpopmaiuu. CBoeBpeMeHHbIe 0OHOBICHHUS
CBOJIOK, KOHEYHO, BayKHbI, HO CBOJKUA MOT'YT BBIITYCKAaThCSI OTHOCUTEIBHO PEAKO U UX
o0pa3oBaTelbHOE 3HAUCHHE, KaK TIPaBUiI0, HECYIIECTBEHHO. B cirydyae kpaitHelt He0OOX0IMMOCTH,
CPOYHO OIIOBECTUTH Bpayeii 00 OMAaCHOCTH MOKHO MUCbMaMHU TUTA «YBaXXaeMbIi JOKTOP...».

14



6.7. Tokcuxkono0zuueckuiit KOHMPOJIb U UHPOPMAYUOHHBIE UEHMPBL NO J1EKAPCMEAM

LIeHTpBI TOKCHUKOJIOTUYECKOTO KOHTPOJSI U MH()OPMAIMOHHBIC IIEHTPHI MO JICKAPCTBAM HMECIOT
MHOTO obmiero ¢ LlenTpamu apmakoHam3opa, U B IJIaHE OPraHU3ANWN, U C HAYYHOH TOUYKU
3penus. Ecim cuctema ¢apMakoHaa30pa OpPraHu3yeTcs B CTpaHe, TIe YXKe eCTh CIykOa
TOKCUKOJIOTHYECKOTO KOHTPOJIS WM IEHTpa IO JICKapCTBaM, WX COBMECTHOE pa3BUTHE Oyjaer
Oonee apdekTHBHBIM. B TakoM ciy4yae HEKOTOpbhIE pacxojbl (Ha CEKpeTapuaT, KOMIBIOTEPHI,
OMOIMOTEKY) MOXKHO OYJIET pa3IeINTh MEXIy CITyKOaMHU.

B n1r000M ciydae, TeCHOE COTPYAHUYECTBO MEXKLY STUMH OPraHU3aLUsAMU KpaliHe KeJIaTeNIbHO.

7. AHAJIM3 COOBIIIEHUI

Jlns aHanmu3a cooOIIeHU 0 MOOOYHBIX peaklUsX HEoOXOAMMO COYeTaHWEe 3HAHMH B 00JIACTH
KJIMHAYECKOW MEIUIMHBL, (apMaKoJIOTHH, TOKCHUKOJIIOTHM W SMUAEMHUOJOTHH. [loBbImeHHE
KBaJM(UKALUU B ATUX 00JaCTAX MOXKET ObITh JOCTUTHYTO MyTeM oOyueHHs nepcoHana Llentpa
¥ IIPUBJICYCHUS KOHCYJIBTAHTOB. AHAIN3 COOOIIEHUH COCTOHUT U3 CIEIYIOMINX HIEMEHTOB!

1. Kauecmeo O0okymenmayuu (IOJHOTA U JOCTOBEPHOCTh JaHHBIX, KaYECTBO JMArHo3a,
nocienymouee HaomoaeHne). OCHOBHBIE 2JIEMEHTHI COOOIEHUs nepeyuciieHsl B §4.1.

2. Koouposanue. HazpaHus JeKapcTB JOJDKHBl  PETUCTPUPOBATHCS B CTPOrOM
CHUCTEMAaTHUYECKOM NOpsIKE, HanpuMep, corsiacHo JlekapcteenHoMm CrnpaBounuky BO3, B
OCHOBE KOTOpOro JeKUT HOMeHkJIaTypa INN (MeXIyHapoIHBIX HENaTEeHTOBAaHHBIX
Ha3BaHWI) M aHaToOMoO-TepamneBTHUYecKU-xuMudeckas kiaccupukamus (ATC). [ns
KOJMPOBaHMs TMOOOYHBIX SIBICHUH ciexyeT ucnonb3oBaTh Homenkiatypy IloGounbIx
Peakmuit BO3 (WHOART) unu npyryro HOMEHKJIATYpY, MOJTYUYHBIIYIO MEXIYHAPOIHOE
npusHanue (Hanpumep, MeDRA).

3. Ob6ocnoséannocms B OTHOUICHUM OIPEACIICHUS HOBBIX PpEaKIHil, JIEKapCTBEHHOU
peryyisinuy, Hay4HoOH i oOpazoBaTenbHON HEeHHOCTH. OCOOCHHO BaXKHBI CIIEIyIOIINE
BOIIPOCBL:

e Hoeoe nexkapcmeo? HoBbIMM OOBIYHO CUUTAIOTCA JIEKapCTBa, KOTOPbBIE
HaXOJATCSI Ha PbIHKE MEHBIIIE 5 JIeT.

e Heuszsecmnaa peakyusa?  (T.e. HE BKIIOYEHHas B OJOOPEHHYIO KpaTKylO
XapakTepucTuky npenapata - SPC niaM He OTMEUYEHHYIO B MHCTYyKLuH). Takxke
BaXHO, ONUCAaHa JM peaklus B JIUTEpaType, HalpUMEP B HAIMOHAJIHLHOM
JexapcTBeHHOM Qopmyisipe, Maprtunzeiine, «[lo6ounbix >¢dexrax» Meiiepca
(KHUTH W Jpyrue WCTOYHWKM WHGOpMAIMM MOXHO Tody4duth B LleHTpe
MouuTopuHra B Ynmcaie).

e Cepsbe3nas peakuusi? (cM. ['moccapuii).

4. Boiaenenue oyonupyrouwux cooouwienuii. Hexoropbie XapaKTepHCTUKU ciaydas (ToI,
BO3pacT WIM JaTa pOXKICHHUsS, BpeMs UCIOJIb30BaHUS Mpenapara U T.J.) MOTYT
UCTIOJIB30BaThCS TSI BBISIBIICHUS Iy OJMPYIONUX COOOIIICHU.

