3ATBEP/IDKEHO

Haka3 MiHicTepcTBa 0XOpOHU
310pOB’d YKpaiHu

26 ceprHs 2005 poky Ne 426

(y pepakuii Haka3y MiHicTepcTBa
OXOPOHH 3J0pPOB’sl YKpaiHU

Biz 04 ciunst 2013 poky Ne 3)

ITIOPAIOK
MPOBe/IeHHs eKCIePTU3H PeecTpaliiHUX MaTepiajiiB Ha JIiKapchbKi 3acodu,
1110 MO/JAITHCA Ha ieP)KaBHY pPeecTpauiio (mepepeecrpaiiiio), a TaK0X
eKCIepTH3MU MaTepiajiiB NP0 BHeCeHHs 3MiH /I0 peecTpaljiitHuX MaTepiasiiB
MPOTAroM /iii peecTpaniiHOro MOCBifYeHHS

I. 3AI'AJIbHI ITIOJIOKEHHSA

1.1. Ile# ITopsimok po3pob/ieHo BiAnmoBigHO A0 3akoHIB YKpainu «IIpo sikapchki
3acobu» Ta «IIpo 3axucT Hace/neHHs Bif iHbeKLiHUX XBOpo0O», [TopsaKy Aep>kKaBHOI
peectpariii (miepepeectpariii) mikapcbkux 3acobiB i Po3wmipiB 360py 3a [Aep)kaBHY
peectpariifo (TiepepeecTpariifo) JTiKapCbKUX 3aco0iB, 3aTBepKeHHUX ITO0CTAaHOBOIO
Kabinery MinicTpiB Ykpainu Biz 26 TpaBHsi 2005 poky Ne 376.

1.2. Leun Ilopsigok NOpoBefeHHS €KCIepTH3U peeCcTpaLiiHhX MaTepiajaiB Ha
niKapceKi 3acobu, 1110 TOAAIOTLCS Ha JiepKaBHY peecTpalijito (repepeecTtpariito), a
TAKOXX EeKCIepTU3M MaTepiajiB PO BHECEHHS 3MiH [0 peecTpaliMHUX MaTepiasiB
MpoTsAroM [iii peecTpaljiiHoro rmnocBigueHHs (gani — I[TopsijoK) MOLIMPIOETHCSA Ha
aKTUBHI (hapMalleBTUUHI iHrpefieHTH, mpoAyKIiito in bulk, roToBi /ikapceki 3acobu, y
TOMY YWC/Ii MeguuHi iMyHoOGionoriudi mpemapatu, pedyoBMHM ab0 KombiHarlii
PEUOBMH, IO MiCTATBCS Yy 3acobax MeAWYHOIO MpU3HAUeHHs, $Ki y Tmporeci
BUKODUCTAHHSI HAgXOASTh /[0 CHCTEMHOTO KPOBOTOKY, a TakKoX 3acobu, fKi 3a
BU3HaueHHSM MiHicTepCcTBa OXOPOHU 3[0POB's YKpainu (zgasi - MO3) peecTpyroTbCst
SIK JIIKapChKi 3aco0m (fati - JikapChKi 3aco0M), Taki SIK:

3acobu gy fesiHdekifii mKipy Ta cM30BUX 000JIOHOK HOCOBOI i POTOBOI
MOPOXHMH Ta 30BHILIHIX CTaTeBUX OpPraHiB TaljieHTa TIiepef AlarHOCTUYHUMU,
ornepaTUBHUMM MaHITyJSLIsIMUA YU JIIKyBa/IbHUMHU TIPOL[ely paMu;

3acobu s gesiHdekiil 1IKipM pyK MeAUYHOTO TepCcoHany [0 i TMic/is
TpOBe/IeHHs [IilaTHOCTUYHUX Ta OMepPaTUBHUX MaHIMysLii i KOHTAKTy 3 iH(iKOBaHUM
Ta/abo MoTeHI[iiHO iHhiKOBaHMM MaTepiaiom;



Marepiaqi TepeB's3yBajibHI K/JeWKi Ta IiHII (TaMIIOHW, MapJs, CepPBETKH),
TIPOCOYEHi aHTUCENNTUUHUMU a00 Ae3iHdeKI[iiHUMM 3aco0aMu, iHIIMMU TiKapChKUMH
3aco0amu Ta yrakKOBaHi [ijiss po3piOHOTr0 TIPOAaXKYy;

3acobu 11 3HUINEHHST KOMax Ta KIIII[iB, SIKi MalOTh eITi/[eMio/IoTiuHe 3HaueHHS
Ta [pY3HAYeHl /iyl HaHeCeHHs Ha LIKipy JIF0JWHU Ta il IPUJATKU, a TAKOXK periesieHTHi
3acobu i 6e3nocepe/HLOr0 HaHECEHHS Ha IIKipy JIFOAWHU Ta 11 MPUAATKY;

niKapchKi KOCMeTUYHi 3acobu, sKi pa3oM 3 KOCMETHUUHOK CUPOBUHOI0 MIiCTSITh
OKpeMi [itfoui peuoBHHU ab0 IX CyMillli, 1[0 BUKOPHUCTOBYIOTLCS /i TIPO(DiIaKTUKH
Ta/abo JiKyBaHHS 3aXBOPIOBaHb IIKipPH JIFOJWHU Ta i1 MPUAATKIB, CTU30BOI 000JOHKH
HOCOBOI i pOTOBOI TIOPO>KHHWH, CTaTEBUX OPraHiB Malfi€eHTa i BUPOOJIAIOTECSA y dhopmi
KpeMy, MOJIOYKa, Ojii, Macku, Oanmb3aMy, rejr0, MOPOIIKY, JOCbUOHY, IIaMIIYHIO,
TOMa/I, eKCTPAKTY /il BaHH, aHTUTIEPCITipaHTy, 3yOHOI TTacTH, eiKCHUPY TOII0;

peuoBMHM abo KOMOiHallii peuoBHH, IO MICTATBCI y 3acobax MeAMUHOTO
Tpy3HAYeHHs, SKi y IpoLeci BUKOPUCTAaHHSA HaAXOAATb [0 CUCTEMHOI'O KPOBOTOKY,
30KpeMa JI0TIoMiXKHi 3acobu ajisi reMoTpaHcdy3iii Tolto.

1.3. Tleii ITopsimoK He MOIIMPIOETLCS Ha pajiiodapMalieBTUUHI JIiKapchKi 3acobw,
SIKi BUTOTOBJIEHI BiJMOBiZHO [0 iHCTPYyKLil BUPOOHMKA, i 4aC BUKOPUCTAHHS Y
aKpeJMTOBaHUX 3aKija/JaX OXOPOHU 3[0pOB', BUK/IIOUHO i3 JIiL|eH30BaHUX [Kepej
PaZlioHYK/i/iB, Pa/liOHYK/IiJHMX HAaOOPiB, MPeKypCcopiB pafioOHYKJIiiB.

1.4. [ep>kaBHYy peecTpariifo (repepeecTpariito) JiKapCbKOro 3aco0y 3ziiicHIoe
MO3 Ha miacTaBi pe3y/nbTaTiB  eKCIEPTU3W  PeECTpalliMHUX  MarTepiasiB
(peecTparjiitHOr0 [0Ch€) Ha TaKWM 3acib Ta KOHTPOJIIO MOr0 SIKOCTi, ITPOBEAEHUX
Hep>xaBHUM ekcriepTHUM LeHTpom MO3 (mani — LleHTp).

II. BUBHAYEHHSA TEPMIHIB

N ObOMY HOpH'Z[Ky H&BE,Z[EHi HI>K4Ye TepMiHI/I BXXHMBAKOTLCA Y TAKUX 3HAYEHHAX:

aKTUBHUW (papmal|eBTUUHMM iHTPe/lieHT (JlikapchKa peuoBHHa, [lif0Ua peuoBUHa,
cybcranuis) (mani — A®PI abo pgiroua peyoBuHa) - OyJb-siKa peUYOBHMHA UM CYMIlll
PEeYoBUH, III0 MpU3HAUYeHa JJ1si BUKOPUCTAHHS y BUPOOHMIITBI JlikapchbKOro 3acoly i
i/l YyaC 1bOr0 BHKOPMCTAaHHSI CTAa€ MOr0 aKTMBHUM IHTpelieHTOM. Taki peuoBUHU
MatoThb (hapMaKoJIOTiuHy UM iHIiTy Ge3rocepeHIO Jit0 Ha OpraHi3M JIFOJUHU. Y CKIafi
roTOBUX ()OpPM JTiIKapCBKHX 3aco0iB iX 3aCTOCOBYIOTDH /ISl TiKyBaHHS, JiarHOCTUKA UM
NMpodiaKTUKKM 3aXBOPIOBAHHSA, [/ 3MiHM CTaHY, CTPYKTyp abo di3iosmoriunmux
byHKIIil opradi3my, A/s Aorsay, 06poOKy Ta moseriieHHs] CUMITTOMIB.

A®I abo pgioua peuoBHHAa MOXKYTb OyTH: KOMIIAKTHi, BKPUTi 0OOJIOHKOO,
rpaHy/ibOBaHi, 3piOHeHi [0 MeBHOTO CTyIeHs abo 06pobsieHi iHIIMM IIJITXOM Ta TIij
pi3HMMH Ha3Bamu M (opmamu (30KpeMa y (opmax TejeT, TpaHy/l TOILIO Ta iHIIKUX
(opMax BHUITYCKY);

Oe3meka J/iKapcbKOro 3aco0y - XapaKTepUCTHUKa JiKapchbKoro 3acoby, ska
6a3yeTbCs Ha TOPIBHAILHIN OL[iHIII KOPUCTi BiJj IOro 3aCTOCYBaHHS Ta IMOTEHI[iHOT
IITKOZIM, SIKa MOKe OyTH 3aB/laHa IMaLliEHTY MPH 3aCTOCYBaHHI HUM IIhOTO JIiIKApChKOTO
3aco0y;
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OioBeiiBep - TIpolielypa ITPOBE/IeHHS TIOPIiBHSIBHUX AOC/i/DKeHb in Vitro Ha
mizicraBi 6iodapmarieBTruHoi cucteMu Knacudikaiiii (mani - BCK) 3 BUKopucTaHHAM
TeCTy «PO3UMHeHHs» [Jig TIATBepPI)KEeHHS eKBIBa/leHTHOCTI TeHepUuYyHoro Ta
pedepeHTHOrO JiKapCHKUX 3aco0iB cucTeMHOI Ail y TBepAiil Zo30BaHili Gopmi asis
Opa/IbHOTO 3aCTOCYBaHHSI 3 HeErauHWM BHUBIJIbHEHHSAM 3 MeETOK peecTpallii
TeHepPUYHOT0 JTiKapChbKOTro 3acoby 6e3 TpoBe/ieHHsT 1OC/Ti/KeHb in Vivo;

6i0f0CTYIHICTL - MIBUAKICTH i CTymMiHb, 3 SKMMM Jitoua peyoBuHa abo ii
aKTUBHWM KOMITOHEHT abcopOyeThcsi (BCMOKTYEThCS) 3 JiiKapchbkoi dopmu i cTae
JOCTYITHOK Yy MIiCL Ail;

bioeKBiBa/IeHTHICTb - JIBa JIiKapCbKHX 3aco0u OioekBiBa/ieHTHI, SIKIIIO BOHH €
(dapmalleBTUUHO eKBiBaJleHTHUMU ab0 ¢apmalleBTUUHO ajbTePHAaTUBHUMH i SIKIIO
iXHsT OI0JOCTYIIHICTD ITiC/IT BBE/IeHHS B OZIHIM i Tili camili MoJiApHiii #o3i rmozibHa 110
TaKOI'0 CTYIIeHs, 1110 eeKTH LUX TiKapChKUX 3ac00iB 111010 eheKTUBHOCTI Ta Oe3reKu
OyAyTh TI0 CyTi OIHAKOBUMU;

Gionoriudi mikapchki 3aco0u - iKapcbki 3aco0u, 1[0 MiCTSTh [il0Ui PeUOBUHU
GiosioriyHOTO MOXO/KEeHHSsI, OTPUMaHi II/ITXOM BUPOOHUIITBA 3 GiosioriuHoro mxepesna
(TBapHUHHOTO, TFOAICBKOT0, POCTMHHOT0, MiKpoOHOT0 ab0 6i0TeXHO/IOTiUHOT0);

biodapmarieBTuHa cucTeMa Kiacudikarjii - HaykoBa cHcTeMa Kiacudikariii
JIFOUMX PEYOBMH HA OCHOBi iX PO3YMHHOCTI y BOJHUX pO3UMHAx Ta CTYIeHs
KMIIIKOBOT'O MIPOHUKHEHHS];

BUPOOHUK iKapChKUX 3ac00iB — cy6’€KT rocrojaproBaHHs, SIKMM 3/[iiCHIOE X0ua
6 oauH i3 eTamiB BHPOOHUI[TBA JTiKapChKUX 3acobiB Ta Mae mirjeH3ito (703Bijg) Ha
BUPOOHMIITBO JTiKaPCBKUX 3ac0o0iB (AKIIO OCTaHHE TepefbaueHO Hal[iOHATbHUM
3aKOHOJ,aBCTBOM KpaiH{, Ha TepUTOpil SKOi 3HAXOAATbCS BUPOOHMUI TOTY>KHOCTI
BUPOOHMKA);

BUPOOHUIITBO JIIKAPCHKUX 3aCO0iB - [is/bHICTB, MOB'S13aHa i3 CepiltHUM BUITYyCKOM
MiKapchbKUX 3aco0iB, sika BK/ouae Bci abo xoua 06 ofHY 3i CTafiiii TeXHOJOTIYHOTO
TrpoLiecy, y TOMy UMC/Ii 3aKyIliB/IF0 MarepiasiB i MpoAyKLii, (hacyBaHHs, NaKyBaHHS
Ta/abo MapKyBaHHs, 30epiraHHs, BiZMOBiHHI KOHTPO/b, BUAUy A03BOJy Ha BUITYCK
(peanmizariiro), a TaKO)K ONTOBY TOPTiB/IO (AUCTPUOYIIif0) TIPOAYKIEI0 BIAaCHOTO
BUPOOHUIITBA;

BHCHOBOK [lep>KaBHOTO eKCIiepTHOro 1ieHTpy MO3 1110710 edeKTUBHOCTI, Oe3reKku
Ta SIKOCTi JIikapChKOTO 3aco0y - y3arajbHeHWM pe3y/bTaT eKCrepTusd (TIepBUHHOI,
Ta/abo TomepeAHbOI, Ta/abo crerfiaizoBaHOI) MaTepiajiB peecTpaljiiHOro A0Che Ha
MiKapCchKMM 3acid 3 HaZaHHAM peKOMeHJallid IIo/[0 WOoro Jep’kaBHOI peecTpailii
(mepepeecTpaitiii), BHeCeHHs1 3MiH [0 MaTepia/liB peeCTpalliiHOr0 [JOChE€ Ha
MKapchKUM 3acibé TpoTAroM il peecTpaliiiHOro IIOCBiJUeHHS YK MOro HOBOI
peectpariii abo 1010 BiIMOBU B peecTpaliii (repepeectpariii), BHeCeHHi 3MiH [0
MaTepialiB peecTpariiHOro JJOChE Ha JiKapChKUM 3acCi0 ITPOTAroMm il peecTpariiiHoro
TOCBI/IUEHHS;

BHCOKOTeXHoJIoTiuHi (bioTexHo/OTiuHi) JIiKapchKi 3ac00M - iKapchKi 3aco0u, 1110
MICTSITh /Iit0Ui peuOBMHM, OTPUMaHI 3a JOTIOMOTOI0 MeTO/[iB 0i0TeXHOJIOTil, TaKUX SIK:
reHHO-iH)KeHepHa TeXHOJOrisl, K/IiTUHHA iHKeHepisi, TiOpUAOMHI TeXHOJIOTi],
IH)KeHepHa eH3UMO/JIOTis Ta iHKeHepHa IMyHOJIOTis TOLO;
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BTOpDMHHA YIIaKOBKA - YIAKOBKA, y $KY BK/IAZA€TbCSA JiKapChbKUM 3acib y
MEepPBUHHIM yMakoBLi i fKa BUKOHYE 3aXWCHY (YHKLiIO [0 BiJHOIIEHHIO [0
MKapChKOTO0 3aco0y Ta MepBUHHOI YTIAKOBKY;

reHepUYHUM JIiKapChKui 3acib (reHepuK, B3a€MoO3aMiHHHM) (Jami — reHepuk) -
MKapchbKUM 3acib, sKWM Ma€ Takuii caMUM KiTbKiCHUM Ta SIKICHUM CKJaf [[iF0urX
PEUYOBMH 1 TaKy camy JiiKapcbKy ¢opmy, 1[0 ¥ pedepeHTHUM MOpenapar, Ta 4Yus
B3a€EMO3aMiHHICTb 3  pe()epeHTHHMM MpernapaToM /iOBelieHa  Bi/IMOBiAHUMU
JocmipkeHHssMy. Pi3Hi cosi, mpocTi Ta ckiagHi edipu, i3omepu, cywilii i3omepis,
KOMIL/IeKCH abo TIOXi/IHi /1iF040i peuOBUHM BBa)KalOThCS OJIHIEIO i Ti€l0 CaMOl0 IiF0UOI0
PEUOBHHOIO 3a YMOBH, 1[0 BOHU CYTTEBO He BifIpi3HSIOTHCS 3 TOUKU 30py Oe3meku Ta
edekTuBHOCTI. Pi3Hi Jikapcbki ¢GoOpMU OpaJbHOTO 3aCTOCYBaHHS 3 HeraliHUM
BUBIJIbHEHHSIM [IIFOUOI PEUOBUMHU BBAXKAKOTHCS OJHIEKD 1 TIEKD CaMOI JIiKapCHKOIO
dbopmoto;

reHHO-iH)KeHepHi JIiKapchKi 3acobu - JIiKapChKi 3acobu, siKi OTpUMaHi IIISTXOM
TeXHo/orik pekombiHanTHUX [JHK;

rOMeoTaTUUHUM JIiKapchKuii 3acib - Oyab-sIKuii JlikapchKuii 3acib, BUTOTOB/IEHUI
i3 mpoaykTiB, cyOcraHuiii abo CKIafoBUX, SIKi HA3MBalOTbCS TOMEOTIATUYHOIO
CUPOBUWHOIO, BiJIMIOBiAHO [0 TIPOLIeAlyPHA BUTOTOB/IEHHSI TOMEONaTUYHOIO JIiKapChKOTO
3aco0y, omuvcaHoi B [lepkaBHili (apmakorei Ykpainu (mani - J®PY) abo
€BponeicebKiii apmakoriei abo - B pa3si BificyTHOCTI Takoro orumcy - y Himelbkiii
romeonaTuuHiii dapmakonei (GHP), 'omeonatuuniti dapmakonei CIIA (HPUS),
bpurtaHceKiii romeonaTuuHili ¢apmakornei (BHP), ['omeonaTuunili ¢apmakoriei
[IIBaGe.