5. Ouenxa npuuunnoii cea3u om nNpuMeHeHUs NeKAPCMEa uiu odeuHeHue. 3a PeIKUM
UCKJTFOUCHHEM, COOOIICHUSI OIMUCHIBAIOT HOO03pesaemble TOOOYHBIC peakiuu. J{is
CTPYKTYPUPOBAHHOTO  YCTAaHOBJICHHUS BO3MOYKHOCTH MPHYMHHOM  CBS3U  MEXIY
NPUMEHEHHUEM JIeKapcTBa U MoOouYHbIM siBieHHeM [Iporpammoit BO3 mo MoHUTOpUHTY
nekapctB (cM. ['moccapwii), EBponeiickoit Komuccueir u ®@paHIly3ckoi HallMOHAIBHOM
nporpamMMmoii papmakoHaazopa ObLIO Pa3pabOTAHO HECKOJBKO PA3IUYHBIX TOIXOJOB.
TH CUCTEMBI OCHOBBIBAIOTCS HA YCTBIPEX OCHOBHBIX NPUHOUIIAX!
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¢ CBA3b MCXKIAY HNPHUCMOM JICKAPCTBA U BO3HHUKHOBCHHUCM MOOOYHOIrO SIBIEHHSA BO
BpEMEHHU (MJIM MECTE)

e (Qapmakonorus (BKJIIOYAas COBPEMEHHBIC 3HAHMSA O XapakTepe M YacToTe
TIOSIBJICHUS TTOOOYHBIX PEAKITUiA)

® MCIUIIMHCKass HJIIN (bapMaKOJ'IOFI/I‘-IeCKaﬂ BCPOATHOCTH (HpI/I3HaKI/I U CUMIITOMEI,
71a00paTOPHbIE aHAIM3bI, MATOJOTHYECKHE H3MEHEHHUSI, MEXaHU3M),

® BEpOATHOCTH WJIM HCKIIOUCHHE IPYTUX MPUYUUH.

JIocTOMHCTBO KaTeropuii 00yclIoBICHHOCTH, pa3paboTanHeix BO3, 3akimtouaercs TOM, 4TO OHH
IMPOCThI B UCIIOJIb30BAHWU U NPU3HAHbBI MCKAYHAPOAHBIMU OpraHU3alUsAMU. Onpez[eneHmI JJIA
OTOOpaHHBIX MOOOYHBIX pEaKIWid ObUIM pa3pabOTaHbl W YTBEPKICHBI Ha MEXTYHApPOIHOM
ypoBHE. J[sI HEKOTOpBIX peakmuii OBUIM Jake pa3paboTaHbl CIeNHUAaIbHBIE AJITOPUTMBI
ycTaHoBjIeHHUs o0ycioBieHHOCTH (bennyoy, 1994).

7.1.06pabomka 0anHbIX.

Ha panHux sTamnax kapTel-U3BEIIEHUS MOKHO 00pabdaThiBaTh BpyuHyt0. Kormaa motok coobie-
HUI BO3pACTET, JIyYllle YyCTAHOBUTh KOMIIBIOTEPHYIO CHCTEMY, KOTOpas o3Bouia 661 00pada-
THIBaTh MH()OPMAIIUIO ¥ OCYIIECTBIIATH B 0a3€ JaHHBIX TIOUCK CIy4YaeB I10 I10I03PEBAEMOMY
npenapaTty ¥ MoOOYHBIM PEAKIIHSM.

Hcnonszyemass KOMIIBIOTEpHAasi CUCTEMa Ha KaXIbli MEIUWKaMEHT JOJIKHA COJIEpPKaTh
uepapXuyeckuii ¢aiia, KOTOPBIM TO3BOJST OBl PETHCTPUPOBATH JIEKAPCTBA IO TOPTOBOMY,
FeHEPUYECKOPMY (HEMAaTEeHTOBAHHOMY) HAa3BaHUIO MPOAYKTa M TEPareBTUYECKOW KaTerOpHH.
AHaOTMYHON  JOJDKHA OBITh HMEpapXuveckas CHCTeMa YyueTa IMOOOYHBIX  PpeaKI[uil.
Hepapxudeckre cUCTEMBbI yueTa MEIUKAMEHTOB U MOOOYHBIX peaKinii HEOOXOAUMBI ISl TOTO,
YTOOBI XpaHUThH MOJPOOHBIE OMHMCAHUS CIy4yaeB, U B TO )K€ BpeMsi o0ecreyrBaTh BO3MOXKHOCTD
OBICTPOTro OMCKa MHPOPMALTUH.

[To BO3MOXXHOCTH CIIEAyeT HUCIOIB30BaTh HOMEHKJIATYypbl U Kiaccupukanuu nexapcts (ATC,
INN) u mo6ounsix peakuuii (WHOART, MeDRA), nonyuuBmme MexmayHapoJIHOE TTPU3HAHUE.
DTO MO3BOJUT CpPaBHUBATH PE3yJIbTAThl HMCCIEAOBAHWNW W OOMEHHBATHCS HH(OpMAIMed Ha
MEXIyHapoaHoM ypoBHe. Ocoboe BHUMaHHE CleayeT OOpaTHTh Ha TO, YTOOBI WH(MOpMAaIUs
cooTBeTcTBOBasia TpeboBanusiMm [Iporpammel BO3 1m0 MOHHTOPHHTY JIEKapCTBEHHBIX
npenaparoB. [logpoOHyro wHpOpMaNKWIO O TPaBUIBLHOM  OpraHU3AMU  AJICKTPOHHOU
uHbopManuu ajs nepegadn B 6a3sl JanHbix BO3 MoxHO monyunts B LleHTpe MoOHUTOpUHTA B
Vrrcane. Co3gaHue HOBOW CUCTEMbI KOMITBIOTEPHOTO yueTa COOOIEHUN O TOOOYHBIX PEaKITUIX
MOJKET OKa3aThCsl HEPEHTAOEIbHBIM, OJTHAKO CYIIECTBYIOT KOMMEPYECKHE MPOAYKTHI, KOTOPHIC
y>Ke OBbLIM MPOTECTUPOBAHbI CHCTEMaMHU (apMaKOHAI30pa, U MOTYT ObITh aJanTHPOBAaHbI AJIs
€ro HYX], BKJIFOYas EPEeBO] MPOTPaMMBbI Ha TOCYIaPCTBEHHBIN SI3bIK.