["oMeomaTUUHHMM JTiKapChKUM 3aci0 TaKoXXK MO)Ke MICTHUTH Oinblile ofHiel Airouoi
PEUYOBUHUY;

Jiep>kKaBHa TepepeecTpallisi JiKapCcbKoro 3aco0y - rpoLeaypa, sika MPOBOAUTHCS
BIATIOBIIHO [0 BUMOI UYMHHOI'O 3aKOHOZABCTBA Ta Lboro Ilopsaky 3 wmeToro
TIPOZIOBXKEHHSI CTPOKY, TIPOTATOM $IKOTO JIiIKApChbKUM 3acib /103BOJIAETHCS 10
MeJMYHOr'0 3aCTOCYBaHHA B YKpaiHi;

Jlep)kaBHa peecTpalisi JiKapCcbKoro 3aco0y - rpoleaypa, $ika NPOBOAUTHCS
BiZIMIOBIZIHO 10 BUMOT YMHHOI'O 3aKOHOZABCTBA Ta LjbOro IIopsiaKy 3 MeTOr JOMyCKy
nikapcbKoro 3aco0y 70 MeJUUHOr0 3aCTOCYBaHHS B YKpaiHi Ta BHeCEHHsSI MOro [0
Jlep>kaBHOT'O peECTPY MiKapChKUX 3ac00iB YKpaiHu;

[DKepesio  paflioHyKMimiB - OyJgp-fKa CHCTeMa, $Ka MICTUTh (dikcoBaHHUMH
MEepBUHHUM PaJliOHYK/IiJl, 3 $SIKOTO YTBOPIOIOTbCS BTOPWHHI paJiOHYKIigW, SKi
BUTATYIOTHCS IIUIIXOM e/TlF0FOBaHHs abo B iHIIWH Crocib Ta BHUKOPHCTOBYIOTHCS B
pazsiodapMalieBTHUHOMY JTiKapCbKOMY 3ac0bi;

Aitoui peyoBuHU (b6iooriuHi areHTH) - 6iONOTiUHO AKTWBHI PEUOBUHH, Y TOMY
uyncsti Gionoriudi areHTH (MiKpoopraHi3Mu, BipycH, KIITHHM Ta TKaHWHU JTFOJWHH,
TBapyH i IX KOMITOHEHTH), $IKi MOXKYTb 3MiHIOBaTH cTaH i ¢yHKLii opraHizmy abo
MarTb TPOQiIaKTUUHY, AiarHOCTUYHY UM JIIKYBajJbHY [iF0 Ta BUKOPUCTOBYHOTHCS SIK
OCHOBHHH(i) KOMIIOHEeHT(¥) J/Ts1 BAPOOHHUIITBA TOTOBUX JTiIKAPCHKUX 3aCO0iB,;

no0pe BUBUEHe MeJWYHe 3aCTOCyBaHHS - MeJUUHe 3aCTOCYBaHHS Air04oi(ux)
pPeuyoBUHU(MH), 1[0 BXOJUTH(STh) 10 CKIaAy JIiKapCbKoro 3aco0y, mobpe BuBueHe(i),
BU3HaHi ii (iX) epeKTHUBHICTh Ta MPUUHATHUM CTYTIiHb Oe3reku (1[0 TiATBEpIKeHO
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JOKnagHuMK  6ibiorpadiuHuMy  TOCW/IaHHAMH Ha omyOJiikoBaHI  [JaHi  II[0710
Mic/IgpeecTpalinHuX, emiZieMioIoTiUHUX JOCTiKeHb TOIO), i MUHYJIO He MeHIe 10
POKiB BiJl [JaTH MepLIOr0 CUCTeMAaTUYHOI'O 1 [JOKYMEHTOBAaHOI'O 3aCTOCYBaHHS B
YkpaiHi gitouoi(nx) pedoBUHU(H) y CKIai TiKapcbkoro(ux) 3acooy(is);

JOJIJaTKOBi BWBUEHHs (BUIIPOOYBaHHS) - MAOCTiKeHHS, HeOoOXiZHICTb SKMX
BU3HAYAETHCA MiJ] YaC TPOBeJeHHs Crieljiaji30BaHol eKCIepTU3U Ta SIKi J03BOJISIOTh
3a0e3rneunTy CK/a/laHHs BMOTMBOBAHMX BHCHOBKIB 1110710 e(heKTUBHOCTI, 6e3meku Ta
SKOCTi JiKapcbkoro 3aco0y mipd Horo peectpauii Ta/abo BHeceHHi 3MiH [0
peecTpaLjivHUX MaTepialiB;

JNOC/IIPKEHHSI eKBIBAJIEHTHOCTI - JOC/IDKeHHs, sIKke BU3HAya€ eKBiBaJIeHTHICTb
Mi’)K TeHepuKOM Ta pedepeHTHUM JHiKapCbKMM 3acob0M TIpM BHKOPHCTaHHI
IOCTIimKeHsb in vivo Ta/abo in vitro;

JNOC/TIDKEeHHSI eKBIBaJIEHTHOCTI in vitro Ha miactaBi BCK - KoMIuiekcHi
JOCTTi/pKeHHs, siKi 6a3yroTbesl Ha Kiaacudikaiii gitouoi peuoBunu 3rigHo 3 BCK Ta
pPO3urHeHHi JTiKapCbKOro 3aco0y, a Tako)K BK/IIOUAlOTh TIOPiBHAHHS TPo(disiB
PO3UMHEeHHs TeHeprKa Ta ped)epeHTHOTO JIiKapchbKoro 3aco0y y TPhOX CepeJjoBUIIaX 3i
3HaueHHsamu pH 1,2, pH 4,51 pH 6,8;

eKCIiepT 3 nurtaHb peectpaiiii IleHTpy - di3uuHa ocoba, sika Mae BiATOBigHUH
piBeHb KBasi(ikallii i 3HaHb 3aKOHOZABCTBA Y KpaiHH, MPaBWI i HOPM €BPOMNENCbHKOro
Coro3y, pekomeHzariii BOO3 y cdepi o006iry mikapcbkux 3acobiB, TI0/0XKeHb
MikHapozHOi KOH(epeHI[ii 3 TapMOHi3allii TexXHIYHMX BHUMOI [0 peecTparlii
miKapcbKux 3acobiB ana moguHd. [Ipy 1[bOMY eKCIiepT He TIOBHHEH BUKOHYBATH
dyHKIIil, y TOMy umc/i 3a Mexxamu LleHTpy, 1110 IPU3BOASTh [0 KOH(JIIKTY iHTepeciB;

eKCITepTH3a MaTepia/liB PeecTpalliiHOro JI0ChE€ Ha JIiKapChbKUM 3aciO - morepeaHs
Ta CrierjiasizoBaHa eKCIepTH3a MaTepiajliB pPeecTpalliiHOro J0ChE Ta 3a HeobXigHOoCTi
MaTepiasiB /[IOAATKOBUX BHBUeHbL (BUMPOOyBaHb) JIiKApCHKOTO 3acol0y 3 MeTOro
MiITOTOBKM BMOTUBOBAHUX BUCHOBKIB Ta pPeKOMEHJALid L[OA0 TPUMHATTS PillIeHHS
NP0 MOXX/MBICTh WOTO J€p>KaBHOI peecTpalii (mepepeecTpariii), BHECEHHS 3MiH 10
peecTpariiitHuX MarepiaiiB abo 1moZ0 BiAMOBKM B peecTpailii (repepeectpaiiii),
BHECeHHi 3MiH /|0 peecTpalliiHuX MaTepiasiB Ha JTiKapChbKUii 3acio;

eheKTUBHICTb JIiKapChbKOTO 3aco0y - CIIPUSIT/MBA [liarHOCTUUHA, JIiKyBa/JbHa UM
nipodisiakTHYHa Jisl TiKapCbKoro 3aco0y Ha BCTAHOBJIEHHSI XapaKTepy 3aXBOPIOBaHHS,
ioro repe0bir, TpuBasicTh a00 KOpPEKIIito cTaHy uM (izionoriunnx (GpyHKIIiii opraHizmy
JIFOVHU BIJMOBIAHO O TMOKa3aHb [0 3aCTOCYBaHHS, 3a3HaUYeHWX B IHCTPYKLII /s
MeJUYHOr' 0 3aCTOCYBaHHS;

3araJibHOMIPUMHSATA Ha3Ba - MiKHapoJHa HeraTeHTOBaHa Ha3Ba (mani - MHH)
JIiF0UOi peuyoOBUHU, PEKOMeHJj0BaHa BCeCBITHLOIO OpraHisaijiel0 OXOPOHM 370POB's
(mami - BOO3), abo 3a BificyTHOCTi Takoi 3BMYaiiHa 3ara/ibHOTIPUIHSATA Ha3Ba;

3asBa iH()OPMOBAHOI 3roAu - 3asiBa PO Jep>KaBHY peECTpaLiilo JIiKapChbKOro
3aco0y, aHa/IOTiYHOTO 3apeecTpOBAaHOMY, 3a YMOBH, II[0 BJIACHUK peeCTpaL{iiHOro
TOCBi/TUEHHSI  3apPEECTPOBAHOTO  paHilie JiKapchkoro 3acoby  fgae  3rofy
BUKODHCTOBYBaTM MOro (apMaLleBTUUHI, JOK/IIHIUHI Ta KIIiHIYHI JaHi A1 HOBOI
peectpailii JlikapcbKOTro 3aco0y 3 TMM CaMUM KiJIbKiCHUM Ta $IKICHUM CKJIaJjoM
[iFOUMX PEUOBMH Yy TaKil camil JiKapChKik Gopmi;
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3asBa Ha reHepuK - 3asiBa MpO JiepyKaBHY peecTpallito JTiKapcbKoro 3acoly, sKuit
MICTUTB Ty caMy [ilouy peuyoBMHy i B Tild caMil Jjikapcekiii ¢opmi, 1o u
pedepeHTHUH JTiKapCbKU 3acib;

3as1Ba Ha JIiKapChbKui 3acib 3 mpoaykiii in bulk - 3asBa Ha Ziep)kaBHY peecTpaiiito
TOTOBOT'O JIiIKapCHKOTO 3aco0y, BHUPOOHHUIITBO SIKOTO 3/iMICHIOETHCS  IUIIXOM
dacyBaHHs Ta/abo KiHI[eBOTO TTaKyBaHHS i MapKyBaHHsI TpoAYyKLii in bulk;

3asiBa Ha JIiKapCcbKul 3acib, sikuii Mae jo0O6pe BHBUeHe MeJJMUHe 3aCTOCYBaHHS, -
3asiBa TIPO [Iep)KaBHY peecTpariifo jiKapcbKoro 3acoby, sikuii micTuTh Bigomy(i)
mitouy(i) peuoBrHY(M), MeIMUHe 3aCTOCYBaHHS SIKOI (SKHX) AoOpe BUBUeHe B YKpaiHi
MpOoTATroM IijoHaliMeHIlle 10 PoOKiB Ta sika Ma€ BU3HaHy e()eKTUBHICTh Ta TIPUMHATHUM
piBeHb 0e3IeKH, 110 TMiATBePIKYEThCS AOK/IaHUMU OibmiorpadgiuanMuy faHNMH;

3asBa Ha (ikcoBaHy KOMOiHaIlifo - 3asiBa TIPO Jiep>KaBHY peeCTpallifo JTiKapChbKOro
3aco0y, 110 MiCTHUTh BiZioMi [itoui peuoBHHH, SIKi He BUKOPHCTOBYBA/IMCh PaHillle B
1[iii KomMbiHallii, a TaKO)K paHillle He BUKOPHUCTOBYBA/MCh Y MeAWYHIM MpaKTHUIli 5K
OKpeMi JTiKapCbKi 3acobu y Tili camiii /ikapcekivi ¢opmi, /[03ax Ta BiAmoBigHOMY
CHiBBiHOIIIEHH, 1110 I y KOMOiHOBaHOMY JIiKapChbKOMY 3aco0i;

3asiBHUK (B/IaCHUK PEECTPAL[iMHOIO MOCBiUeHHs) (fani — 3asBHUK) - FOPUAUYHA
abo ¢isuuHa ocoba, sika € BiAMOBiZAMTBEHOIO 3a eheKTUBHICTb, SIKICTh Ta Oe3reky
niKapchbKoro 3aco0y B TMOPSZIKYy, BU3HAUEHOMY UWHHHMM 3aKOHOZABCTBOM, Ta Ma€
pecypcu AJist 3[iCHeHHs (papMakoHar/asily B YKpaiHi, a TaKOX € BiNIOBiAa/IbHOIO 3a
JIOCTOBipHiCTh  iHdoOpMallii, 10 MICTUTBCA Yy HaJlaHUX HeWw MaTepianax
peeCTpaLiiiHOrO0 J0ChE;

3MiHU, SIKi MOXKYTb MaTWl MiClie TIPOTArOM Jil peeCcTpaljiiHOro TOCBiJUeHHs, -
3alpOINIOHOBAHI  3afiBHUKOM  3MiHM, $IKI  CTOCYKOTbCSI  3apeeCTPOBaHOrO
(mIepepeeCcTpOBAaHOTI0) JTIKAPCHKOT'O 3aC00Y;

iHCTPYKIIis 7151 MeAUYHOTO 3aCTOCYBaHHS JTiKapChKOro 3aco0y (iHCTPYKIiisi Tpo
3aCTOCYBaHHSI JliKapcbkoro 3acoby) (manmi — iHCTpyKUifg A MeAWYHOTO
3aCTOCyBaHHA) - OQIL[iMHO 3aTBepJykeHa iH(opmalis MPOo MeAUYHE 3aCTOCYBaHHS
niKapchKoro 3aco0y, BUK/IaZieHa BiAmoBigHO 40 1boro ITopsiKy, 1[0 CyIpOBOIKYE
TOTOBHM JTiKapChKHH 3acib;

KOH(iJjeHIliliHa peecTpaliiiiHa iHpopMallisi - HAyKOBO-TeXHiuHa iHdopMallis, 1110
MiCTUTBCS y 3asiBi TIPO JiepkKaBHY peecTpaliito (repepeecTpallito) JiKapCbKoro 3acoly
Ta 3asiBi MPO BHECEHHS 3MiH [0 MaTepia/liB peeCTpaLliiHOr0 AOChE MPOTATOM CTPOKY
Jlii peecTpal[iiHOr0 TMOCBiUEHHS Ta A0JaTKax A0 HUX, BK/IHOYarouu dyactunu I, II, I11
ta IV abo moayni 1, 2, 3, 4 Ta 5 marepia/iB peecTpaijiiHOro A0ChE (3a BUHSATKOM
indopmariii, sKa € 3ara/JbHOJOCTYITHOIO, 30KpeMa TpPO Ha3BY J/iKapChbKOro 3acoly,
CKJIaJ| JIFOUMX PeYOBUH, CUJIY [ii, IKi HABOASTHCS B MeXXaxX IHCTPYKLii AJ1s1 MeUYHOr 0
3aCTOCYBaHHS, TAKyBaHHS, PO 3asBHUKA Ta/abo BUpPOOHMKA JiKapcbKoro 3aco0y,
iHCTpYKLii A/ MeAWYHOrO 3acTOCyBaHHs, iHdopMaljii 1mof0 Hebe3rneuyHnx
BJIACTUBOCTEH JiKapchbKoro 3acoly, siKi MOXKYTb 3aBJaTH IIKOAY TAI[ieHTy IIiJ Yac
3aCTOCYBaHHS);

JMKapchKUH 3acib pOCTMHHOTO TMOXO/PKEHHS - Oy/Ib-IKUM JIiIKapChKUH 3acib, 1110
MiCTUTh BUK/IIOUHO Jitouy(i) peuoBuHy(M) 3 ofHiei abo Oinbllle pPOCIMHHUX
cybcraHLiif, abo oauH abo Oisbllle pOC/IMHHUX TpernapariB, abo ofHy abo Oinbiie
POC/IMHHUX CyOcTaHI[iii y KoMOiHarlii 3 ogHUM abo Oisibille POCTUHHUM TIperapaToMm;
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JKapChbKHUK 3acib, 1[0 BHPOOJAETHCS 3TiJHO i3 3aTBep/PKEHHM IIPOITHCOM, -
MiKapchKui 3acib, 0 SKOTr0 BXOAWTH Jlif0Ua PeuoBHHA 3 ZI0Ope BUBUEHUM MeJUYHUM
3aCTOCYBaHHSIM, 3 BU3HAUeHOH e(eKTHBHICTIO, 3a/IOBi/IbLHUM CTyrieHeM Oe3reku,
TIPOIUC Ha KUK 3aTtBepykeHo MO3;

mKapceKi 3acobu  BiTUM3HSHOrO BUPOOHUWIITBA - JIiKapchki 3acobu, 1110
BUTOTOBJIAIOTHCSL  JIOKaMbHUM  (YKpPailHChKUM) BUPOOHMKOM; He BBaXkKalOTbCSI
NMiKapCbKMMH 3aco0aMy BiTUM3HSHOTO BUPOOHMIITBA Taki J/iKapchKi 3acobu, 110
MPOMIIIY TiNbKK cTafil hacyBaHHs Ta/abo KiHIIeBOTO MaKyBaHHS i MapKyBaHHS;

miKapceKi 3acobu, sIKi 0/ep>XKYHOTh 3 KpOBi abo TiasMu JTFOAWHM, - JIiKapChKi
3aco0M Ha OCHOBi KOMITOHEHTIB KPOBi; TakKi JlikapCbKi 3ac00M BK/IHOUAIOTh, 30KpeMa,
anpOyMiH, (hakTOpH 3ropTaHHS KPOBi Ta iMyHOT/IOOY/TiHU JTFOACHKOTO TIOXOPKEHHS;

JOKanbHUM (YKpAalHCBKUM) BHUPOOHHWK — CYO’€KT TOCIOJApIOBaHHS, SKUAU
3[MiMCHIOE yCi TEeXHOJOTiuHi eTanmyd BHPOOHMIITBA CyOCTaHIIiii Ta/abo0 TrOTOBHX
MKapchbKUX 3aco0iB Ha BHUPOOHWYMX [iBHUIISX, PpO3TAlllOBaHUX Ha TepUTOpil
YKpaiHu, Ta Mae JIiljeH3it0 Ha BUPOOHUIITBO JIiIKapChKUX 3ac00iB;

MelnuHi iMyHoOiosoriuni miperapaty (mami - MIBII) - anepreHu, aHTUreHH,
BaKIIMHU (@aHATOKCWHM), LIUTOKIHU, iMyHOMOAY/IATOpU OaKkTepiliHOro MOXO/KeHHs, a
TaKOX Ti, L]0 CTBOPeHI Ha OCHOBI OPraHiB i TKaHWH, Tperaparu, fAKi OJep)XYHOTh 3
KPOBi Ta TMJjasMd JIOAUHU, IMyHHI CHpOBAaTKH, iMyHOTr/JI00y/iHM (BK/IHOYaOud
MOHOKJIOHa/IbHI aHTHWTiNa), MNpobioTHKH, iHTepdepoHu, iHII JiKapchKi 3acobw,
MpU3HauUeHi [y BUKOPUCTAaHHA B MeAWYHIM TMPAKTUL[i 3 METOK JIiKyBaHHS,
crieliiiyHoi mpodinakTUKY, AiaTHOCTUKU CTaHY iMYHiTeTy (in vivo).