8. UCIHIOJIb3OBAHME JIAHHBIX.

Jlannble, coOpaHHble AJIs1 U3Y4YEHUS MOOOYHOIO AEWCTBUSA JIEKAPCTB, MOTYT MCIIOJIb30BAThCS B
Pa3JIMYHBIX CUTyalUsIX MO-Pa3HOMY.

8.1. Pazpabomka u noomeepiicoenue 2unomesbsl.
OnHoOIl M3 mepBUUHBIX 3a4a4 (apMakoHaI30pa SIBISETCS ONpPEJeNIeHHEe Ha PaHHUX CTaIusxX
TUIOTE3bI WM CUTHANIOB (cM. ['moccapuil) BO3MOKHBIX MOOOYHBIX peakuuil. OJHaKO HAa paHHUX

9TallaX CUTrHaJibl MOTYT OBITH CIIMIIIKOM HCOIIPCACIICHHBIMU, YTOOBI MOKHO OBLIO CACIaTh KaKHEC-
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1100 YETKHE BBIBOBI M TIPEANPUHSTH PETYIATOPHBIE MEPHI, © MOTYT MOTPEOOBAThH AATbHEHUIIIETO
uzyueHust (cMm. §8.5). CurHan MoxeT OBbITh NOATBEPXKICH IyTeM OOBEIUHEHHUS CIydaes,
ONMCAHHBIX B COOOLIEHUSX W3 pa3HbIX CTpaH. M3 3TOoro cregyer, 4Tro MEXIYHapOJHOE
COTPYAHUYECTBO UMEET 0CO00E 3HAUEHHE.

8.2. Hopmamuenoe pecynuposanue 1eKapcmeeHHbIX CPeoCcme

[Tocie omoOpeHust (peructparyu ) JeKapcTBa BCs JOCTYITHAS JIOKAIbHAS M MEXTyHapOIHAS
UH(POPMALKS TI0 eT0 OE30MaCHOCTH IMTOCTOSHHO OTCIIC)KUBAETCS OpraHaMH JIGKAPCTBEHHOTO
PEryJIUPOBaHMS U TPOU3BOJUTENIEM JAHHOTO JICKAPCTBEHHOTO Mpemnapara. 3a4acTyro mpoodiema
pemaeTcst aganTaue yTBepKIeHHON nHGOpMAIH O Tipenapate (BKIIOUYEHUEM HOBBIX
000YHBIX APPEKTOB, IPEAYIPEIKACHUH, WITH U3MEHEHHUEM TTOKa3aHui ). THOT1a HEOOX 0 TUMBI
0oJiee cTpOrue OrpaHUIUTEIBLHBIC MEPHI, B XY/IIIEM CITydae — JaXKe U3bSITHE TOPTOBOM
nuneH3uu. [ 0moOpeHus OnpeesIeHHOTO JIGKAPCTBA B OTACIBLHO B3SITOM CTPaHE MOXKET
0Ka3aThCs MOoJIe3HON HH(OopMaIus 00 onbITe IPUMEHEHHUS JIEKapCTBa B CTPAHaX, II€ OHO yKe
UCToNb3yeTcs (3Ty HHPOPMAIUIO MOKHO MOJTy4nTh, Hanpumep, B [lenTpe MonuTopuHra B
Vurcarne).

8.3. Unghopmauus.

Jnst pacnpocTpaHeHust HHPOPMAaIIUH, TPEICTABISIONICH aKTyalbHYI0 BaXKHOCTh HIIM HHTEPEC,
Jy4IlI€ UCIIONIb30BaTh OIOJIETEHh MOOOYHBIX PEaKIUii JIEKAPCTB UM KOJOHKY B METUIITHCKOM
WM (papmManeBTHUECKOM XKypHaiie. B ciydae kpaliHe HE0OXOAMMOCTH MOT'YT IOHaJJOOUThCS
npsiMble TUChbMa BpayaM u (papmarieBTaM. OOBIUHO TaKKe aKIMK MMPOBOISTCS COBMECTHO C
PETYJIATOPHBIMHU OpTraHaMH M SKCIIepTaMH (papMareBTHIeCKOi KOMIIaHHH.

8.4. Odyuenue u oopamnas ceasw.

HenpepsiBHOE (mpopospkaromieecs) Mped- W MOCTIUIUIOMHOE OOydeHHE CHEelHaTuCTOB
3[IpaBOOXpPAHEHHUS] — OYEHb BaKHBIM acmekT (papMakoHaa3opa. AJleKBaTHbIE 00pa3oBaTeIbHbIC
MEPOIPHUITHSI MOTYT 3HAYUTEILHO MOBBICUTH OCBEJOMIICHHOCTh M OJIUTEIHHOCTh CIICIUATICTOB
B OTHOIIEHHWU TOOOYHBIX peakuuid U CTUMYyIHUpoBaTh omnosenieHne. COTpyAHHUYECTBO C
cucTeMor (apMaKoHag30pa MOXKET MPUHECTH ToNb3y WMHPOpMAMOHHBIM IIEHTpaM TIO
nexapcTBaM U HanmoHnanbHbIM (hOpPMYIISIPHBIM KOMUTETAM.