MIBII opepXyroTh LLIAXOM KYJIbTUBYBAHHS IITaMIiB MIKPOOPraHi3MiB i KJIITUH
eyKapioTiB, eKCTpakijii pedyoBMH 3 O0i0JIOTiYHMX TKAHWH, BK/IIOYAIOUM TKAHUHU
JIIOIMHW, TBAapWH i pOC/IWH (anepreHuv), 3aCTOCyBaHHsS MeTO/iB TeHHOI iH)KeHepil,
ribpuoMHOI TeXHOJIOTi1, perpoAyKIIil >)KUBUX areHTiB B eMOpioHaX UM TBapHHaX;

Ha3Ba JTikapChbKOT0 3aco0y - Ha3Ba, /laHa JikapCbKOMY 3aco0y, siKka Mo)ke OyTH siK
BUT'a/]aHOI0 3asiBHUKOM (BUPDOOHHKOM), TaK i 3araJbHONPUMHATOI0 abo HayKOBOO, 1[0
MOJKe CYTPOBO/PKYBaTUCS Ha3BOKO TOProBoi Mapkd abo Ha3BOK 3asBHHKA
(BMpOOHUKA);

He3a/ie)KHUN ekcrepT - (isuuHa ocoba, sKa Ma€ BiANOBiIHUN piBeHb
KBastiQikarlii, crieLia/ibHi 3HaHHS | HAa 3aMOBJIEHHSI 3asiBHUKA 3[iMCHIOE HAaYKOBY UM
HAyKOBO-TE€XHIUHY eKCIIepTHU3y Ta BIAMNOBIAA€ Tiepes, 3asiBHUKOM 3a JOCTOBIPHICTB i
TOBHOTY aHasli3y, 0OIPYHTOBaHiCTh peKOMeH/allii BiATIOBiAHO 0 BUMOT 3aBJaHHS
3assBHUKA Ha TIPOBEJIeHHSI EKCIepPTH3HW i He € aBTOpOM, JAOCTiAHMKOM o006'eKTa
eKCITePTH3HY; sIKa He TIpallfoe eKCIepToM Y 3akK/ajax abo oprasisallisx, 1m0 odilliiiHo
BU3HAUEHi K eKCIepTHi opraHu 00'€KTiB HAyKOBOI i HayKOBO-TEXHIUHOI Jis/TbHOCTI
mogo o0iry JikapchKux 3aco0iB; abo iHIMM YMHOM TMOB's3aHa 3 odilitHUMU
eKCTIepTHUMH OpraHaMHy, LIeHTpaJbHUM OPraHOM BUKOHABUOi BJia/iv, 1110 3abe3reuye
(bopmyBaHHS Ziep>KaBHOI TOJIITUKHM y cepi 0XOPOHU 3[0POB'si, ab0 BIIOBHOBaYKEHUMU
HUM OpraHaMy; siKa BU3HAUA€EThCS BUK/IFOUHO 3asiBHUKOM;

HeiHTepBeHIliliHe JOC/i/PKeHHsT - [OC/i/PKeHHs, y $IKOMY JlikapChbKi 3acobu
TPU3HAYal0ThCs 3BUUYAHUM CIIOCOOOM Bi/ITIOBiTHO 10 3aTBEPZpKEeHOI iHCTPYKIIT Zijist
MeJJMYHOI0 3aCTOCYBaHHs. 3ajlyyeHHsl Malji€eHTa B TPylny 3 BU3HAUEHUM MeTO[0M
MiKyBaHHS B TIPOTOKOJIi K/IIHIYHOrO [JOCi/)KeHHS 3a3Za/eriib He repeadaueHo, a
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TIpU3HAUYeHHs JIIKapChKOTO 3ac00y AUKTYETHCS CYy4aCHOIO TPAKTHUKOIO i He 3a/IeXKUTh
Bi/] pillleHHS] BK/IFOUMTH TalliEHTa y BUTNPOOyBaHHsS. He 3aCTOCOBYIOTH AOZATKOBUX
JiaTHOCTUUHHX ab0 MOHITOPMHIOBMX TIPOIieAyp IOJO0 TIAI[iEHTiB, a [/ aHasi3y
3i6paHuX JAaHWX BUKOPUCTOBYIOTH €I1i/IeMio/IoriuHi MeTozu;

HeTpaBOMipHe BHKOPHCTaHHS peecTpalfiiiHoi iHdopmariii BifHOCHO Oe3reku Ta
eeKTUBHOCTI TiKapcbKoro 3acoby - rmocuianHs abo iHie BUKOPUCTAaHHSA iHbopMariii
1po edeKTHUBHICTh Ta Oe3meKy JiKapchbKOro 3aco0y, 3apeecTpoBaHOTO 3a IMOBHOIO i
He3asIeXKHO0 3asBOI0, paHillle HiXK 3a 5 POKIB 3 /1aTH peecTpaLiii TaKoro JiikapCbKOro
3aco0y B YKpaiHi, Ayig MOJaHHS 3asBU TIPO Jep)KaBHY PpeecTpalfito BifmoBigHOTO
reHepuyHOT0 JliKapCbKOro 3aco0y, 1110 TOJA€eTbCs [Jis Jep)KaBHOI peecTpaljii 3a
BIJTIOBITHOKO 3asiBOIO, 3a BUHATKOM BMIIa[IKiB, KOJIA 3asBHUK BIJTIOBIJHO [0 3aKOHY
OJlep>KaB TIpaBO ITIOCH/IATHUCA Ta/ab0 BHKOPUCTOBYBAaTH peeCTpariiiiHy iHdbopMmariiro
pedepeHTHOr0/0pUriHa/IBHOIO JTiIKApChKOro 3aco0y, abo TojaB BJAaCHY IIOBHY
peecTpalliliHy iHdopmaliito, 1110 Bi/INOBi/la€ BUMOraM 10 peecTpaiiiiiHoi iHpopMariii
pedepeHTHOr0/0pUTiHATBLHOTO JIIKAapChKOTO 3aco0y.

Lli BUMOrH He MepelKO/KatoTh Cy0'eKTy 3/iliCHIOBaTH B 1iei mepio/ BiAMOBigHY
po3pobKy mikapcbkoro 3acoby, y TOMY UMC/Ii TIPOBOJWTH [JOC/i/DKEHHS 3
eKBiBa/IleHTHOCTI MiXK TeHepUyHUM Ta pedepeHTHUM JIiKapCbKUMU 3acobamwu, /s
OTPUMaHHSI PeECTPaLliiHOTO TMOCBiUEHHSI TIC/As BUIIOBHEHHSI M'SITMU POKIiB 3 JaTu
peectpanlii B YkKpaiHi pedepeHTHOro J/iKapchbKoro 3aco0y, BH3HAue€HOTO B
roriepeTHLOMY ab3arii;

opuriHanbHUM (iHHOBAL[iIMHMI) JTiKapCbKUIM 3acib - miKapchKui 3acib, 1o OyB
yIiepiie y CBiTi 3apeeCTpOBaHMM Ha OCHOBI MOBHOI [OKYMEHTalii 100 WOro
eheKTUBHOCTi, Oe3MeKH Ta IKOCTi (TIOBHOT'O peeCTPaLlifHOrO IOCKE);

TaTeHTOBAHWH JIiKapChbKUH 3aci0 - iKapchbKuii 3acib, Kyl HAAXOAUTL B O0IT TIif
BJIaCHOI0 HAa3BOIO BUPOOHMKA (3asiBHHKA), TIPaBO Ha BUPOOHUIITBO (BUTOTOBJIEHHS),
peasiizallif0 Ta 3aCTOCYBaHHS $IKOTO OXOPOHSIETbCS 3aKOHOJABCTBOM YKpaiHU IIpPO
OXOPOHY TIpaB iHTe/IeKTyaIbHOI BJIaCHOCTI;

TIepBUHHA YTIaKOBKa - iHWBilya/lbHa yITaKOBKa, siKa 6e3rnocepeiHhO0 KOHTAKTYE 3
MiKapchbKUM 3ac000M Ta cripusie 30epe)kKeHHI0 HOro 0OCHOBHHMX B/IaCTUBOCTEH;

TOBHA i He3a/ie>kHa 3asiBa (AaBTOHOMHA 3asiBa) - 3asiBa Ha Jiep>KaBHY peecTpallito
nikapcbKoro 3aco0y, /10 IKOTO BXO/AWUTb HOBa abo Bifjoma A®I abo jiroua peuoBHHa,
1110 3ape€eCTpPOBaHa y CK/Ia/li TiKapCchbKOro 3aco0y B iHIIiM JlikapchKili hopmi;

noAibuuii  GionoriuHmMi  ylikapchKuii  3aci6  (6iocuminsp) - GiosoriuHui
mKapcbKMM  3acib, mofibHui 100 edeKTUBHOCTi, O0e3MeKH Ta SKOCTi [0
3apeecTpoBaHOro pedepeHTHOro O6iosoriyHOro IMpemnapary, TepioJ] TaTeHTHOTrO
3aXMCTy SKOTO 3aKiHuMBCs. [lofiOHICTH TeparieBTUYHOI e(eKTHBHOCTI, Oe3meku i
AKOCTi TakKOTO JjiKapcbkoro 3acoby mo pedepeHTHOro Mae OyTH [oBefieHa
Bi/ZITIOBITHUMMU TIOPIBHSVIbHUMU JTOK/TIHIYHUMU Ta KJIIHIYHUMM JOC/TiIPKEHHSIMU;

TIpe/ICTaBHUK 3assBHUKA (YTIOBHOBa)KeHa 0Cc00a, 1110 BUCTYTIAE Bifl iMeHi 3asiBHUKA)
(mam — Tipe/iCTaBHUK 3asBHMKA) - OpuanuHa abo (isuuHa ocoba, sKik Ha mifgcTaBi
Bi/INOBIJHOTO [IOPYUYeHHs 3asiBHUK Ha/laB MpPaBO MPEACTaB/SATA MOro iHTepecu TIpU
TpOBe/IeHHi TIpollelyp peecTpailii, mepepeecTpailii Ta/abo BHeCeHHS 3MiH [0
peecTpaliiHUX MarepiasiB Ha TepuTOpil YKpaiHM Ta fiKa € BiJNOBiJaJbHOKO 3a
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JIOCTOBIipHiCTh iH(oOpMaliii, 1[0 MICTUTbCA Yy MaTepiasax peecTpaljiiHOro MA0CheE,
HazfaHuX HUM 110 LleHTpy;

TIPeKYpCOop paflioHyK/ifia - OyAb-aKui palioHyK/Ii/, TIPU3HAUeHUH [/ BBeJJeHHS
PaZiioaKTUBHOI MITKH /10 iHILIOI peYOBUHHU I1epef ii 3aCTOCYBaHHSM;

niperapat 0OMe>KeHOr0 3aCTOCYBaHHS (TIperapar-CcupoTa) - JIiKapChKUii 3acif, 1110
MpU3HAauUeHWW [Uig  [ilarHOCTUKM, MNPO(MIIAaKTUKM YW JIIKYBaHHSl  PiJIKICHOTO
3aXBOPIOBAHHS, TOOTO 3aXBOPHOBaHHS, 1110 3arPOXKYE JKUTTHO UM TPU3BOAUTH [0
BTpAaTH TIpalje3/1aTHOCTi He OibIrie 5 0cib 3 kKoxxHux 10000 kuTemiB Ha JaTy TOAaHHS
3asBU I1PO Jlep’KaBHY peecTpaLiito;

npoaykiisg in bulk - Oyap-siKuii JlikapcbKuid 3acib, IO MPOMIIOB ycCi cTamil
TeXHOJIOTIUHOTO TPOIeCy, 3a BUHATKOM CTafii dacyBaHHA Ta/ab0 KiHIIEBOTO
MaKyBaHHS 1| MapKyBaHHS;

npormic (MoHorpadis) - iHdopmarjissi Tpo CKaJi, TEXHOJOTiI0 BUPOOHHI[TBA,
KOHTPOJIb SIKOCTi Ta 3aCTOCYBaHHSI JIiIKapChKOT0 3aco0y;

pafioHyK/ITigHUM Habip - OyAb-aKWM JiKapcbKui 3acib, kWil Mae OyTu
roeAHaHuit abo 3millaHWM 3 pafiioHYK/IilaMyd Yy TOTOBOMY pajiioapMalieBTUUHOMY
nikapcbKomy 3aco0i, sIK paBuIo, Tiepe; MOTo 3aCTOCYBaHHSIM;

pagiodapmalieBTUUHUM JIiIKapChbKUi 3acib - OyAb-sKui JIiKapcbKUii 3acib, sKuil y
rOTOBOMY /[I/Is1 3aCTOCYBaHHS CTaHi MiCTUTb OAMH abo0 [ieKilibka pajlioHyK/i/liB
(pafioakTMBHUX i30TOMIB), YBEJEHUX [0 HHOTO 3 MeJUYHOI METOIO;

peryasipHO OHOBJIIOBaHWM 3BIiT 3 0e3reku MiKapchbKOro 3aco0y (peryasipHUM
3BiT) - TNWCBMOBUM 3BiT, SIKM MIiCTUTb pery/sipHO OHOB/IIOBaHy iHdopMallito 3
Oe3neku JiKapchbKoro 3aco0y BiamoBimHo mo Ilopsaky 3milicHeHHsS Hariasay 3a
MoOIiUHMMM  peakIjiiMd  JIiKapCbKuX  3acobiB, [103BOJIEHUX [0 MeJUUYHOIO
3aCTOCYBaHHS, 3aTBEP)KEHOr0 Haka3oM MiHicTepcTBa OXOPOHU 30POB’S YKpaiHU
Bizg 27 rpypnsa 2006 poky Ne 898, 3apeectpoBaHoro y MiHicTepCTBi FOCTULII YKpaiHU
29 ciuyns 2007 poky 3a Ne 73/13340;

peecTpaliiiiHa iHdopMallisi - HayKoBo-TexHiUHa iHdopMallisi B Oyab-sKiil Gpopmi it
BUT/Isi, 30epekeHa Ha Oy[b-sIKUX HOCISIX, y TOMY 4YMC/Ii imocTparii (KapTH,
JliarpamMu, OpraHOTrpaMH, Ma/llOHKH, CXeMU ToIi0), doTtorpadii Ta Oyab-ski iHImi
JOKYMEHTOBaHi BIiIOMOCTi, 110 MICTATbCS B 3asBi PO [Jep)KaBHY peecTpaLjito
(mepepeecTpallito) /TiKapchbKOro 3aco0y, 3asBi PO BHECEHHS 3MiH /10 peecTpalliiHuX
MarepiasiB MPOTAroOM il peecTpaliiHOrO TMOCBiAYeHHs Ta B PEECTPaLiMHUX [0OCHE i
BU3HaUeHa SK KoH(ifeHIIiMHa 3rifHO 3 a03a1i0M TPUALISTE IeB’ITUM I[bOT'0 PO3/iy;

peecTpaijiliHe MOCBiUeHHs Ha JTiKapChbKUM 3acib - JOKYMEHT, Y SKOMY MiCTHTBCS
indopwmariist Tpo Jikapchkili 3acib, 3apeecTpoBaHMM B YKpaiHi Ta BHECEHUH [0
Ilep>kKaBHOT'O peECTPY MiKapChKUX 3ac00iB YKpaiHu Ta MiKBiZoMuoi 6a3u JaHUX PO
3apeeCcTpoBaHi B YKpaiHi iKapceKi 3acobu;

peecTpalliiiHe MOCBiJUeHHsI Ha JIiKapChbKui 3acib (MeauuHuii iMyHOOi0/I0TiUHMIM
rperapar) - [JOKYMEHT, y SIKOMy MICTUTbCS iH(pOpMaLlisi 0Opo MeguuyHur
iMmyHoOiosioriuHMii  TIperapar, 3apeecTpoBaHMN B YKpaiHi Ta BHeCeHWM [0
Jlep>kaBHOTO peECTPY JKapChKUX 3aco0iB YKpaiHHM Ta MiKBiZoMuoi 0a3u JaHUX PO
3apeecTpoBaHi B YKpaiHi JiKapckKi 3acobu;

peecTpaliiHAli HOMED - KO/OBa I03HAyKa, SIKa IPUCBOKOETHCS JIIKAPCHKOMY
3aco0y mpu Jep>KaBHil peecTpatliii i 30epiraeTbcs 3a TiKapCbKUM 3aC060M He3MiHHOIO
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Ha Bechb Tiepioj repebyBaHHSI JIiKapChKOTO 3aco0y Ha (apMaileBTUUYHOMY PHUHKY
Ykpainy;

peecTpalliiHi  MaTepia/iM (MaTepia PeECTPALiIMHOTO [OChE) - KOMIJIEKT
JIOKYMEHTIB, 1110 JOAAThCS A0 3asBU PO Jep>KaBHY peecTpallito (TlepepeecTpatriito,
BHECEHHS 3MiH JI0 peecTpalliiHuX MaTepiasiB) fiKapcbkoro 3acoby, Ha MiJcTaBi AKUX
MO’KHa 3pOOWTH OOIPYHTOBAaHHI BHCHOBOK I[0/I0 HOro eheKTHBHOCTI, Oe3reKd Ta
SIKOCTI;

pedepeHTHUI JTiKapChbKUi 3acib - /likapchbKui 3acif, 3 SKUM Ma€ MOpPiBHIOBAaTUCS
reHepUYHUi JliKapCbKui 3acib i skuii Hacamriepe[; € opuriHaJbHUM (iHHOBALITHUM)
MiKapChKUM 3ac000M 3 10BeieHOI0 e(heKTUBHICTIO, Oe3ITeKO0 Ta SIKiCTIO;

POC/IMHHI TIperapaTy - Tperapary, oJlep>KaHi y pe3ynbTati 00poOKU pOCTMHHUAX
cyOCTaHI[ii IMIIIXOM BUTATYBaHHSA, AWCTWIALL, Bi/pKMMaHHS, TOZApPiOHeHHs,
OUMIIIeHHS, KOHIleHTpaljii Ta ¢epmeHnTanii. Croau BXOASATh IIOTOBUEHi abo
TIOPOIIKOTIOAIOHI poc/MHHI CcybcTaHIfii, HACTOWKH, eKCTpakTH, edipHi oJii, Bimpkari
COKH Ta 00pO0O/IeHi BUTSDKKU;

POC/IMHHI cyOcTaHIil - i, mogpibHeHi abo ropizaHi poc/IMHYU, YaCTUHU POCJIUH,
BOZIopoCTeli, rpubiB, MIIalHUKIB y HeoOpoOJIeHi, 3a3BUuaii 3acyiieHii dhopmi, iHoAi
cBixi. [TeBHI BUTSDKKM 3 POC/IMH (HalpUKJ/aj, CMOJIM), He TIPU3HAuUeHi AJ1s1 JIiIKyBaHHS,
TAaKO)K BBa&)KAIOTbCS POCJMHHUMU CyOcTaHIfissMu. PocauHHi cyOcTaHIlil  4YiTKO
BU3HAUalOThCs MOP()O/IOTIUHOI YaCTUHOK POC/IWHM, 1110 BUKOPUCTOBYETHCS, Ta il
6oTaHiuyHOIO HaA3BOKO BiAMOBiAHO M0 OiHOMHOI cucrtemu (piA, BuWA, pi3HOBUJ Ta
JKepesio);

cuna fii MKapchKOro 3aco0y - yMiCT aKTMBHOI(MX) peUYOBWHHM (PEUYOBHMH) Y
Ki/IbKiCHOMY BUpakeHHi Ha OAMHMIO /103U, a00 OJUHUIO0 00'eMy, ab0 OAWHHIO
MacH BiZITIOBi/THO 710 JliKapChKOi (hopmu;

TeparieBTHUHA eKBiBaJIEHTHICTb - [iBa JIKapChbKi 3aco0M  BBa)KalOThCS
TeparieBTUYHO eKBiBa/IEHTHUMH, SIKIT[0 BOHU € (papMalleBTUYHO eKBiBaJleHTHUMU abo
(apMalleBTUYHO a/bTePHATUBHUMH JIiKapCBKUMHM 3aco0amMu i Tmic/igs  BBefleHHS
narjieHTaM OJHUM i TUM CaMUM IUISIXOM, B OZJHAKOBiM MOJISIDHIN [03i iX e()eKTH 110710
Ge3reku 1 eeKTHUBHOCTI 3a CyTTIO aHa/OriuHi. Ile MOXXHa JOBeCTH BiAMNOBiAHUMU
JOCJTi IPKeHHSIMU: MOPiBHSJIBHUMU (hapMaKOKiHETUUHUMU JOC/Ti PKEHHSIMH,
MOPiBHSA/IBHUMU (PapMaKoJMHaMiUHUMU OC/iI)KeHHSIMU, MOPiBHA/IbBHUMU KTIHIYHUMU
JOCTimKeHHsIMHA ab0 JOC/TiIPKeHHSIMUA €KBiBa/IeHTHOCTI in Vitro;

TPAAULIIMHUM JTiKapChKUM 3acid - miKapchKui 3acib, 30KpeMa pOC/IHHHOTO
MOXO/PKEHHSI, IKMH BiZINOBi/la€ TAKUM yMOBaM:

JMiKapChbKUK 3acib BigMOBiAHO 40 MOro CK/Iafy Ta IpPU3HAuUeHHs IepeabaueHuit
JIIST 3aCTOCYBaHHs 0e3 HarjsAy JIKaps 3 MeTOH0 [iarHOCTHKHU, Oe3 TIpHUmHcaHHS abo
perierita abo 6e3 criocTepekeHHs 3a MPOLeCOM JTiKyBaHHS;

niKapchKui 3acib 3aCTOCOBYETHCS y TTEBHUX KOHIIEHTpAIlil Ta 03yBaHHi;

JKapCchbKui 3acib rpu3HaueHui A1t OpaJbHOTr0, 30BHIIITHROT0 a0 iHTra/IALiHHOTO
3aCTOCYBaHHS;

€ JOKyMeHTa/lbHe TiTBep/PKeHHsI TOro, 110 JIiIKapChKHi 3aci0 3aCTOCOBYBaBCS y
MeJMYHii npakTuLli He MeHIle 30 poKiB y CBiTi Ta He MeH1Ie 10 pokiB B YKpaiHi;

€ JOCUTb JaHUX II[0I0 TPAJMIIIMHOIO 3aCTOCYBaHHS JiKapChKOro 3acoly
(6e3meka 3acTocyBaHHs MPH 3BUUAaiHUX YMOBaX, ZiloBe/ieHa e(peKTHBHICTh);
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y3araabHIOIOUWM 3BIT - THWCBMOBUM 3BIiT, SKUW y3araabHIOE iHbopMallito 3
be3meku sikKapchbKOoro 3acoby, IO MiCTUTBCS y JABOX abo Oisbilie perysisipHO
OHOBJTFOBAHUX 3BiTaX 3 6e3reku JiKapchbKoro 3aco0ys;

(apmal|eBTUUHaA €KBIBaJIeHTHICTb - JIiKapChKi Iiperiapatd € (apmMaleBTAYHO
€KBiBaJ/ICHTHUMHU, SIKIL[0 BOHM MalOThb OJHAKOBY JIiKapCbKy (OpMy, BBOZSTHCS THUM
CaMUM IJIIXOM, MICTATh Ty Camy KiJIbKICTb Ti€l camoi /jit0uoi peyoBUHM (TUX CaMHUX
JIFDUMX pEUOBHMH) y THUX CaMUX [I030BaHMX (opmax, BiJTOBi/lal0Th BUMOraM THUX
caMux abo MOpiBHIOBAaHUX CTaHAApTiB. PapMalieBTHYHA eKBiBa/IeHTHICTh Tepej0auae
TeparieBTUUYHY eKBiBa/IeHTHICTh, SIKIIO JlikapCcbKa (popMa mpenapary YHEeMO>K/IUBJIHOE
BIUIMB Ha 6ioZj0CTYITHICTh TaKuX (haKTOPiB, SIK BiAMIHHOCTI y IOMOMDKHUX peUOBHHAX
Ta/abo TexXHOJIOTil BUPOOHUI[TBA, ab0 iHII KOMMBaAHHS, SIKi MOXKYTh BIUIMBAaTH Ha
IIIBUJKICTh pO3UMHEHHS Ta/abo abcopOilii irouoi peuoBHMHHU JiKapCchbKOro 3aco0y;

(dapMal[eBTUUHO ajbTePHATUBHI JIiKapChKi 3aco0M - TperapaTH, IO MiCTATb
OJHAKOBY MOJIAPHY KIJIbKICTb Ti€l camol [it040i peuyoBHWHM, ajie BiJpi3HAOTHCH 3a
nikapcbkoro (opmoro (HarpukaazA, TableTKW TIOPiBHAHO 3 Karicyiamu) Ta/abo
XiMiuyHOIO (pOpMOIO (HampuKiaz, iHm cosmi, iHmi egipu). AJbTepHAaTUBHI JTiKapChKi
3aco0M I0CTaB/SIIOThL Ty CaMy [iF0uy PeUOBUHY THM CAMUM IIUISTIXOM BBe/IeHHSI, ajie He
€ (apMal[eBTHUHO eKBiBa/IeHTHUMH. BoHM MOXyTb OyTH ab0o MOXyThb He OyTH
bioekBiBasieHTHUMU ab0 TepareBTUUHO eKBiBa/JleHTHUMU pedepeHTHOMY Tpernapary;

AKiCTb JIiIKapChbKOTO 3aco0y - CYKYIHICTb BJaCTUBOCTEM, sKi Ha/arwThb
nMiKapCcbKOMYy 3aco0y 3/aTHICTb 3a/I0BOJIBHSITH CITO>KWBAUiB BiJTIOBiIHO [0 CBOTO
TpU3HauYeHH4 i BiANOBiat0Th BUMOI'aM, BCTAHOBJIEHUM 3aKOHOZaBCTBOM.

[HIII TepMiHHW, 10 BUKOPUCTOBYKOTHCS y LbOMYy IlOpsSAKy, BXWBarOTHCA ¥
3HAUeHHSIX, HaBeJIeHUX Y 3aKOHO/IaBCTBI.

II1. TTopsiioK NpoBe/leHHs1 eKCIepTU3U peecTpaliiHuX MaTepiasiiB Ha
JIKApCHKUH 3aci, 110 MoJaeThCs Ha /iep)KaBHY peecTpanio (mepepeecTpariiio)

3.1. TIpoBemeHHIO eKCTepTH3W 3a OakKaHHsSM 3asiBHUKA MOyKe TiepeyBaTH
HazlaHHsg IleHTpoM O6e3KOIITOBHUX KOHCY/IbTAL[iM 3 THTaHb [ep>KaBHOI peecTpariii
(mepepeecTpaiiii) sikapcbkuX 3aco0iB.

3.2. [lnsg mipoBeleHHs eKCIepTu3M 3asgBHUK TMogae a0 MO3 3a TIpUHLUIIOM
«EIUHOTO BiKHa»:

3asBy TpO Jiep)KaBHY PpeecTpariito JiiKapcbkoro 3aco0y, y tomy umcii MIBII
3rigHo 3 gojatkom 1 go uwporo Ilopsigky (y pas3i HajgaHHs 3asBU  Ha
0araTOKOMITOHEHTHi JTiKapChKi 3aco0M B JIeKiJIbKOX BapiallisiX /03 JiF0UHX PeuOBHH,
IKi 3MiHIOIOTBCSI HETIPOIIOPLIiMHO, 3asiBa PO3T/ISAAAEThCS SIK Ha Pi3Hi JIiKapChKi 3aco0m),
a y BUINAAKy TPaAMI[iIMHUX JTiKapCbKUX 3acobiB Ta JiKapchKUX 3aco0iB, 110
BUPOO/SIIOTBCS  3TiJHO i3 3aTBep/AKeHWMH TIPOIKCaMH, TIO/Ia€ThCS 3asiBa IIPO
Jlep’kaBHY — peecTpariifo  (TiepepeecTpariifo) JiKapcbkoro 3acoby 3a dopmoro,
HaBeJeHOK y A0AaTKy 2 A0 1boro I1opsaaky;

3asBy TIpPO JiepKaBHY peecTpailito (repepeectpaiiito) A®I abo mirounx peuoBWH
3a popMOI0, HaBeIeHOI0 Y 0AaTKy 3 710 1jboro [lopsaky;

3asBy TIPO /[lep>KaBHY TlepepeecTpariito JiKapchbkoro 3acoby 3a dopmotro,
HaBeJIeHOK y nogatky 4 no uboro Ilopsaky, a y BUIMaAKy TPaJULIiMHUX JTIKapChbKUX
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3aco0iB Ta JsiKapcbkux 3acobiB, 10 BUPOOJISIOTBCS 3TiHO i3 3aTBEpIKEHUMU
MpoONucaMy, TIOJAETbCA 3asiBa MNP0 [ep)KaBHY peecTpaliio (mepepeecTpariiro)
niKapCchKOro 3aco0y 3a ¢popMoto, HaBeJ|eHOI0 y A0AaTKy 2 A0 1iboro ITopsizky.

Ha OarkaHHSI 3assBHMKA MOKe TTPOBOJUTHCH OJHOUYACHO peecTpalfii TOTOBOTO
niKapCchKOTro 3aco0y Ta [ifouoi peuoBUHM, 1[0 BXOAWUTH [0 CKJIaly L[OTO JIIKApPChKOTO
3aco0y, i3 HaJlaHHSIM peeCcTpalliiHUX TOCBilUeHb TPO JAepkaBHY peectpailito A®I,
Jitouoi peuoBMHM Ta TOTOBOIrO JiKapcbKoro 3acoby 3a yMOBHM, 1110 Marepianu
PeeCTpaLiiHOro [JOChe MOJAIThCH Yy (opmaTi 3arajqbHOr0 TEXHIUHOTO JOKYMEHTa
(mani — 3T/), cTpyKTypa SIKOro HaBeJieHa y A0JaTKy 5 710 1iboro ITopsaky.

Indopmariis npo nogany 10 MO3 3asBy BHOCUTBLCS [0 €/IeKTPOHHOI 6a3u JaHuX.

360ip Ta 00poOKa TEepCOHANbLHUX [JaHUX 3/iMCHIOIOTHLCSA BiJIOBITHO 10 BHUMOT
3akoHy YKpainu «[Ipo 3aXucT repcoHa/JbHUAX JaHUX».

3.3. IIpoBeieHHST €KCIIePTU3M JIiIKapChKOTO 3acoby, 1110 MOJAETbCSA Ha AeprKaBHY
peecTpaliito (mepepeecTpallito), BK/IOYa€ TaKi eTaru:

TIepBUHHA eKCIIepPTH3a 3asiBU TIPO JIep>KaBHY PeeCTpallito JiKapchbKoro 3acoly 3
TOUKW 30py MOTrO HajeXHOCTi /0 3a00pOHEHUX [0 3acTOCyBaHHS B YKpaiHi Ta
KBasmiikarfii Ty Takoi 3asBU 3 METOI0 BU3HAUEHHS 00CATY peecTparjiiHuX
MaTepiasiB BIJAMOBIAHO A0 BUMOT LbOro [Topsaaky;

rorepefiHsl eKCrepTh3a KOMILUIEKTHOCTI MaTepiasiB peecTpaljiiHOrO J0Che
nikapcbKoro 3aco0y BiZITIOBiTHO [0 THUITy 3asBW Ta BUMOT, BU3HAUEHUX Y TMyHKTI 3.5
LbOTO PO3/LIY;

crierfiasizoBaHa eKCIlepTU3a MarepiasiB pPeeCcTpaLiiHOrO JOCh€ JIIKapChbKOIO
3aco0y, 1[0 TPOBOAUTHCS 3 METOI CKJaflaHHS BMOTHMBOBAHOT'O BHUCHOBKY IIIOZI0
eeKTUBHOCTI, Oe3reKu Ta SKOCTi JiKapchbkoro 3aco0y. CK/Ia/loBOIO Crierfiaii3oBaHOl
eKCTepTr3H € (3a moTpebu) 10AaTKOBe BUBUEHHS (10aTKOBi BUTIPOOyBaHHS).

3.4. IlopsiioK TIpoBeieHHs [IePBUHHOI eKCITePTU3H.

3.4.1. 3a pe3ynabTaTamu po3r/sAy 3asBu MO3 TpoTSAroM TpboX pobourx [JHIB
Hajicuiae o0 LleHTpy J/MCT-HanpaB/ieHHS pa30M i3 KOIM€ 3asBU (3a TUIOM 3asiBH,
BU3HAUEHUM 3asiBHUKOM).

JIucT-HarpaB/IeHHsT Ha TIEPBUHHY €KCTIePTH3y BHOCHUTBLCS /10 €/IeKTPOHHOI 0a3u
JIaHUX.