8.5. Ozpanuuenun no ucnonvzoeanuro ungpopmayuu.

Kaxk mpaBuiio, cooOImieHust 0 mo03peHusIX Ha MOOOYHYIO PEaKIMI0  JIOBOJIBHO MPEAB3STHI, U
WHTEpHpETalnsl JaHHBIX O PEaKIUAX MOKET OKa3aTbCs IOBOJILHO CIOKHOU. YacTo curHa-
76l OBIBAIOT HEOOOCHOBAHHBIMH, H JIJISl TOATBEPXKICHUST  HIIA ONIPOBEPKEHUS  (MPOBEPKH
TUIOTE3bI), & TAKXKE JIJIsl OLEHKU YacTOTHI PEAKITNH, KOTOpas HE00OX0ouMa JIJIsl PUHSATHS
PeryJIATOPHOTO pelieHus1, TpeOyeTcsl uX naabHenIee n3yucHue.

C oxnoii croponsl, LlenTp papmakoHaa3zopa UMEET CBOCH LETbIO CTUMYJIUPOBAHUE
UCTIOJIb30BaHUS COOPaHHBIX JaHHBIX paOOTHUKAMU C(ephl 3PaBOOXPAHEHHS, HO C IPyTroi
CTOPOHBI, OH JI0JIKEH M103a00TUTHCS O TOM, YTOOBI Pa3HOPOIHAS U HEMOATBEPKACHHAs
UH(OPMALKS UCTIOJIB30BAIACh OCTOPOKHO M ¢ OOJBIION /10JIel HAyYHOU U COIMaTbHON
OTBETCTBEHHOCTH.

Cuctema 100pOBOJIBLHOTO OMOBEIICHUS O CITy4asx MOOOYHBIX peakiuii 0coO0eHHO 3¢ (HeKTHBHA

NP OIIPEICIIEHUH CIIEIM(PUUECKUX TOOOYHBIX PEAKIU I PEaKIfii, IPeInoI0KUTEIbHO
IPOSBIIOIUXCSA B OIPEAECICHHOM BPEMEHHOM IPOMEKYTKE II0CIIE pUeMa JIEKapcTBa
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(Hanmpumep, aHa(QUIAKTHYECKOTO 110KA), ¥ B TOPA3/I0 MEHBIIEH CTENIEHU CIIOCOOHA BHISIBUTDH U
U3YYHTh JPYTHe BUBI MOOOYHBIX pEakiuil (HarpuMep, KaHIIEPOreHHOCTh Mpemnapara).
CnocoOHOCTh CUCTEMBI CITOHTAHHOTO OTIOBEIIEHUS OMPEACIIUTh PEATbHYIO YaCTOTY MPOSBICHUS
oTpeieIeHHBIX TOOOYHBIX PeaKIMii JOBOJIHHO OTPaHHYECHA.

[TonpoGHBIe co0OIIeHNs 00 UCTOPUSIX 0OJIE3HU MAIUEHTOB C ATPOT€HHBIMHU TPaBMaMu 1
MOCJIETYIOIEE UCIIOJIH30BAHNE TAKUX COOOIIECHUH SBIISIOTCS B TOW MJIM MHOM CTETICHU
CEKPETHBIMU, M COCTABIIAIOT BpaueOHYI0 TailHy, MOATOMY KOH(PHUACHIINATHLHOCTh IEPCOHATBHBIX
JaHHBIX He00XxoauMa. COBOKYMHOCTb JIeTalei HCTOPUU O0JIE3HH MallMEeHTa MOXKET ObITh TaKON
K€ YHUKAIIbHOM, KaK OTMEYaTOK Maiblia, ¥ TOITOMY SIBJISIOTCS MOTEHIIUAIBHBIMHI HICHTU(DUKA-
topamu. LlerTpam hapmakoHaa30pa peKOMEHayeTCs pa3padboTaTh IPOTOKOJIBI OOpaIEeHHS C
uHpOopMalel, B KOTOPhIX OyIyT yKa3aHbl KATETOPUH JIUI, UMEIOIUX JOCTYM K JaHHBIM U JIHII,
KOTOPBIM JIOCTYH K MHpOpMaIuu 3anpenied. Kpome Toro, B mpoTokosie JOMKHO ObITh YKa3aHO,
KOMY U IS KaKuX Ieei MOKeT OBITh IpeIocTaBlieHa onpeneiaeHHas nnopmanus. B nepByro
ouepeib KOH(UIEHIINAIBHOCTh KacaeTcs COOMI0ACHHSI TallHbI BOBJICYEHHOM JIMYHOCTH
(manueHTa, KOPPECIOHACHTa, Bpaya) U yUpekIeHus (KIMHUKH). Bo MHOTHX CTpaHax CBOJHBIC
JAaHHBIE COOOIIEHU 0 TOOOYHBIX PEAKIUAX HE CUUTAIOTCS KOH(UICHIIUATBEHBIMHU.

[Tomumo mpaBOBBIX 00513aTENBCTB, OCHOBOM CIIOHTAHHOI'O MOHUTOPHHTA SIBIISIETCS COBMECTHOE
CTpEMJIEHUE MEIMKOB U MALMEHTOB ClIeNaTh JOCTYIHON MH(OPMAIHIO O TOOOYHBIX peaKIUsX.
Ecnu nannpie papmakoHaa3opa HCIOIB3YIOTCS MTPOTHB BOJIM COOOUIMBIINX O PEAKIHIX, CHCTEMA
B 1I€JIOM MOJKET MOTEPIETh Kpax.