[licnsg oTpuMaHHSA 3asBU Ta JMCTa-Harpas/ieHHA Bif MO3 ekcrieptd 3 muTaHb
peectpailii IleHTpy y CTPOK [0 cemMH poOOUMX [HIB 3iMCHIOIOTH TI€PBUHHY
eKCITepTH3y 3asiBU 1100 MOXX/IMBOCTi peecTpailii TiKapchbKOro 3aco0y 3 TOUKU 30DpY
1i0T0 Ha/Ie)KHOCTi /10 3a00pOHEHWX [0 3aCTOCYBaHHSA B YKpaiHi Ta KBasidikarlii Ty
TaKoi 3asiBU 3 METOI0 BHU3HAUeHHSI 00CATY peecTpalliiHUX MaTepiasiiB BifTIoBigHO 110
BUMOT 115010 IlopaaKy.

3a pe3y/ibTaTaMH TIePBUHHOI eKCTIepTH3U 3asiBu LleHTp mpoTarom Tpbox pobounx
JHIiB Hanpapmase 10 MO3 BianoBigHi pekomeHailii, 1[0 0hOPMIISIIOTECS BUCHOBKOM
LleHTpy IOZO TIEPBHUHHOI €KCTIepTHU3U 3asiBH, $Ki MpPOTIroM 5 pobounx AHIB
pO3r/ISiAA0ThCS KBasiikaljiiHoo kKoMmiciero MO3 BignosigHo no IlonokeHHsT Mpo
Kganidikariiny komiciro MiHicTepcTBa OXOPOHM 3/10pPOB’s YKpaiHH, 3aTBepPKEHOro
Haka3oM MiHicTepcTBa OXOpOHU 370poB’s YKpaiHu Bifg 04 ciu"g 2013 poky Ne 3.
BUCHOBOK 1110/10 TIEPBMHHOI €KCTepPTU3W 3asiBU BHOCUTBLCS /10 €/IeKTPOHHOI 0a3u
JlaHUX.
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3.4.2. 3a pe3ynbTaTaMu po3rJsiy KaasidikariliHoto komicieto MO3 BHUCHOBKY
LleHTpy mIoA0 TIepBUHHOI eKcrepTusd 3assBu MO3 MpoTAroM TphOX POOOUMX [HIB
Ha/la€ 3asiBHUKY MMCbMOBY BiZINIOBI/Ib Ta y pa3i BCTAHOBJIEHHSI MOXK/IMBOCTI peecTparjii
(repepeecTpaliii) 3asiBIeHOr0 JiKapChKOTro 3aco0y odopmisie JMCT-HarpaB/ieHHs Ha
ToIepeJHI0O Ta Crieljiajgi3oBaHy ekcrneptusy A0 LleHTpy i pekomeHAy€ 3asBHUKY
HaJ|aTH MaTepiaau peecTpaliiHoro Aocke A0 LleHTpy A/ 3[iICHEHHS iX eKCIepTU3u.
JIuct-HanpasieHHs MO3 Ha momnepejHIO Ta CIierjiasi3oBaHy eKCIIepTU3y BHOCUTHCS
J10 eJIeKTpPOHHOI 6a3u /laHuX.

Ha migcrasi ykiageHoro Mixk LIeHTpoM 1 3asiBHUKOM [OTOBOPY TIPOBOJAUTBHCS
eKCIepTH3a HaJlaHUX MaTepiasiB peeCTpaLjiiHOro JOChE.

3.4.3. TlepBrHHA eKcIlepTH3a 3asBU Ha JIiIKapChKUi 3acib, To/jaHui 3 MeTO Horo
Jlep>kaBHOI mepepeecTpaLlii, He 3[iMCHIOETHCS.

3.5. TTopsiiok TipoBe/ieHHs MoTepeHbOI eKCTIePTU3H.

3.5.1. ITica oTpumaHHs JiicTa-HaripaBiaeHHs: MO3 Ha rpoBe/ieHHs MonepeIHbOl
Ta Crewiaai30BaHOI eKCepTU3d MaTepialiB peecTpaliiHOr0 MAOChE JIIKapChbKOTO
3acoby 3asfBHUKOM TIiC/Id  OIUIAaTH  Jlep)KaBHOTO  300py 3a  peecTpailito
(epepeecTpailito) TiKapcbKoro 3acoby Ta BapTOCTi eKCIIepTHHUX POOIT MoAa0ThCs [0
LleHTpy Marepiaqd peecTpalliiHOrO [O0Cb€ 3 YypaxXyBaHHSIM peKOMeHZallil
KBasiikariiiitHol koMicii MO3 1110710 TUITy 3asiBU Ta BUMOT':

po3ainiB IX Ta X ygeoro Ilopsaky Tta gozatka 5 g0 uboro Ilopsaaky - A
peecTpaLiii;

po3ainy XII mboro ITopsiaKy - 771t TOMeONaTUUHUX JTIKapChKUX 3aC00iB;

po3aimie XIII ta XIV nporo IMopsaky - Ais TpaguLliiHUX JTiKapChbKUX 3acobiB
a00 iKapchbKuX 3aco0iB, AKi BUPOOJISIOTHCS 3TiIHO i3 3aTBEPPKEHUM IPOITHCOM;

po3zutiB IX, X, XI uysoro ITopsigky Ta gopatka 6 go uporo ITopsigky - y pasi
peectpariii API abo Airouoi peuoBHHHU.

PeecTpalliiiHi MaTepiaiu MOJArOThCSA BIJMOBIAHO A0 BUMOr po3zauty VI mwsoro
[Topsanxy.

Y pasi nepepeectpaliii HaAETHCSI KOMILIEKT MaTepialiB peecTpaLiiiHOTO A0ChE
BiZITTOBiIHO /10 AojaTKa 7 o 1boro [lopsaky. Jns TpafguliiHux JlikapcbKux 3acobiB
abo JikapCcbKUX 3aco0iB, sIKi BHUPOO/SIIOTHCS 3TifIHO i3 3aTBep/)KeHWM IPOTTHCOM,
Ha/IAa€ThC KOMIUIEKT MaTepiajiiB peeCTpaLiiiHOro 0ChE BiATMOBIAHO [0 JojaTka 8 10
uboro ITopszky.

Peectpaljilini MaTepiany [/ mepepeecTpaLii MOXKyTb MOAABAaTUCS BiJIOBIZHO A0
nojatka 5 abo 9 mo uporo IMopsiaky 3 ypaxyBaHHsaM Bumor po3zitis VII, VIII, IX Ta
X 1poro Ilopsiaky (3ameskHo Bifg oOpaHOro 3asBHMKOM (GopmaTy MaTepiasiB
peeCTpaLiiiHOr0 [A0ChE).

Y pasi pgepkaBHOI peectpariii (TepepeecTpariii) JiKapcbKuX 3acobiB, sKi
Hasle)kaThb /10 TPYIIH JIiKapChbKUX 3acobiB «MeauuHi rasu», 7o MO3 1oaeTbes 3asBa
3rifHo 3 pogatkom 2 Ao uboro Ilopsiiky, Marepiajid peecTpaLjiiHOTO JO0ChE
MOJArTLCS BiAMNOBIJHO [0 Mepesiky, HaBeJeHOoro y aogatky 6 mo uporo Ilopsigky,
JIOTIOBHEHOT'0 IHCTPYKLI€H /i1 MEJUYHOr0 3aCTOCYBaHHS, 3 ypaxyBaHHSIM BHUMOT
po3ainy XVI usoro Ilopsgky.
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[IpefcTaBHUK 3asiBHUMKA Ma€ rapaHTyBaTH JOCTOBIpHiCTb iHbopMmaliii, HaBegeHOT
y HaZlaHUX MaTepiajax peecTpaLiiiHOrO JOChE.

Ao mig yac ekcnepTu3d MaTepiasiB PeecTpaLiiMHOrO [IOCh€, TOAAHUX Ha
Jlep’kaBHY TiepepeecTpaliito, BUHUKae 1oTpeba BHECeHHs JOAATKOBUX 3MiH, 3asBHUK
Ha/la€ rapaHTIVHUM JIUCT [OZ0 CIJIATA BaPTOCTi eKCIIepTHU3U TaKUX 3MiH.

3a HagBHOCTI 3ayBakeHb LleHTpy 11040 BHeCeHHd 3MiH [0 MarepiasiB
PeeCTpaLiiHOro JI0Cb€ TeHeprKa, IOJAHOr0 Ha peecTpalito (mepepeecTpariito),
30KpemMa IHCTPYKLii [Ji1 MeJWYHOr0 3aCTOCYBaHHf, 3 MEeTOK TIpUBeJeHHs 1i y
BIATOBIJHICTE [0 3aTBepAyKeHOl IHCTPYKUii Jd MeJUUHOrO 3aCTOCYBaHHS
opuriHanbHOrO (pedepeHTHOro) MiKapchbKOro 3acoby, AOMYCKAETbCS BiJ[CTPOUEHHS
OT/JIaTH 3MiH, I1]0 3arpornoHoBaHi [leHTpoM, 6e3 3yMMHKYU eKCTIepTHUX POOiT.

[Tpu 11boMy 3asBHMK Ma€ abo HafaTv OOTPYHTYBAHHS BiJICYTHOCTI He0oOXigHOCTi
BHECEHHSI 3arporioHOBaHUX LleHTpoMm 3MiH, ab0 CIUIATUTU BapTiCTh TPOBEAEHHS
eKCITepTHUX pOOiT 3a 3arporoHoBaHi 3MiHu npoTsaroM 30 KaleHJapHUX JHIB 3 JaTh
HaZlaHHs L[eHTpoM 3ayBa’keHb 111010 HeOOXiHOCTI BHeCEHHS 3MiH /10 iHCTPYKLIii AJist
Me/IMYHOTO 3aCTOCYBaHHS reHepUYHOTO JIiIKapChKoro 3aco0y.

flkuio LleHTpoM paHille 3#iliCHIOBanacs eKClepTh3a [JOKIiHIYHUX Ta/abo
K/IIHIYHMX MaTepiasiiB, 3asiBHUK OIIauye€ TiJIbKK eKCIIePTHI poOOTH I[0/I0 AOJAaTKOBUX
MarepiasiB, AKILO TakKi €.

Y pa3i Koaud 3asgBHUK TPOTSIrOoM 3 MICALIiB 3 JaTh OQIl[iiHOrO OTpUMaHHS
pekoMeHAallii kBamidikariiHoi kKomicii MO3 He mnogae ao lLleHTpy BiAmoBigHUX
MarepiasniB peecTpaliMHOro gocbe, LleHTp Hagae MO3 pekomeHaLlii 100 3HATTS
3asBU 3 po3ryisgay. MO3 mpoTsirom 5 pobourx AHIB po3r/isifae HajlaHi peKoMeHallil
Ta MPUUMAE pillleHHs 100 BiAMOBU Y Jep)KaBHil peecTpallil, 1[0 3aTBePIKY€EThCS
Haka3oM MO3. TIpo npuiinsite pieHHst MO3 y cTpok g0 10 pobounx AHIB TMCHEMOBO
NoBiZioM/sie 3asiBHUKA. [Ipu 1[bOMYy peecTparfiiHuii 36ip Ta BapTiCTb MpOBeAEHHS
eKCTIepPTHUX POOiT 3asBHUKOBI He TOBEPTAIOThCS, ajie 3a Oa’kKaHHSAM 3asiBHUKA MOXKYTh
OyTH BUKOPHCTaHi /151 OT/IaTH iHIIIMX HOro eKCriepTHUX pooiT y LieHTpi.

Hapani Taka 3asiBa Moxke OyTu nozasa 10 MO3 B ycTaHOB/IEHOMY TIOPSIZIKY.

3.5.2. IlonepeHs eKcriepTH3a MaTepiasiB peecTpaljiiHOr0 10Ch€e Ha JIiKapChKUU
3acib, 1110 TOJA€EThCS Ha [lep)KaBHY peecTpallito (repepeecTpailito), TTOUMHAETHCS 3
JlaTh OTpPUMaHHS MarepiasiB peecTpaljiiHOro0 [J0Ch€, C()OPMOBAHUX BIiJTOBITHO [0
oOpaHOro 3asBHMKOM Ta pekomeHzoBaHoro MO3 tury 3asBu. [HbopMmaliis mpo 1je
BHOCUTBCS [I0 e/IeKTPOHHOI 6a3u JaHuX.

[TomepeiHIO €KCTIEPTH3Y MaTepiasliB peecTpariiiHOro J0ChE TiKapChKOro 3acoly
3IMCHIOKOTD €KCIIePTH 3 MUTaHb peecTpatil LleHTpy.

TepmiH BifiICTPOUEHHSI HaJlaHHS 3aCBiJUeHOI KOIIii JJOKYMEeHTa, 110 MiJATBepKY€
Bi/ITIOBiZIHICTb YMOB BHUPOOHMIITBA JIiKAPCHKOTO 3aco0y BUMOTaM 0 BHUPOOHMIITBA
nikapcbKux 3acobiB B YKpaiHi (Hame)KHOI BUPOOHWYOI TPAKTHKW), HE BXOJUTH 0
BCTAaHOBJIEHMX 3aKOHOZABCTBOM CTPOKIB TPOBE/IEHHSI €KCIIePTHU3U DPeeCTpaLjiiHuX
MatepianiB. IlomepesHsi ekcrepTU3a peecTpaliiHUX MarepiajiB  3ZiMCHIOETbCS
nipotsiroM 14 pobounx AHIB. 3a pe3y/bTaTaMM MOTepeIHLOI eKcriepTu3u LleHTp Hazae
3asiBHUKY NMMCbMOBY BiZIMIOBi/Ib Ta 3aHOCUTH Bi/IMOBiAHY iH(OpMaLlit0 10 eIeKTPOHHOL
6a3u maHMX.
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3.5.3. IIpu HeraTMBHUX pe3y/bTarax IorepeaHbol eKcrepTrusy LleHTp MucbMOBO
TIOBiZIOM/IsIE 3asiBHUKA TIPO Te, IIJ0 MaTepiasy peecTpalfifHoro AOChE He MOXKYTh OyTH
Hampas/ieHi Ha CrieLjiasi3oBaHy eKCIepTusy, JOK/JaJHO 3a3HAauuBIIU MiJCTaBu 3
MOCWIaHHSAM Ha HOMEpH PpO3[iMiB, T/aB, CTaTed, MYyHKTIB I1[boro Ilopsiaky, abo
0JJHOpPA30BO 3aMUTY€E y 3asiBHUKA J0AATKOBi ZlaHi Ta/abo iHdbopMaiiito, HeoOXigHi A/s
3abe3reyeHHs]  BiJMOBIAHOCTI MaTepiajiB  peecTpaLiiHOTO /I0ChE BUMOTraM,
BCTaHOB/ieHMM LuM [lopsigkom. Komisg Takoro svcra Hampasiasietbcsi 10 MO3 Ta
BHOCHUTBCS [I0 €/IeKTPOHHOI 6a3u IaHUX.

3assBHMK Ma€ HaZaTHM JoJaTKoBi faHi Ta/abo iHdopmarljito 3rigHo i3
3ayBaykeHHsIMU LleHTpY y cTpok Ao 90 pobounx AHIB y pa3i peectpaiiii abo B CTPOK 70
60 pobouux mgHiB y pa3i mepepeectpariii abo micta 3 OOTpYHTYBaHHSIM TEpPMiHiB,
HeoOXimHUX /151 X JooripaiftoBaHHs. Lls iHdopMaliisi BHOCUTLCS MPOTAroM 3 pobounx
JHIB 710 eJIeKTPOHHOI 0a3u /laHuX.

Yac, moTpibHMII A/ THATOTOBKM Ta TIOAAHHS [JOAATKOBUX JaHUX Ta/abo
iHdopwmatiii, He BXOJUTh [0 CTPOKY MPOBeJIeHHsI TorepeJHbOI eKCIIepTU3H.

LleHTp Ma€e MNPUWHSTHA [JOOMNPALIbOBaHI 3assBHUKOM Marepiajyd peecTpaLiiHOro
JIOChE TIPOTSATOM 3 poOOUMX AHIB MiC/isA 3BepHEHHS 3asBHMKA Ta BHECTH OTPUMaHY
iHdbopMaiiito /10 eeKTpoHHOI 6a3y JAHKX.

Ski1io 3asBHUK He Hazlae LleHTpY mojaTKOBi AaHi Ta/abo iHdopMailiito abo Hajjae
ix y HeroBHOMYy 00cCsi3i, a TakoXX SIKIL[0 HaJlaHi 3assBHUKOM [IO/IaTKOBi JaHi Ta/abo
indbopmariiss He 3abe3reuyrOTh BiJTOBIJHOCTI MaTepiajliB peecTpaliiHOrO JOChE
BCTAaHOBJIEHUM BHMOraM (3a BHHSTKOM 3aCBiJueHOI KOmii [JOKyMeHTa, L0
TMiITBEPIPKYE BiJIMOBiHICTE YMOB BHUPOOHMUIITBA JIiKapCHKOTO 3aco0y BHUMOraM /[0
BUPOOHMIITBA JiKapChKKUX 3acobiB B YKpaiHi (HameXHoi BUPOOHUUOI TIPAKTHKH)), TO
Lentp Hazmae pekomeHganii MO3 mofo BiAMOBA B [ep)KaBHiM peecTparllii
(mepepeecTpaiiii) iKapcbKoro 3aco0y.

MO3 mporsiroM 5 pobounx [AHIB pO3T/IsSZa€ TaKy peKOMeHJaIlifo Ha
KBasTi(ikaLiHili KOMICIi i Mpo NpUUHSATE pillleHHs MMOBiJOMJISE€ 3asBHUKA B NMMCbMOBIU
dopmi y ctpok o 10 poboumx aHiB. Pimenns MO3 mipo BigMOBY B JeprkaBHii
peectpaljii (mepepeectpariii) Jiikapcbkoro 3acoby Moxke OyTH OCKap)KeHe Y
BCTaHOBJIEHOMY 3aKOHO/|aBCTBOM MOPSIZKY.