9. BBAUMOOTHOILIEHUA C IPYT'UMHU CTOPOHAMU
9.1 Opzan, ocyuiecmenaoujuil 1eKapcmeeHHoe pezyiuposanue

Opras JeKapCTBEHHOTO PETyJIMPOBAHMS JOIDKEH ObITh Oe30TiIaraTeIbHO HH(POPMUPOBAH O
MO/I03PEHUH Ha MMOOOYHYIO PEaKIIUI0, 0COOCHHO ecii 0OHapyKeHa cepbe3Hast WIIM HEOObIUHAS
peakuus (HanpuMmep, He BKIIIOUEHHAs B OIIMCAaHUE XapaKTEpUCTUK IpenapaTa). Kpome Toro,
LlenTp dapmakoHag30pa NOHKEH HHPOPMHUPOBATH PETYIISATOPHBIE OPraHbl 000 BCEX CITydasx,
KOTOpbIE MOTYT MPEJCTABIATH Ul HUX HHTEPEC, K O POCTE YACTOTHI MPOSIBICHUS TOOOUHBIX
pEaKIHUiA.

9.2 @apmayeemuueckue KAMnanuu

dapmalieBTHYECKHEe KOMIIAaHUU JOJKHBI MTOJIy4YaTh Ty K€ HH(OPMAIINIO, YTO U PEryIsTOPHbIE
oprasbl. B 3aBUCHMOCTH OT CUTYyaIllH, KOMIIAHUU MOXXHO WH()OPMHUPOBATH HAMIPSMYIO HITH Yepe3
peryiasTOpHbIE OPTraHBbI.

9.3. Ilpogheccuonanvhovie meouyuncKue u papmayesmuueckue accoyuayuu

Lentp papmakoHag3opa I0KEH CTPEMHUTHCA K COTPYIHUUYECTBY C MPOHECCHOHATLHBIMU

MCECIUIIMHCKHUMHU U (bapMaHeBTI/I‘IeCKI/IMI/I acconuanusMHU. B KPUTHYCCKUX CUTyallusIX 3TU
acconuanyu OO0JI>KHBI OBITh CBOCBPCMCHHO YBCAOMIJICHBI.
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9.4 Bcemupnaa Opzanusayua 30pasooxpanenus

HosooOpasoBannslii Llentp mo dapmakonanzopy aomkeH ceszarbes ¢ BO3 (JKenesa) u
Lentpom CoTpyaHHUYECTBA 110 BOPOCAM MEXAYHAPOJHOTO MOHUTOPHHTA MEAUIIMHCKHUX
npenapatos (Ynncana, [lIserus).

9.5 Hayuonanvnwtit Llenmp ghapmaxonaosopa

ITomumo 9TOro, MOoryTt OBITH IIOJIE3HBIMHU CBS3H C HAallMOHAJIbHBIMHW LNCHTPAMU q)apMaKOHamopa B
coceHuX cTpaHax. Eciu 9Tu 1IeHTphl UMEIOT OOJBIINIA OTBIT pa0OTHI, OHU CMOTYT IIOMOYb B
00y4yeHuH niepcoHaa.

9.6. Yueonuwie 3asedenusn

Heo0xoanMocTh N3ydeHHHs CyITHOCTH U METO/I0B (hapMaKOHA30pa TUKTYIOT HEOOXOIUMOPCTh
€e BKJIIOYCHHsI B KaueCTBE HEOTHEMIIEMOM YacTH B y4eOHbIE MPOTpaMMbl BBICIIUX YYEOHBIX
3aBeneHuid. Kpome toro, ieHTp papmaxoHaa3zopa MOKET IPUHUMATh YYaCTHE B
00pa3oBaTeNbHBIX IPOrpaMMax MOCTAUIIIIOMHOTO 00yueHusl. JJaHHbIe U TUIIOTE3bI, BHIABUHYTHIC
cuctemMoi (hapMaKkoHa130pa, MOTYT NMPEACTABIATh UHTEPEC AJISl OCTIEAYIOLIET0 U3yUEHUs
MEXaHHM3MOB, YaCTOThI PEAKIUH U Jp. aKaJeMUuIecuMu (HapMaKoJIOTHIECKUMU U
AMUIEMUOJIOTMYECKUMU MHCTUTYTaMH U Kadenpamu.

9.7. Cpeocmea maccoeoii ungopmayuu u opzanusayuu nompedoumenei.

[Moxnepxka HAMOHABHBIX ACCOLMAIUHN TOTPEOUTENICH 1 TAIIIEHTOB MOYKET BHECTH CBOM BKJIA/I
B CO3/IaHME TOJIOKUTEIHHOTO 00pa3a hapMakoHaa30pa. XOpoIlrue AeT0BbIe OTHOIICHUS C
BEYIIUMHU JKYPHAITUCTAMH MOTYT OBITh IMOJIE3HBI KaK JIJIsl pean3allui CTpaTeTuy yIpaBICHHS
pHCKaMU, TaK U B CIIy4Yasx BOZHUKHOBEHHUS OCTPOH JIEKapCTBEHHOHN poOiemMbl. OYeHb BaXKHO
OOBSICHUTH JKypHAJIUCTaM (DakT OrpaHMYEHHOCTH JaHHBIX (papmakoHamzopa. (cMm. §8.5).

10. IAPYI'HE HCTOYHUKHU NHOOPMAILINU.

Jo6pososibHOE HH(pOpMUpOBaHUE 0COOEHHO P PEKTHBHO 711 COOpa CUTHAJIOB 00
OTHOCHUTEIIBHO PENIKUX, CEPbE3HBIX M HEOKUAAHHBIX MOOOYHBIX peakiusax. [ 6onee penkux
NMOOOYHBIX PEAKIIMIA MOTYT HCIIOJIb30BAThCS APYTUE METOIBI, HAIPHUMEP KIMHUYECKUE FITH
rpymnmnoBsie uccaenoBanus. Kpome 1o6poBoabHOr0 HHGOPMUPOBAHUS MOSIBUIIOCH €I11e
HECKOJIBKO METOJIOB COOpa JaHHBIX [T (hapMaKOHAA30pa: MOHUTOPHHT THIIA «HA3HAYCHUE-
SIBIICHUE», MOHUTOPHHT THIIA «CIIy4aii-KOHTPOJIb» U YBSI3bIBAHHE 3aMMHCEH U3 MHOTO(QYHKITHO-
HaIIBHBIX 0a3 JaHHBIX. KpoMe TOro, It OIIEHKH 0€301aCHOCTH MOTYT OBITh ITOJIE3HBIMU JTaHHBIC
00 HCTI0JIb30BaHUH JIEKAPCTB.