[lpu 1pOMYy peecTpaliiHuii 306ip Ta BapTiCTb TMpPOBe/leHUX EKCIIePTHUX pPOOiT
3assBHUKOBI He TIoBepTalOThcsl. Hagami Ha Oa)kaHHS 3asBHMKA Marepianu 3
ypaxyBaHHAIM 3ayBakeHb LleHTpy T1OZjal0TbCA Ha  [iep)KaBHY peecTpaLjito
(mepepeecTpallito) TiKapchbKOro 3aco0y B YCTAaHOBIEHOMY TOPSIAKY.

3.5.4. Y pa3i BINOBIAHOCTI MaTepiasiB peeCcTpaLlikHOr0 [AOChE JIKAPChKOIO
3aco0y BiJIOBiZIHO [0 TUITY 3asiBU Ta BUMOT Po3AiiiB ITopsaKy Ta AoJaTKiB 10 1[bOTO
ITopsaxky, BU3HaueHWX y MiANYHKTI 3.5.1 [pOro IyHKTy, BCTaHOBJIEHHWX 3@
pe3y/bTaTaMM TMOMepeJHbOI eKCIepPTU3U MaTepialiB peeCcTpaliiiHOrO [10ChbE, BOHU
HamnpaB/sAlOTBCS  HA  Crielfiali3oBaHy eKCrnepTudy, Mpo 1o LleHTp mNucbMOBO
TIOBiZIoM/IsIE 3asiBHUMKA Ta BHOCUTH BiAMOBigHYy iH(opMaliito 10 eneKTpoHHOI 6a3u
JlaHUX.

3.6. ITopsgoK npoBejeHHs CrieLjia/ii30BaHol eKCIIepTU3H.

3.6.1. CrewjianizoBaHy eKCepTU3y MarepiajgiB peecTpaliiHOrO /I0Ch€
nMiKapchbKoro 3aco0y 37iHCHIOITh eKCepTd 3 IWTaHb peectpalfii  [leHTpy i3
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3a/IyUyeHHsIM T103allUTaTHUX eKCIIepTiB Ta KOHCY/IbTAHTIB, METOK SIKOI € CKJaJaHHS
BMOTHBOBAHOTO BHCHOBKY II[0/I0 MOTO e(eKTHUBHOCTI, Oe3MeKu Ta SKOCTi, y TOMY
UMCJIL eKCrepTy3a MeTOiB aHai3dy, sKi MICTATbCS Yy TPOEKTI MeTOZIB KOHTPOJIO
akocti (mami - MKS), mogo gorpumanHs Bumor [I®Y Ta/abo EBporielichbKoi
(dapMakomei, a 3a BiICYTHOCTI BUMOr y LUX (apmakoriesx - iHIIMX MPOBiAHUX
(dapmakorneli (bputanceka papmakones;, papmakones: CIIA, ¢papmakones AnoHii).

SIKI0 3asiBHUK KepYeTbCs BUMOTraMHU HallioHa/lbHOI (apmakoriei abo iHIIHX
dapMakoney, CTaHJapTA SKUX BIiAMOBiJalOTh cTaHAapTam [IdPY, €Bponeicbkoi
dapmakoriei, To ocuaHHS Ha Taki apMakoriei € MPUUHATHUMU Ta He MOTPeOyrOTh
BHECEHHS1 3MIiH [0 MaTepiajiB peecTpaliMHOrO [J0Ch€ 3 METOH TIpHUBEJEHHS Y
BignoBigHicTe g0 JPY abo €Bpormeiicbkoi ¢dapmakoriei. s iHdopmaljiss Mae OyTu
BifloOparkeHa eKCIepTOM 3 IMUTaHb peectpariii [leHTpy, 1110 Hagae pekoMeH allii MO3
y UaCTHHI SIKOCTi JIiIKapchbKOT0 3aco0y, y CBOEMY €KCIIEpTHOMY BHUCHOBKY.

SIKmmo mikapchbkui 3acib, Ha SKWW TOJaHO 3asiBy TPO JiepKaBHY peeCTpariiro
(mepepeecTpaiiito), OyB 3apeecTpOBaHHWM peryJATOPDHAMU OpraHaMH [iepiKaB, sKi
KepyHTbC BUCOKMMU CTaHJapTaMyd [0 $KOCTi, IO BIJAMNOBIJalOTh CTaHJapTam,
pekomeHjoBaHUM BOQO3, Ta HaflaHi MaTepiayd peeCcTpaliiitHoOTo A0Cke Oyu OIfiHeHi y
paMKax HaBe/leHOI TIpOoLelyph TaKUMHU PeryJjsiTODPHUMU OpraHaMu, BiJ| 3asiBHUKA He
BUMaraeTtbCsi BHOCMTH 3MiHM [0 MKSH 3 mnocwiaHHsAM Ha CTaHJapTd, W10
3aCTOCOBYIOTbC B YKpaiHi. [lpu 1pomy Oyab-siki BigMiHHOCTI y crierjudikariii
nikapcbKoro 3aco6y 3 papMakoneiHMMHY BUMOTaMU 3asiBHUK Ma€ OOTpyHTYBaTH.

3.6.2. Ilig yac TmipoBedeHHs Criel[ia/Jli30BaHOI  eKCIepTU3u  MarepiasiB
PeeCTpaLiiHOTO [0Che 3 METOK OZiepyKaHHS [0JaTKOBUX JaHUX 1I0A0 e(heKTUBHOCTI,
Oe3meKu Ta SIKOCTi JIiKapChbKOTO 3aco0y LIeHTp Mo)Ke IBOpPa30BO 3aIlMTaTH y 3assBHUKA
HeoOXi/[Hi 0/IaTKOBi MaTepia/iy 3 MOCHAaHHSAM Ha HOMEpPU PO3iMliB, IJaB, CTaTeH,
MyHKTIB 1boro Ilopsaky, mpu LbOMY He [OMYCKAETbCS HOBUX 3alMTIB 100
MarepianiB, fKi BXe PO3IJISIZanucid eKCIepToM, y TOMY UHWC/L Miff yac CKJlaJaHHS
BUCHOBKIB 3a pe3y/ibTaTaMM eKCIepTU3U. 3ayBa)KeHHs [0 MaTepiasiiB peeCcTpaliiiHOro
JIOChE, 1110 BUKJIA[AI0ThCA Y 3anuTax L{eHTpy [0 3asiBHMKA, BHOCATHCS [0 e/IeKTPOHHOT
6a3u maHUX.

[leHTp Ma€ TPUWHATH [A0OMpallbOBaHI MaTepia/v MpOTIroM 3 poOouux JHIB
Tic/1si 3BepHeHHsI 3asiBHUKA Ta BHECTU OTpHMMaHy iH(opmallito 10 eleKTPOHHOI 6a3u.

SAxio 3asaBHUK npoTsiroMm 90 pobounx AHIB Ticas Apyroro 3anuty LleHTpy 1110710
JIOIATKOBUX MaTepiajliB He Ha/CW/Ia€ I[UX MaTepiajiB, abo He OOIPYHTOBYE iHIIIMIA
CTPOK HaJlaHHSI MarepiajiiB, abo Hamae iX y HeMOBHOMY 00cs3i (3a BHHSITKOM
3acBifueHoi Kormii AOKyMeHTa, IO ITiJTBePIPKY€ BiAIOBiHICTH YMOB BHPOOHHIITBA
miKapcbKoro 3aco0y BWMoOraM [0 BHUpPOOHMIITBA JIiKApCHKHX 3aco0iB B YKpaiHi
(Hane>xHoi BUpoOHUYOI MpakTHKK)), LleHTp Hagae pekoMeHzarii MO3 1moz0 BiAiMOBU
B ZiepyKaBHili peecTpaiiii (Tiepepeectpatriii) JikapcbKOro 3aco0y.

MO3 mnporsiroM 5 pobourx [JHIB pO3r/sijla€ TaKy peKOMeHJallito Ha
KBamiQikainHii KoMicii i npo mnpuiHATe MO3 pillleHHs], 10 3aTBepI)KYeTbCS
Haka3oM, TIOBiJJOMJISIE 3asBHMKA B MUCHMOBIiM ¢dopmi y cTpok f0 10 pobounx AHiB.
PiiieHHs1 Ipo BiZIMOBY B Jiep)KaBHili peecTpaiiii (riepepeecTpaiiii) 1ikapcbKoro 3acooy
MoO>Ke OyTH OCKap>keHe y BCTAaHOB/IEHOMY 3aKOHO/]JaBCTBOM TOPSIZIKY.
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[Tpy oMYy peecTpalliiHui 30ip Ta BapTiCThb IPOBEAEHHS EKCIIePTHUX POoOiT
3assBHUKOBI He TIOBepTaloThbCcs. Hapgami, Ha OaaHHS 3asBHMKA, Marepianu
peeCTpaLiiHOro OChE 3 ypaxyBaHHsIM 3ayBakeHb LIeHTpy Mozar0ThbCA Ha JeprKaBHY
peecTpaljito (mepepeecTpallito) TiKapChbKOro 3aco0y B YCTAHOBIEHOMY TODSIJIKY .

3.6.3. [Ilig uyac TIpoBeleHHs CIiel}ia/li30BaHOI  eKCIepTU3d  MarTepiasiB
peecTpaljiiHoro gocke LleHTp Moxe pekomeHAyBaTH MO3 HampaBUTH JliKapChbKUM
3acib Ha 0ZlaTKOBi BUNIPOOYBaHHS Ta/ab0 A0JaTKOBY €KCIepTH3y 3TiIHO 3 po3/iaMu
XIX ta XX wuporo IMopsgky. Ksanidikauiiina komicis MO3 npoTsirom 5 pobounx
[JHIB poO3r/sifla€ HajJaHli MaTrepiany Ta Haja€ BiAnoBiAHI pekoMmeHpalii MO3. IIpo
nipuitHsiTe pimenHss MO3 y ctpok 10 pobounx AHIB MMCbMOBO TTOBiZJOMIISIE 3asiBHUKA.

HNopaTkoBi  BUMPOOyBaHHS  MOXKYTh  BK/IIOUAaTH  BUMNPOOyBaHHS  IIOAO:
dapmaleBTUUHOI  pO3POOKM JiKAapChKOro 3aco0y, MAOKTHIYHMX —IOC/iPKeHb,
edeKTUBHOCTI Ta/abo Oe3rmekHd JliKapchKOro 3aco0y, OiogocTtymHOCTI  Ta
eKBiBa/IEHTHOCTi TeHEPUYHUX JIiKapChKUX 3aC00biB.

HNopaTkoBi  BUMPOOyBaHHS — 3iMCHIOIOTBCSA THC/AA  OIJIaTHM X  BapTOCTI,
YCTAQHOBJIEHOI ~ [OrOBOPOM  MDK  3agBHMKOM  Ta  3aK/J1aZloM  OXOpPOHU
3/I0POB’s1/yCTaHOBOIO, IT[0 TIPOBOZAMTD TaKi BUMPOOyBaHHS.

Pe3ynbTaTH [0/IaTKOBUX BUIIPOOYBaHb MOJat0ThCs A0 LleHTpy A5 TIpOBe/IeHHsI
X creriiasi30BaHOiI eKCIIepTUsH.

Yac, noTpibHMI A5 TIPOBeIeHHs [10/IaTKOBUX BUIIPOOyBaHb, Ta IX BapTiCTh He
BXO/ISITh /10 CTPOKY i BapTOCTi eKCIepTHUX PobiT.

[Ipo 3aBepilieHHs1 crieljianizoBaHoi ekcrepTusu lLleHTp iHpopMye 3asiBHUKA
MMUCBMOBO.

3.7. llicng 3aBeplieHHd T[IPOBeJeHHs Crielliasi3oBaHol ekcrieptyusu LleHTp
MPOTSAroM 5 pobouux [HIB CK/lajae Ta Hampaeasge 70 MO3 yMOTHBOBaHi BHCHOBKH
mozAo edekTUBHOCTi, Oe3rmeKu Ta SKOCTI JiKapcbKoro 3acoly, [0 SKUX [0[ja€
3aCBi/[ueHy KOIIif0 JIOKYMeHTa, 1[0 ITi/[TBeP/AKY€E BiJMIOBiHICTb yMOB BHUPOOHHUIITBA
miKapchbKoro 3acoly, TIOJ@aHOTO Ha peecTpallito (TepepeecTpaliio), BUMOTaM [0
BUPOOHUI[TBA JIIKAPCHKUX 3acobiB B YKpaiHi, BufaHoro Jlep>kaBHOIO CIyKOO0IO
YKpaiau 3 /iKapChbKHUX 3acobiB, i pekomeHye abo He peKOMeH/ye JIiKapChbKUi 3acib
Jl0 iep>KaBHOI peecTpaliil (epepeecTpatiii).

[HpopMaLiis Tpo cKnafaHHs Ta HarpasseHHs 10 MO3 yMOTMBOBaHMX BUCHOBKIB
1110710 e(eKTUBHOCTI, Oe3reKH Ta SKOCTi JTiIKapChbKOTo 3aco0y, a TaKo)K CaMi BUCHOBKH
BHOCSITBHCS [I0 e/IeKTPOHHOI 6a3u JaHUX.

Lentp Takox pekomenaye MO3 10 3aTBepyKeHHs IHCTPYKLIO [Jisi MeAUUYHOT O
3aCTOCYBaHHSI Ha JIiIKapChbKHM 3acib 3a ¢opmoro, HaBe/leHOO y AoAaTKy 10 70 1boro
[Mopsigky, dapmakorieliHy cTaTrTio abo MeTOJu KOHTPOJIO SKOCTi, 10 MiCTSTh TE€KCT
MapKyBaHHSI YIIaKOBKW, Ta PEKOMEHAY€E A0 MOTO/KeHHS TeXHOJIOTIYHUM perjiaMeHT
abo TexHosOrif0 BUpOOHMUIITBA. 3a Oa’kaHHSM 3asiBHUKA LIeHTp MOXKe peKOMeH/yBaTh
MO3 f10 3aTBep/KeHHS] KOPOTKY XapaKTePUCTUKY Ha JiKapChKuii 3aci0.

Ha migcraBi noganux LleHTpomM BUCHOBKIB Ta pekomeHzanii MO3 y MicsSuHUA
CTPOK TIiC/IA iX OTPpUMaHHS TIpUMMAE pillleHHs], 1110 3aTBepKyeThcsl HakazoM MO3
TIpO JiepkKaBHY peecTpaljito (TiepepeecTpaliito) JikapCcbKoro 3acoby abo mpo BiJMOBY B
Jlep>KaBHil peecTtpailii (mepepeecTpaiiii) /ikapchbKoro 3aco0y, i po3millye 1ieii Haka3s
Ha CBOeMY 0iliiHOMY CaWTi.
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PitlleHHsIM TIPO ZiepKaBHY peeCTpallit0 3aTBepKYHOThCsl (hapMakorieiiHa CTaTTs
abo MeToJu KOHTPOJIFO SIKOCTi JIIKapChKOro 3aco0y, IO MiCTATh TeKCT MapKyBaHHs
MEePBUHHOI Ta BTOPMHHOI (3@ HAsIBHOCTI) YMAaKOBOK, IHCTPYKLif /i1 MeAUYHOIO
3aCTOCYBaHHSI JIiKapCbKOTrO 3aco0y, 3MAilCHIOETbCS TIOTO/KEHHSI TeXHOJIOTiuHOTro
persiaMeHTy abo TexXHOJIOTii BUPOOHULITBA JTIKapCHKOTO 3ac00y, a TaKOX JIiIKapCbKOMY
3aco00y TPUCBOIETHCS PEECTpaLliiHUi HOMep, $IKMM BHOCUTLCA 110 [lep)kaBHOTO
peecTpy JiKapchbKHUX 3acob6iB Ta MiKBizomuoi 6a3u JaHUX TIPO 3apeecTpoBaHi B
YKpaiHi mikapceKi 3acobu. 1o Jlep)kaBHOTO PeeCTpPYy 3aHOCUTBLCS iHMopMmallisi 11070
MO>K/TUBOCTI PeK/laMyBaHHS TiIKapChbKOT0 3aco0y.

36epiraHHs JOKYMeHTiB, HaBefleHUX Yy 1jboMy ITopsgKy Ta AjojaTKax /[0 HbOTO,
SKi HaJarTbCs 3asBHUKOM 3 METOK Jep)KaBHOI peecTpalii (mepepeecTpatiii),
30IUCHIOETBCS LleHTpoMm.

Bupaua 3atBeppkeHnx MO3 npu peecrtparii (mepepeecTtpaliii) J1iKapCbKOro
3acoby JOKYMeHTiB Ha JiKapChKWM 3aci6 3piticHioeTbcsi MO3 3a MPUHIUIIOM
«ENVIHOI'O BIKHAa».