11. ®PUHAHCUPOBAHHUE

O0BeM ACHEKHBIX CPEICTB, HEOOXOAUMBIX TSI (hapMaKOHAA30pa, MOKHO pacCUYUTaTh KaKk
(GyHKIHIO HEOOXOIMMOTO YPOBHS MH(POPMHUPOBAHUS M YUCICHHOCTH HaceneHus (cMm. §5.3 u 6.1).
EctecTBeHHO, 4TO COOp HEOOXOAMMOTO KOJIMYECTBA KAaUeCTBEHHOM MH(POPMAIINH, a TAKKE e
aHAJIM3 U PacpOCTPAHEHUE UMEIOT CBOIO IIeHY. UT0OBI 00ecreunTh cebe HempephIBHOE
(GYHKIMOHHPOBaHUE, IEHTP (apMaKoHaI30pa TOHKEH UMETh OCHOBHOH ITOCTOSTHHBIN HCTOYHHUK
(dbuHAHCUPOBAHUSA. DTHM HCTOYHUKOM MOTYT CITY>KUTh OTYUCIIEHUSI OT COOPOB 32 PErHCTPAIHIO

19



JICKapCTB, WK 00s13aTebHBIC OTYMCICHHUS Ha HYXIbI (hapMakoHan3opa. M To, 1 1pyroe MoxxeT
OBbITH BKJIFOYEHO B OIO/DKET PErysIssTOPHOIO OpraHa.

Bno06aBOK K OCHOBHBIM UCTOYHUKAM, [[€HTP MOKET MOMBITATHCS TIOTYYHUTh JTOTIOTHUTEIIEHOE
(rHAHCHPOBAHKE OT PA3JIUUHBIX OPraHU3ALNi, 3aNHTEPECOBAHHBIX B U3YUYCHHU TTOOOYHOTO
JICHCTBUS JIEKApPCTB, HATIPUMED:

e  (OHIBI MEIUIIMHCKOTO CTPAXOBAHHS U CTPAXOBBIC KOMITAHUH;

e Kadeapsl yHUBEPCUTETOB;

e npodecCHOHAIBHBIC ACCOIUAIINH;

® TOCYJapCTBCHHBIC ICTIAPTAMECHTBI, 3aHUMAIOIINECs 0€30MaCHOCTHIO JICKAPCTBEHHBIX

npernaparos.

B BuIy ceppe3HBIX MOCIEACTBHIA TOOOUHBIX PEAKIIUH 151 OOIIECTBEHHOTO 30POBBS U
KOMMEPUYECKUX OpraHu3alui, puHancupoBanue GpapMakoHaa30pa TOIKHO OBITH HENPEPHIBHBIM
¥ YCTOWYMBBIM K JABJICHUIO PA3JIMYHBIX TPYII BIMSHUS, TOJTUTHIECKAM N3MEHEHUSIM U
HKOHOMHYECKUM (pakTopam.
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CCBLJIIKA
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TEPMUHOJOIT'NMYECKHUU CJIOBAPH/TJIOCCAPUIA

JlekapcTBO — papManeBTUIECKOE CPEICTBO, HCIIOIB3yeMOe JIJIsl TPOMMITAKTHKY, TUATHOCTUKU U
JiedeHus 3a00JIeBaHUi WK JJ11 U3MEHEHUs (PU3HOIOTHUECKUX (PYHKINI Y 4eTIOBEKa;
MOJIYYCHHOC M3 Pa3JIMYHbIX HCTOYHHUKOB U pa3JIMYHBIMU METOJaMH aKTUBHOC BCIICCTBO,
u3MeHsIIee QYHKIIUN OpraHu3Ma, KOTOPOE BHIMYCKaeTcs B yA00HON Al IPUMEHEHUS
JIEKapCTBEHHOU (hopMe U pa3pelieHo K MPUMEHEHHUIO (3apeTUCTPUPOBAHO) AT MPOPUITAKTUKH,
JICYCHUS U TUATHOCTUKH.

KonTtpons 6ezonmacnoctu sekapcts (KbJI) — BeIsiBIIeHUE, OlIEHKA U TPOdUIaKTHKA
HEOIArONMPHUITHBIX MOOOYHBIX PEAKIUH.

No6o4Hoe AelcTBME AEKAPCTB

IHo6ounblii ekt — 11060€ HEPEeTHAMEPEHHOE ICUCTBHUE JIEKApPCTBA (BBIXO/ISIIEE 32 PAMKHU
pPacCYMTAHHOTO TEPANIeBTUYECKOT0), 00YCIOBIEHHOE €ro (hapMaKOJIOTHYECKUMHU CBOMCTBAMH,
Ha0JIr01aeM0o€e TIPU UCTIONIb30BaHUH JICKAPCTBA B PEKOMEHAYEMBIX 103aX. OCHOBHBIE HJIEMEHTHI
3TOTO OIpEeesICHUS — hapMaKoJIOTHIECcKas Ipupoaa 3P QeKTa, ero HermpeTHAMEPECHHOCTb U HEe
pe3yJIbTaT nepeao3upPOBKH.

IMo6ounas peaxuusi (IIP) — mr00bIc HepeTHAMEPEHHBIC U BPEIHBIC I OpraHU3Ma YeJIOBeKa
peaKIuu, KOTOpble BOSHUKAIOT MPU UCIIOIB30BaHUU Mpernapara B 0OBIYHBIX 032X C IIeNbI0
PO UIAKTUKH, JICUCHUS ¥ THATHOCTHKH.