3.8. Jlikapcekuii 3aci6 He Moxe OyTH peKOMeH/OBaHUM [0 Jep>KaBHOI
peecTpaliii, AKI0 3a pe3yjbTaTaMM CIiel[iasi30BaHOl eKCIepTHU3u He TiATBepAUINCH
BHUCHOBKH ITI0/I0 I0T0 e)eKTUBHOCTI, Oe3MeKH Ta SIKOCTi, a came:

nMiKapCchKuM 3acib mKignuBuii /s 30pOB's MIOAUHU (TlepeBa)kaHHSI PU3UKY Bif
3aCTOCYBaHHS JIiIKapCbKOr0 3aco0y Hajl OUiKyBaHOI KOPHCTIO) Ta/abo TepareBTHYHA
edeKTUBHICTb 3ac00y BiZICYTHS 3a YMOB 3aCTOCYBAaHHS 3TiIHO 3 iHCTPYKIIi€IO /s
MeJJMYHOT O 3aCTOCYBAHHS;

CK/JaZi JIiKapChbKOTO 3aco0y He BiAmoBizae 3a3HaueHOMY B Marepiajax
peeCTpaLiiiHOrO0 0ChE;

MaTepiaayd peecTpaljikiHOro JOCh€, 110 J0Jal0ThbCS A0 3asiBU, He BiJIOBiAAalOTh
BuUMoOram Liboro Ilopsaky Ta Jo[aTKiB 10 HBOIO;

SKIIIO Tl 4Yac TIpOBeJleHHs CIieljia/li3oBaHOl  eKCIepTU3d  MarepiasiB
peecTpaljiitHOro ZI0Ch€ Ha JIiKapChKUi 3acif, 1110 MiCTUTBL Ty camy Zitouy peuyoBHHY,
mo ¥ pedepeHTHUI/OpUTiHAIBHUM JIiKapCbKUM  3acib, Oyno BuUsAB/IEHO, II0
BHUKOPHCTaHO abo rmocusianvch Ha iHdopMariiro 1mo10 eeKTUBHOCTI Ta 6e3rneKu 1jboro
pedepeHTHOr0/OpUTiHAIBLHOTO JIiIKApCHKOTO 3aco0y, 3apeecTpoBaHOTO B YKpaiHi
BIIepIlie Ha MiJCcTaBi MoZaHoi B MOBHOMY 00csi3i (1oBHOI) peecTpaljifinoi iHdopmatiii,
y Tiepion,  paHille HiK 3@ 5 POKIB 3 [AHA  Tepmol  peectparii
pedepeHTHOr0/0pUTiHAIBHOTO JTIKaPCHKOTO 3aco0y B YKpaiHi. 3a3HaueHa BUMOra He
MOLIMPIOETHCS Ha BUMAAKW, KOMM 3asfBHUK BiAMNOBIJHO [0 3aKOHY OJlepkaB IIpaBO
TOCU/IaTUCS Ta/abo BUKOPUCTOBYBaTH peecTpaLiiHy iHdopmatiito
pedepeHTHOr0/0pUTiHaIbHOTO  JTIKAPCBKOTO 3aco0y abo TofaB BAACHY IIOBHY
peecTpalliiiHy iHdopmaliito, 1110 Bi/INOBi/la€ BUMOraM /10 peecTpailiiiHoi iHpopMariii
pedepeHTHOr0/OpUTiHATBHOTO  JIIKApChKOTO 3acoby abo B iHIMX BUIIAJKaX,
riepezibaueHrx craTteto 9 3akoHy Ykpainu «IIpo ylikapchki 3aco6m»;

SIKIL[0 BHACJTIJIOK Takoi peectpauii OyJyTh MOpPYIIeHi 3axUiljeHi MMaTeHTOM UWHHi
MaliHOBi TipaBa iHTe/leKTya/bHOI BJACHOCTI, y TOMYy YHWC/Ii TIpU BUPOOHMULITBI,
BUKODUCTaHHI, MpOJAaXy JiKapcbkux 3aco0iB. BizoMocTi mpo ¢akT Takoro
nopyLieHHs HagaroTbcss MO3 Ta LleHTpy.
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3.9. LleHTpoM y pa3i HagBHOCTI TIIiICTaB LIOL0 HEMOXXJIUBOCTI Jep>KaBHOL
mepepeecTpariii  JiKapCbKOro 3aco0y TIO/al0ThCsA  BiJTIOBiHI  BUCHOBKM  Ta
pekomeHJallii Ao kBamidikaijitinoi kowmicii MO3. 3a BiACyTHOCTI Takux mMifcCTaB
LleHTp yKnazia€e JOTOBIp i3 3asBHUKOM I[O/0 €KCIePTU3W MaTepiasiB peeCcTpaliiiHOro
[IOCBE TIPO TepepeecTpaLiito Ta IPOBOAUTS MOMePe/IHI0 Ta Crieljiani3oBaHy eKCIepTUsy
BIATOBIZIHO 10 BUMOT Ljboro [Topsaky.

3.10. Jlikapchkuii 3acib He Mo)Ke OyTHM peKOMeHJOBaHWN [0 JeprKaBHOI
repepeecTpaljii, SIKIIIO Mifi Yac MpOBe/leHHs] eKCIepTHU3u MaTepialiB peeCcTpaljiiHOro
JIOCb€e 3a pe3ysbTaTaMy (papMakoHar/sigy Oy/o0 BCTaHOBJIEHO, 1110 JIiKapChbKUM 3acib
WIKIJIMBUM A1 3[0POB'Sl  JIIOAWHU (MepeBakKaHHS PU3MKY BiJ] 3aCTOCYBaHHS
miKapchbKoro 3acoby HaJ| OUiKyBaHOHO KOPHCTIO) Ta/abo TeparieBTMUHA e(eKTHBHICTh
3aco0y BiZICYTHS 3a YMOBU 3aCTOCYBaHHSI 3TiHO 3 iHCTPYKIIi€IO IS MeAMYHOTO
3aCTOCYBaHHS.

Y nmepepeectpailii TakoK Mo)ke OyTH BigMOB/IeHO, SKIIIO MaTepianu
PeEeCTPaL[iMHOrO I0ChE He BiAMOBIat0Th BUMOraM, BCTaHOBeHUM LM [lopsakom.

[Tpo nmpuiiHATe pilieHHd WOA0 BigMOBU y mnepepeectpayii MO3 y crpok go 10
pobounX JHIB HaZICU/IA€ 3assBHUKY MMCbMOBY MOTHBOBAHY Bi/ITIOBifb.

3.11. 3a HasBHOCTI 00'€KTMBHMX Ta OOIPDYHTOBAaHUX TPUYMH i y BUIMAJKax,
BUKJIaJIeHUX y NyHKTI 4.7 riaBu 4 po3giny VII nporo [lopsaaky Ta y rnasi 5 po3ainy X
1boro IlTopsiKy, mic/iss KOHCy/AbTalliki i3 3asBHUKOM JiKapChbKHMM 3acib Moxe OyTu
PEKOMeH/I0BaHUM 10 [iepP>KaBHOI peecTpaLlii 3a YMOBU [OZep>KaHHS 3asiBHUKOM TaKUX
3000B's13aHb:

TIPO/IOBXXKYBATH JOCIiPKEHHS 1[0/I0 TIKapChKOTo 3aco0y Mic/Is peecTpatiii;

TOBioMIsITH TIpO TI06iUHi peakiiii Ha JikapchKuii 3acio.

3.12. Y pasi He3roau 3 pe3yibTaTaMy IOIepegHbOI Ta/abo crierfiasizoBaHOl
eKCIepTU3U 3asBHUK MOyKe OCKapXuTu pimeHHs Llentpy no MO3 npotsarom 30
pobounx AHIB 3 JaTH WOro ofepskaHHS. BiaroBigHi marepianu ansi oOrpyHTYBaHHS
OCKap>KeHHsI MaloTb OyTH HaZiaHi 3asBHUKOM 10 MO3 mpotsrom 30 pobouux [gHIB
TiCJIs1 TIOZ@HHS TaKOTO OCKAapyKeHHS.

[entp 3a HampaBseHHsASM MO3 37iMCHIOE Criellia/li3oBaHy €KCepTU3y HaJaHuX
3asiBHUKOM /10/IaTKOBMX MaTepiasiB y cTpok 7o 60 pobounx AHIB 3 aTH iX o/jep>KaHHS
Ta Hajla€ BiAmoBigHI obrpyHTOBaHi pekomeHpalii MO3. MO3 y MicauHul CTpPOK
rpyiiMac BiJTIOBi/IHe pillleHHs], MPo 1110 iHhOPMY€E MMCbMOBO 3asiBHUKA.

3.13. 3a OakaHHAM 3asiBHWKa LIeHTpP Haja€ 3asBHUKY JOCTYIl Z0 OKPEMHUX
PO3Mi/MB eNeKTPOHHOI 0a3W MaHMX Y YacCTHHiI JiKapCchKuX 3acobiB, TogaHUX 3a
Hanpas/ieHHIM MO3 Ha ekcneptusy g0 LleHTpy. YMOBM JOCTymy 3asiBHUMKA [0
OKpeMHX pO3AiJiB eeKTpOoHHOI 0a3u BU3HAUAIOTHBCS yMOBAMU [JOTOBOPY Ha
TIPOBe/IeHHs1 eKCIIepTU3H, YK/IaJeHOro MiXK 3asiBHUKOM Ta LleHTpoM.

IV. IIOPAJOK ITPOBEJEHHSA EKCIIEPTN3U MATEPIAJIIB ITPO
BHECEHHS 3MIH /10 MATEPIAJIIB PEECTPAIIMHOI'O JOChE HA
JIIKAPCHKHUM 3ACIB
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4.1. TlpoBefieHHIO eKCIepPTU3M 3a OakaHHsSM 3asBHUKa TIepefiye HaJaHHS
LleHTpOM 0€3KOIMITOBHUX KOHCY/bTALiM 3 MHATaHh BHECEHHS 3MiH /10 peecTparjiiHuX
MaTepiasiiB Ha JIikapChbKUi 3acib.

4.2. 3asiBHUK 3000B's3aHuii noBigomut MO3 npo Oyzb-siki 3MiHU, HaBefleHi y
mopatky 11 go ywsoro Ilopszaky Ta B mignyHkrax 4.2.2 - 4.2.4, 4.4.4 nporo posginy,
I[0/I0 3apeECTPOBAHOIO JIIKAPCHKOTO 3aco0y 3 HaJaHHAM BHUepITHOi iHdopmaliii 1mpo
MPUUYMHM [MX 3MiH Ta iX MOX/IMBUM BIUVIMB Ha edeKTUBHICTh, Oe3meKy, SIKiCTb
nikapcbKoro 3aco0y i BHECTH Bi/[TIOBiiHI 3MiHM /10 MaTepia/liB peeCcTpaljiiHoro /0ChE.

4.2.1. 3a xapakTepoM 3MiHM K1acu(iKyrOTh Ha:

3MiHM TUTy IA - He3HauHi 3MiHH, 110 BHUSIB/SIOTH HEe3HAUHWM BIUIMB ab0 He
BUSIB/ISIFOTh BIUIMBY Ha sIKiCTb, Oe3meKky Ta e(eKTHBHICTh JiKapChbKOro 3acoly, sKi
CTOCYIOThCS BHECEHHs TMOMpaBOK /0 3MICTy MarepiasiB peecTpaljiiHOrO [OChE,
MOJJaHUX Ha MOMEHT TIPUUHSATTS PpillleHHs TIpO peecTpalito (repepeecTpallito)
niKapchKoro 3aco0y, i He MOTpeOyIOTH MOTO HOBOI peecTpatiii;

3minu Tury 1B - He3HauHi 3MiHH, 5IKi He MOXKYTb OyTu 3MiHamu Tumy IA Ta Tuny
I1 i He moTpeOyIOTH HOBOI peecTpariii;

sMiny tuny Il - 6yzab-Aki 3MiHU [0 MaTepiamiB peecTpalfiiHOrO [OChE, IO He
NoTpeOyIOTh HOBOI peecTpariil JIiKapchbKOro 3aco0y Ta MOXKYTb BHSIBASTA 3HAUHUN
BIUIMB Ha MOTO SKiCTb, 6e3meKy Ta eheKTUBHICTb, ajie He MOXKYTh PO3IJISIIaTHUCS 5K
3minu tTuny IA Ta Ib.

4.2.2. TepMiHOBiI 3MiHM, 1[0 CTOCYIOThCSI 0Oe3reKu JiKapchbKoro 3acofy, -
TEePMIiHOBI TUMYACcOBi 00Me>KeHHsI, TTOB'sI3aHi 3 0e31eK0I0 BUKOPUCTAHHS JIiIKapChKOTO
3aco0y, SIKi BITPOBAPKYIOTHCS 3asIBHUKOM Yy pa3i BUSB/IEHHS PHU3UKY /I 37I0POB'S
JIOJVHU TIPM 3aCTOCYBaHHI 3apeecTpOBAHOro (MepepeecTpOBAaHOI0) JIiKAPCHKOTO
3acoby. TIpo KO)KHY TIpUUMHY, XapakTep i [JaTy repej0auyBaHOTO BBeJEeHHS B if0
THMYaCOBHUX TE€PMIiHOBHX OOME)XeHb 3asBHUK IIOBiJjomisie HerakiHO LleHTp. Y pasi
SIKIIIO TIPOTSIroM 24 roAWH 3 MOMEHTY OTpMMaHHS Takoi iHdopmallii B LleHTpy He
BUHHUKAE 3ariepeueHb, 3asiBHUK BBOJAUTH Y Ii0 11i TEPMiHOBi 0OMe>XXeHHs i 0ZJHOUaCHO
He Mi3Hille HiXK yepe3 48 ro/lH Bi/i MOMEHTY TPUMHSTTS PillleHHS 1010 BBE/IeHHS
TepMiHOBUX 3MiH I10/a€ 3asBy Ha BHECEHHS TaKUX 3MiH 3rigHO 3 uuM [lopsgkom.

Y pasi §KIllo 3asiBHUKY CTaj0 BiJoMO TIpO BHsiB/ieHi Hebe3reuHi B/IaCTHBOCTI
niKapcbKoro 3aco0y st 3/10pOB's ab0 >KUTTS JIFOJIMHH, 1[0 CTajM IIi/[CTaBOIO IS
TIDUMHSATTS 3asBHUKOM pillleHHs] TIPO BBeZleHHsT 0OMeXXeHb /[0 MOro 3acTOCyBaHHS,
3asiBHUK MoBigomsie LleHTp y Oyb-sikuii criocib Ta rozae 3asBy Mpo 3MiHH, TOB's13aHi
3 BUSIBJIEHUMH Mpo0sieMaMu 3 Ge3meKud, pa3oM 3 BiJTIOBiZIHOIO JOKYMEHTALIi€l0 1[0/I0
[[UX BHUSIBJIEHUX Mpo0/ieM 3 Oe3reKd HeraHo, ajie He Ti3Hille HiK mpoTtsroMm 15
Ka/JleHJAapHUX [AHIB Bif Jatu oTpuMaHHs 1€l iHdopmallii. 3arporioHoBaHi 3MiHU
3aTBEP/KYIOThCS BifmoBiAHMM Hakazom MO3, mic/isg yoro JikapcbKuii 3acib Mae
3aCTOCOBYBATUCh BIZIMOBIHO 10 3MiHEHOI iIHCTPYKLUil /11 MeUYHOIO 3aCTOCYBaHHS.

Y pa3i skmo LleHTp oTpumaB oO0rpyHTOBaHy iHdoOpMallil0 TIPO BUSB/IEHi
He0Oe3reuHi BJIaCTUBOCTI JTIKapChbKOT0 3aco0Y it 30POB'st a00 XKUTTS JTFOAMHU, 110
CTa/Id TIi/ICTaBOIO [IIsi IPUMHSTTS BiZIOBiAHOTO pillleHHsI TIPO BBe/IeHHSI 0OMeXXeHb
JI7IsT 3aCTOCYBaHHS JTIKapChKOT0 3ac00y B YCTaHOBJIEHOMY 3aKOHO/IaBCTBOM TIOPSIIIKY,
LleHTp MOBiZOMJIsIE TIPO 1ie 3asiBHUKA y OyIb-sIKUM CrociO HeraiiHo, ajie He Ti3Hillle,
HDK IpOTSrom 15 KasleHjapHUX AHIB 3 JaTh NPUUHSATTS TaKOrO PillIeHHS.



21

Y pasi 3rogy 3asiBHUKA 3 MPUUHSATUM pillleHHSM BiH MOBUHEH HerarHO, aje He
Mi3Hille HiK npotsaroM 15 KajeHJAapHUX [HIB 3 AAaTU OTpUMaHHA 1€l iHopMarii
nofati Ao MO3 3asBy Tpo BHeCeHHs 3MiH Iofi0 Ge3reku ikapcbKoro 3acoby [0
peecTpaLiiHUX MarepiaiiB. 3arnpoNnoHOBaHI 3MiHU 3aTBEP/KYIOTbCS BiJOBIHUM
HakazoM MO3, micig uoro JliKapchKuM 3acid TIOBUHEH BUPOOJSTHCS —Ta
3aCTOCOBYBATUCh BIATIOBIIHO /10 3MiHEHOI IHCTPYKLii /i1 MeJUYHOIr'0 3aCTOCYBaHHS.

Y pasi He3roau 3asgBHUKA 3 TPUWHSATUM pIilleHHSIM Ta MHOro BiZMOBH BiJ
yHeceHHsI 3MiH 1110710 Oe3reKku JTiKapchbKOro 3aco0y 0 MartepiajiiB peecTparjiitHoro
Jloche 0e3 HaJlaHKUX OOTPYHTYBaHB ab0 BiZICYTHOCTI MOT0 pearyBaHHSI CTOCOBHO IbOTO
pimenass MO3 mnpuiimae pilieHHs 1po 3a00poHy (TMM4YacoBy 3ab0poHY)
3aCTOCYBaHHSI JIiKAPCHKOTO 3aco0y MIISXOM TPUITMHEHHS [ii peecTpaijiiHoro
TIOCBilUeHHS Y TIOPSAKY, Iepei0adeHOMY YUMHHUM 3aKOHOaBCTBOM.

Y pa3i sKmo 15-i KajeHZapHUM JleHb TIPUIaZia€ Ha BUXiJAHUM a00 CBSITKOBHM
JleHb, iHpopMarlisi ToBUHHA OYTH Ha/laHa B TIEPIINH ITiC/I HhOT0 POOOUNii IeHb.