Heoxunannas IIP — takas peakuus, CBEICHUs O IPUPOAE M TAKECTH KOTOPOU OTCYTCTBYIOT B
MHCTPYKLUU 10 IPUMEHEHHUIO IIPENapaTa 1 €€ He 0XKUAA0T UCXOS U3 CYLECTBYIOIINX 3HAHUI
0 CBOMCTBAax IIpenapara, T.€. pe4b HJET O HEU3BECTHOM peakluy Ha Ipenapar.

IddexTnl THNA A («IelicTBHE JIEKAPCTBA») — 3P PEKTHI, KOTOPHIE SBIISIOTCS PE3yJIETATOM
dapmakonmoruyeckoro aeicTBus (Ux ycuieHue). I eKTsl THma A BOZHUKAIOT JOBOJIBHO YacTo,
3aBUCAT OT J103bI (TSHKECTh M 4aCTOTa YBEJIMUMBAIOTCS TIPH YBEIIMUEHUH J03bI). MIX 4acTO MOXKHO
n30exkaTh MoA00POM MHIUBHUAYATLHOM 10361 A1 00bHOTO. Takue 3¢ hHeKThl 00BIYHO
BOCTIPOM3BOSITCS U U3YYAIOTCS B YCIIOBUSX DKCIIEPUMEHTA, U OHH OBIBAIOT U3BECTHBI yKE 10
MOCTYIUICHHUS TPenapaThl B MPAKTHKY.

¢ dexTnl THIA b («peaknuu 60J1bHOI0») — BOSHUKAIOT Y HEOOJBIIIOTO Ynciia OOJBHBIX, HE
3aBUCAT (WJIM MTOYTH HE 3aBUCST) OT JI03bI IIPETapara, BOSHUKAIOT PEAKO, HETIPEICKa3yeMBbl,
4aCTO OTHOCSITCS K YUCITY CEPhE3HBIX M TPYIHBI JUTd u3ydeHus. D dexts! Tnuna b moryT ObITH
00yCJIOBJICHS UMMYHOJIOTHYECKMMHU ¥ TEHETUYECKUMHU 0COOEHHOCTSIMH 1 BO3HHUKAIOT y OOJIBHBIX
C HAJIMYMEM Tpepacroiaralonux GakTopoB (HO 9acTO 0 HUX ObIBACT HUYETO HE M3BECTHO). K
3 peKTaM UMMYHOJIOTHIECKOTO XapaKTepa OTHOCATCS ChIlb, aHAPHUIAKCHUS, BACKYJINTHI,
BOCHIAJIUTENBHBIC TIOBPEXK/ICHNS OPTaHOB, CIIEHU(PHYECKIE ayTONMMYHHBIE CHHAPOMBI.

D¢ ekt TuNa b reHeTndecku 00yCIOBICHHOMN MPUPOIBI MOTYT OBITh CBSA3aHBI C BPOXKICHHBIMH
HapyLICHUSIMHA MeTabonu3Ma, 1e(UIUTOM ONpeIeIeHHBIX (PepMEHTOB, IPHUBOASAIINX K
HapyIIEHUM ITyTeil OOMEeHa WM KyMYJISIIUU TOKCHYECKUX METaOOIUTOB (Haripumep,
arIacTUYECKast aHeMUs M XJI0paM(EHUKOJI, TeTIaTUT ¥ U30HUA3MUN).

ITo0ouHbIe siBJIeHUS — JIIOOBIE HEOIArONPHUATHBIE C MEIUIIMHCKOM TOUKH 3pEHHUS MTPOSBIICHUS,
KOTOPBIC BOZHUKAIOT BO BPEMs JICUCHHsI MPENAPATOM, HO KOTOPHIE HE 00s13aTEIIbHO HMEIOT
MPUYUHHO-CJIEICTBEHHYIO CBSI3b C 3TUM JieueHHeM. Bo3MOKHO, YTO 3TH HEOIaronpusiTHbIE
MPOSIBJIICHUS TOJBKO COBIAJAIOT [0 BPEMEHU C IPUEMOM Ipernapara.
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Cepbe3Hbie TOOOYHBIE SIBIICHUSA:

" KH3HEYTPOXKAIOIINE UM C JETATbHBIM UCXO0I0M;

- SABJIAKOTCA HpI/I‘II/IHOﬁ rocnvTain3aluu Wik yJJIMHCHUA €€ CPOKa,

"  BBI3BIBAIOT CTOMKYIO yTpaTy KU3HEACSITEIbHOCTH WM KU3HECITOCOOHOCTH;
" KacaroTcs 3JI0yNOTpeOsieHHs U (POPMHUPOBAHNUS 3aBUCIMOCTH;

" BPOXICHHBIC aHOMAJIHH,

" BO3HUKHOBEHHUE OITyXOJICH.

Curnau — uHpopMaIus 0 BO3MOKHON PUINHHO-CIICICTBEHHON CBS3H MEKIY MTOOOYHBIM
SIBJICHHEM U JICKapCTBOM, O KOTOPO# paHee HUYEro He ObLIIO M3BECTHO MJIM CBEICHUS OBLIN
HEeJ0CTaTOYHBL. J[J1s1 TOTO, 4TOOBI OTHECTH HH(DOPMAIIHIO K KaTETOPHUU, OOBIYHO TpeOyeTcs,
YTOOBI TAKUX CUTHAJIOB OBLIO 0OJIBIIIE OTHOTO. [IpH 3TOM yUUTHIBACTCS CEPhE3HOCTh COOBITHS U
Ka4yeCTBO WH(OPMAIIHH.

Peaxknus B3auMoeiicTBUsI — peaKIny, BOSHUKAIONINE Ha (OHE MpHeMa HECKOIBKUX
IpenapaToB, KOTOPbIE SBISIOTCS CIEICTBUEM UX B3aMMHOTO BIMSIHUA Ha (papMaKkoJIUHAMUKY U
(apMaKOKMHETHUKY MIPENapaToB.

MecTHbIE P€aAKIUH — PCAKIHN B MUPC MMPHUIIOKCHUS JICKApCTBA.

Peaknuu Ha 0OTMeHY NpenapaTa — peakiliy, BhI3BaHHBIC TIPEKPAIIEHHEM IIprueMa JICKapCTB
(KOpTUKOCTEPOUIBI, OeTa- OIIOKATOPBI, AHTUKOATYJISIHTHI U Jp.)

BpokaeHHbIe aHOMAJIUH — KATETOPUU HEOOPAaTUMbIX HapyIICHUH, BOSHUKAIOIUX Y IUI0AA
10CJIe KOHTAKTa C JIEKAPCTBOM, KOTOPOE IOJTydana MaTh BO BpeMsi OepeMeHHOCTH (YpOJACTBa
pa3BUTHSL, JIETAIbHbBIE HCXO/BI U JIP.)

Kanueporennbie 3ppexTbl — yBeIMYEHNE YaCTOTHl BOSHUKHOBEHHUS «CTIOHTAHHBIX)»
3JI0Ka4€CTBEHHBIX 3a00JIeBaHUM, JINOO WHIYKIIHS HOBBIX.

Bepudukanus (mpoBepka) — IpoLEIypbl, BBIIOIHAEMbIE C IEJIbI0 TOATBEPKIEHUS TOTO, UTO
JTaHHbIE, MPE/ICTABICHHBIE B KOHEYHOM OTYETE, COOTBETCTBOBAIM OPUTMHAIBHBIM
HaOmoieHusM. [IpoBepka MOXKET KacaThCsi MEIUIIMHCKUX 3amuceid, coodmenuit o [P,
KOMITHIOTEPHBIX PACTIEYaTOK, CTATUCTUIECKUX aHATU30B U TaOJIHII.

CTEIEHM JOCTOBEPHOCTH CBA3U ITPUEMA JIEKAPCTBA C BO3HMKIIIEN
[TObOYHOU PEAKIIMEN

JlocToBepHasi — KIMHUYECKUE MPOSBICHUS, BKIIOYAIOLIE HapyIlIeH!Us Ja00paTOPHBIX
nokasareJseil, BOSHUKAIOIIUE B IEPUO/I IPHUEMa MPErapaToB U KOTOPbIE HE MOTYT OBbITh
00BSICHEHBI HAJIMYMEM CYLIECTBYIOIIMX 3a00J€BaHUN U BIUSHUEM APYTUX (HaKTOPOB U
xumnyeckux coenunenuil. [Ipossunenus 1P perpeccupytot rmocie OTMEHBI JIEKapcTBa U
BO3HUKAIOT ITIPY IOBTOPHOM HA3HAYEHHUHU.

BeposiTHasi — KIIMHUYECKUE MPOSBICHHS, BKIIOYAIOIINE HApYIIEHUs Tab0paTOPHBIX
IIOKa3aTeNIeH, CBA3aHHbIC 110 BPEMEHH C IPUEMOM JIEKAPCTBA, KOTOPBIE BPSL JIM UMEIOT
OTHOIIICHHE K COITYyTCTBYIOIMM 3a00JIEBaHUAM WM JPYTUM (PaKTOpam, U KOTOPbIE
perpeccupyIoT ¢ OTMEHOHU npenapara. OTBeTHas peaklys Ha IOBTOPHOE HA3HAYCHHE
HEU3BECTHA.
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Bo3mo:kHasi — KIMHUYECKHE IPOSBICHUS, BKIIOYAIOIINE U3MEHEHNUS 1a00paTOPHBIX
HoKa3aresei, CBsI3aHHbIC 110 BpPEMEHU ¢ PUEMOM IpenapaTa, HO KOTOpble MOKHO OOBSICHUTh
HaJIMYUEM COIyTCTBYIOLIUX 3a00JIEBaHU WIIM IPUEMOM APYTUX JIEKAPCTB U XUMHUYECKHUX
coenuHenuil. MHpopmanus o peakiuu Ha OTMEHY JeKapcTBa HesicHasl.

ComHMTeIBbHAS — KIMHUYECKUE TPOSBICHMS, BKJIIOUAOINE U3MEHEHUS J1a0OpaTOPHBIX
noKasaresei, KOTopble BO3HUKAIOT NPH OTCYTCTBUU YE€TKOM BPEMEHHOM CBS3U C IPUEMOM
JIeKapcTBa; MPUCYTCTBYIOT Apyrue GpakTopsl (JeKkapcTBa, 3a00J€BaHUs, XUMUYECKUE BEIIECTBA),
KOTOpPbIE MOTYT OBITh IPUUMHON MX BO3HUKHOBEHHUSL.

YcaoBHasi — KIMHUYECKUE NPOSIBIICHNUS, BKITIOYAsl HAPYIICHHS JTa00OPaTOPHBIX MMOKa3aHUH,
OTHECEHHBIX K «IT000YHBIM peakuusaM», KOTOPBIC HYKAAIOTCA B ITOJYUYCHUN JOIMOJTHUTCIIbHBIX
JaHHBIX (U1 TOYHOW OIEHKH) WJIH YK€ 3TH MOJyYCHHBIE TAaHHBIC B HACTOSILEE BPEMs
aHAIN3UPYIOTCS.

He nopnawmuecs kiaaccupuramum — cooOIIEeHUs O TI0I03pEBAeMON MOOOYHON peaKInu
HEJb3s OLIEHHWBATh, TAK Ka K HET IOCTATOYHON MH(POPMAIIUH I )K€ OHa MPOTUBOPEUHNBA.
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