4.2.3. TexHiyHa MOMU/IKA — HEBIATOBIAHOCTI, JONYLeHi y 3aTBepAKeHUX MpHU
peecTtpaliii (mepepeectpatiii) JokymeHTax. Lle He roTpebye nMpoBe/jeHHS] eKCIIEPTU3U
eKcrepraMu 3 nuTaHb peecTtpauii lleHTpy Ta BHUABMIAETLCA IIPU  ITOPIBHAHHI
3aTBep/yKeHUX Tpu peecTpauii (repepeectpaiil) [JOKyMEHTIB 3 MaTepiajiamu
peeCTpaLiiHOro JOChe 3asiBHUKA. []0 TEXHIUHMX MOMUIOK HasleXXaTh:

a) TIOMUJIKH, TIOB'si3aHi 3 opdorpacdiuHumu Ta/abo rpaMaTUYHUMU TTIOMUTKaMH, B
TOMY YMCJIi 3 TPaHC/IiTepaLli€to;

6) TTOMWJIKH, TIOB'sI3aHi 3 HEKOPEKTHHUM TIepeK/aioM Ha YKpaiHCBhKYy Ta/abo iHmry
MOBY a/IMiHICTpaTUBHMX [aHUX, TakKUX $SK ¢opma BJ/IaCHOCTi, HaliMeHyBaHHS,
MiClIe3HaX0/PKeHHS 3asBHUKA/BUPOOHMKA JTiIKapChKOro 3aco0y;

B) HeBiAmnoBigHicTb Yy MKS, 1110 MiCTUTh MapKyBaHHSI IEPBUHHOI Ta BTOPUHHOI
(3a HAsIBHOCTI) yTTaKOBOK JIiIKApChKOTO 3ac00y, KOPOTKili XapaKTepPUCTHLIi JIIKapChKOTO
3aco0y, iHCTPYKLii [/iT MeAUYHOTO 3aCTOCYBAHHS TiKapChKOTO 3acoby;

r) momunku y MKSI, noB'sizani 3 mepekiaziom abo repeHeceHHSM iH(opmariii
1[0Z0:

Ha3BH, KiJIbKiCHOTO Ta SIKiCHOTO CKJIafly JiKapChbKOT0 3aco0y Ta/abo makyBa/lbHUX
MaTepianiB, TepMiHy TpHAATHOCTi, yMOB 30epiraHHs, HaliMeHyBaHHS Ta
Miclle3HaX0/pKeHHsT BUPOOHMKa/3assBHUKA TOIIIO;

TOMWIKA y TpadiuHomMy 300pakeHHi MepBUHHOI, BTOPMHHOI yTIaKOBOK, 30KpeMa
IITPUX-KOZi, Miclle3HaXO/pkeHHi, Homepi cepii, gari BUpoOHHUIITBA, TepMiHi
MPUAATHOCTI TOII0; opdorpadiuni Ta/abo rpaMaTUUHi TTOMUIKY,

TIOMHU/IKK y crernudikarii Ta/abo MeToziaXx KOHTPOJIIO, 30Kpema ILU(poBi, Ta
MOMUJ/IKY, TIOB'SI3aHi 3 TMepekiaZioM; MOMWIKM B DPO3PaxXyHKOBUX (HopMmysax, o
BHHUKJ/IY TIPU CKOPOYEHHI PO3rOpPHYTUX (HOPMYI;

TOMU/IKM TIpU TIOCWJIAaHHI Ha 3arajbHi cTaTTi Ta MoHorpadii ¢apmakormnei,
HOPDMAaTHUBHI JOKYMEHTH 3a yMOBH, L0 OCHOBHA iH(oOpMaLlisg pO3Jily MiCTUTh
BUILle3a3HayeHi ITOCU/IaHHS;

I') HeBiAMOBiAHICTD iH(pOpMallii (pPi3HOUMTAHHS) Y Me)KaX OZJHOTO JOKYMEHTa;

n) opdorpadiuni Ta/abo rpaMaTHyHi MOMUIKM Yy KOPOTKiM XapaKTepUCTHLi
niKapchbKoro 3aco0y Ta iHCTPYKIIil /11 MeJUUHOTI'0 3aCTOCYBaHHS JIiIKapChKOTO 3aco0y
3a YMOBHY, 11]0 BOHU He BIUIMBAKOTh Ha 3MICT;
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€) HasiBHiCTb PO30i>KHOCTeH y KOPOTKiM XapaKTePHUCTHIIi TiKapChKOro 3aco0y Ta
iHCTpYKLii /17151 MEIUYHOTO 3aCTOCYBaHHs JIiKapChbKoro 3acoby, siki Oy 3aTBepzykeHi
OJJHOUaCHO, 111010 BUKJ/IaJileHHsI iHpopMaliil, sika CTOCYETbCS MeJUYHOI0 3aCTOCYBaHHS
MKapChKOro 3aco0y; 3a3HaueHHs /103 TperapaTy B OJUHULIAX JIiKapCcbKoi ¢dopmu,
JleTanbHille BUK/IaZleHHs iH(opmMallil B 0IHOMY 3 ZIOKYMEHTIB;

€) BHECEHHS /10 3aTBeP/KeHHX IiJl yac peecTpariii (mepepeectpariii) JiKapCcbKOro
3aco0y JOKyMeHTiB Ha3BM JiikapcbKoro 3acody abo MHH 3a ymoBH, 10 Taka
iHdbopMallis HasiBHa xoua 0 B O/JHOMY 3 TaKUX /IOKyMEHTIB;

) opdorpadiuni Ta/abo rpaMaTUUHI TOMWIKH y PeECTpalliiHOMY TIOCBiJueHHi
Ha JIiKapCbKui 3acib; HasBHICTb po30iKHOCTEM MiK iH(opMalli€lo, HaBeZeHOH Y
peecTpaLiiiHoMy TOCBifUeHHI Ha JiKapCchbKUM 3acib, Ta B 3aTBepPIPKeHMX KOPOTKii
XapaKTepPUCTHULIi, Ta/abo iHCTPYKIii A/isT MeJUUHOTO 3aCTOCyBaHHS, Ta/abo MKS.

BuripaB/ieHHsI TeXHIUHOI TIOMUJIKY 3aTBEPIKY€EThCA Haka3oM MO3.

4.2.4. 3miHy, 1110 ToTpebyI0Th HOBOI peecTpaliii JikapchbKoro 3acoby:

4.2.4.1. 3MiHM aKTUBHUX PEYOBUH:

a) 3aMiHa aKTMBHOI PEUOBHMHU Ha iHIYy Cifb, eip, MOXiJHYy TOILO 3a YMOBH, L0
XapaKTepUCTUKY, $Ki BU3HAUalOTh CIIiBBiZJHOLLIEHHSI KOPWUCTL/PU3MK, CYTTEBO He
BiJIpi3HSIIOTBCS BiJ] 3apeecTpoBaHMX ab0 BUKOPHUCTAHHS iHIIKX i30MepiB, abo 3miHa
i3oMepHOro ckazy, abo He3HauHi 3MiHM MOJEKY/SPHOI CTPYKTYpU PpeUYOBUH
6ionoriuHOro MOXO/PKeHHs, 3a BUHATKOM 3MiHU y ADI abo Aitouiii peuoBUHi BaKIUH
I1s1 TpO(iTaKTUKY TPUITY;

6) 3miHa BekTOpa, KM BUKOPHCTOBYETHCS /i1 BUPOOHHIITBA aHTUTeHa abo
BUXiJHOTO MaTepialy, BK/IIOUAlOUd HOBUM TOJOBHUN OaHK KJITHH BiJ iHIIIOro
JKepena, SIKIIO XapaKTepUCTUKH, SIKI BU3HAUYalOTh CITIBBIJHOLLIEHHS KOPUCTbL/PU3MK,
CYTT€EBO He BIJIPI3HSIOTHCA Bij| 3apeECTPOBAHUX;

B) HOBUM jiraHg abo MexaHi3M 3'€gHaHHS /s pajiodapMal|eBTUYHOTO
MKapcbKoro 3acoby, fKINO XapaKTePUCTUKH, $Ki BHU3HAUYaIOTh CITiBBiZHOIIIEHHS
KOPHUCTH/PU3HUK, CYTTEBO He BiJ|pi3HAIOTHCA BiJl 3ape€CTPOBaHUX;

I') 3aCTOCYBaHHS iHIIIMX eKCTpareHTiB abo CITiBBiHOIIIEHHS POC/IMHHA JTiKapChKa
CUPOBUHA/POCIMHHMN TIperapaT [ijisi POCJMHHOTO JIiIKapChbKOro 3acoly, sKIIo
XapaKTepUCTUKY, $Ki BU3HAUalOTh CIIiBBiZJHOLLIEHHS KOPWUCTH/PU3MK, CYTTEBO He
BIJIpI3HAIOTBHCS BiJ] 3apeeCTPOBaHUX.

4.2.4.2. 3miau cuu fii, nikapckKoi (hopMH Ta criocoby 3acToCyBaHHS:

a) 3MiHa 6i010CTYMHOCTI;

6) 3mMiHa (hapMaKOKiHETHKUY;

B) 3MiHa abo BBejleHHS [J0/JaTKOBOTO [03yBaHHS JIIKapChKOTO 3aco0y (JoaTKOBa
A03a);

T) 3MiHa abo Jjo/jaHHS HOBOI JTikapCchbKoi (hopmu;

) 3MiHa abo JoJjaHHS HOBOTO IISIXYy BBeJeHHs (/s mapeHTepasbHUX (GopMm y
3B'A3Ky 3 BiZIMiHHOCTSIMH B e(eKTMBHOCTI Ta Oe3relli JiKapCbKOTro 3aco0y mipu
BHYTPIIIHbOAPTEpia/IbHOMY, BHYTPIIIIHBOBEHHOMY, BHYTPIIIIHbOM'I30BOMY Ta IHIIIUX
LUIgXax YBeJeHHs).

[Tpu Takux 3MiHax 3assBHUK pa3oM 3 OOIPYHTyBaHHSM IOTpeOu BHeCeHHSI 3MiH
nogae g0 lleHTpy BiAMOBiJHI po3AiAM MartepiasiB peecTpaljiiHOrO J0ChE, SIKi
OOIPYHTOBYIOTH YKa3aHi 3MiHHM i € JOCTaTHIMH [IJ1s1 eKCITePTH3HU JIiIKapChKOro 3aco0y.
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4.3. ExcriepTusi mifjsira€ KokHa KOHKpeTHa 3MiHa HaBiTh 3@ YMOBU OJHOUYaCHOT'O
IX BHECEeHHS.

4.4. 1151 ipoBeleHHs eKCIIepTU3X MaTepiasiiB PO BHECEHHs 3MiH 3asiBHUK I10/a€
1o MO3:

nuist 3miH tarty 1A, 1B a6o I - 3asBy 3rigHo 3 qomaTtkom 12 1o nporo [Topsgxy;

JJis 3MiH, 1110 NOTpeOyI0Th HOBOI peecTpallii, - 3asBY 3rifHO 3 goAaTKoM 1 710
upsoro Ilopszky;

[J1s1 BUTIPABJE€HHSI TEeXHIYHOI MOMWJIKM - JIUCT y JOBiMBbHINM (opmi, y sIKOMY
3a3HaveHi MOMWJIKA Ta OOTpyHTYBaHHS i BUTIPaB/IeHHS;

IS TeXHiYHUX 3MiH - JMCT Yy JOBifbHiIM ¢dopMi, y $SKOMYy 3a3HaueHO
0OIpYHTYBaHHS 3MiH.

o 3asBU 1OAAIOTHCS:

KOIisl YNHHOTO PeeCTPaLiiiHOro TOCBiJUeHHs;

TiATBep KeHHs 3aTBep/yKeHHs 3alpOIIOHOBAHKX 3MiH YIIOBHOBa)XKE€HHWM OPraHOM
KpaiHu BUPOOHMKa/3asBHUKA (32 He0OXiaHOCTI).

3a pe3sysbTaTaMu po3risany 3asasu MO3 Hazgcunae g0 LleHTpy UCT-HanpaB/ieHHs
pasoM i3 KOITi€ro 3asiBU /11 BHeCeHHs 3MiH. [Hdopmaris po nogany go MO3 3asBy
BHOCUTBCSI [I0 e/IeKTPOHHOI 0a3u JaHUX.

[Ticna HapgxomxkeHHs 0 LleHTpy yvcTta-HaripasieHHs Big MO3 LleHtp nipotsarom
3 pobounx AHIB iHpoOpMye Mpo Iie 3asiBHUKA i Ha/lla€ paXyHOK Ha CIIIaTy 3TiHO 3
JIOTOBOPOM MK 3asBHUKOM Ta LleHTpom. 3asiBHUK 3[IMCHIOE€ OIUIATy Ta MOJA€ A0
LleHTpPYy MaTepiany peeCcTpaLjiitHOro /I0ChE, 1110 OOIPYHTOBYIOTDH 3alIPOIIOHOBAHI 3MiHM.
LleHTp mpuiiMa€e MaTepiaJii PeeCTPaLiiiHOrO JOChE Yy CTPOK, IO He MePeBUIIYE
3 poboui AHi 3 JaT¥ 3BePHEHHS 3asiBHUKA.

Y pa3i HeHajlaHHS1 3assBHUKOM MarepiajiB peeCcTpaLiiiHOrO AOChE MPOTITOM
3 MicsiiB 3 faTy iHdbopmyBaHHs LleHTpoMm 3asiBHMKa LleHTp Hajae MO3 pekoMeHjanlii
0710 3HATTS 3asBU 3 po3r/isiAy. MO3 mpoTsiroM 5 pobounx [AHIB po3r/isifae HazaHi
peKoMeH/allil Ta mpuiMae BifmnoBigHe pimeHHs. [Ipo mpuitHsATe pimtenHs MO3
MUCbMOBO MOBiZOMJIA€ 3asgBHUKA. [Ipy 1jbOMy BapTiCTb MNpPOBEeJEHHS EeKCIIePTHUX
po0iT 3asgBHUKY He MoBepTaeThbCsA. Hazani Taka 3asBa Moske OyTH mozaHa 10 MO3 3a
npoieAyporo, ycraHoBiaeHow 1uM [lopsigkom. BianoBigHa iHbopmalliss BHOCUTBCS [0
e/IeKTPOHHOI 6a3u JaHMX.

4.4.1. Y pa3i BHeceHH#s 3MiH Tury IA abo Ib 10 peecTpaljiiHOro J0Chbe OJHOTO
MiKapCchbKOro 3aco0y 3asiBa TTIOBMHHA CTOCYBATHCS JMIIe ofHiel 3Minu Tuny 1A abo Ib.
Y pa3i ogHOuacHOTO BHeCeHHs JeKibKoX 3MiH Tumy [A abo IB okpema 3asiBa
MOJAETHCA II0A0 KOXKHOI 3MiHM, siKa MTOBUHHA MICTUTU MMOCUJIAHHSA Ha IHIII 3asiBU TIPO
BHECEHHS 3MiH.

Y pasi gkuo 3miHa tuny A npu3BOAUTE [0 IHIIUX TMOC/IIA0OBHUX 3MiH TUIy [A,
O/IHa 3asiBa MO)Ke BK/IFOUaTW BCi MOCIiZJOBHI 3MiHU pa30M 3 OIMUCOM BiZAMOBiAHOCTEN
MK TAKUMHU T1OC/IiIOBHUMU 3MiHamu Ty [A.

Y pasi gkio 3MiHa tyany Ib npuU3BOAUTL A0 IHINMX MOCAIJOBHUX 3MIH TUIly A
abo Ib, ogHa 3asiBa MO)Ke BKJIOUaTU BCi TOC/iIOBHI 3MiHM pa3oM 3 OMNKUCOM
Bi/ITIOBiTHOCTEM MK TaKUMU TIOC/TiIOBHUMU 3MiHamu Tumy IA ab6o Ib.

SIkimo 3MiHM MOTpeOylOTh TMOC/IJOBHOI TepeBipKM KOPOTKOI XapaKTepUCTHKH,
iHCTPYKIil A7 MeJUYHOrO 3aCTOCyBaHHsS JiKapchbKoro 3acoby, MKS, 1o mictuthb
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MapKyBaHHSI TI€PBUHHOI, BTOPHMHHOI (3a HAsBHOCTI) YMAaKOBOK, Lié BBa)Kae€TbCs
YaCTUHOKO 3MiH.

4.4.2. Y pasi BHeCeHHs 3HayHUX 3MiH Tuny II 3asBa MOBMHHA CTOCYBATUCS JIULLIE
ofuiel 3miam Tuny II. Ko HeoOXigHO BHECTH JAeKinbKa 3MmiH Tumy II, okpema 3asBa
TOBUHHA TI0[aBaTUCAd WJOAO0 KOXXHOI 3MIiHM; KOXKHA Taka 3asiBa [OBMHHA MiCTUTU
TOCUIAHHS Ha iHIY 3asBY.

Y pasi gkujo 3mida tuny Il npusBOgUTH A0 IHIIKMX TMOCAIAOBHUX 3MIiH TUmy 1,
O/lHa 3asiBa MO)Ke BK/IKOUATH BCi MOC/iZIOBHI 3MiHU pa3oM 3 OMUCOM Bi/[TTOBiIHOCTeN
MiXK TAKUMU MOC/TIJOBHUMU 3MiHaMu Ttumny II.

SAKio0 3MiHKM MOTPeOyIOTh TOC/iMOBHOI TIepPeBipKM KOPOTKOI XapaKTepUCTUKH,
IHCTPYKUil A1 MegUUHOro 3acTtocyBaHHs, MK, mo MiCTUTL MapKyBaHHS
TePBUHHOT, BTOPUHHOI (3a HAasiBHOCTI) YAaKOBOK, L€ BBA’KAETHCSI YACTUHOIO 3MiH.

4.4.3. Y pa3i BHeCEeHHS TeXHIUHHX 3MiH, L0 CTOCYIOThCS 3MiHM HaliMeHYBaHHS
BUpPOOHWKAa Ta/ab0 3asBHMKA, III0 BHOCATHCS 3assBHUKOM i TIPUBEZEHHS Y
BIJITIOBITHICTb 3 HOPMAaTHMBHO-TIPABOBUMU aKTaMU YKpaiHW, 30KpemMa 3aKOHOM
Ykpaian «IIpo akijioHepHi TOBapHCTBa», ab0 CTOCYIOThbCS, HaNpPUKIAZ, 3MiHU
KOHTaKTHOI iH(opMariii, 0 TTpU3BOAUTL 40 HeoOXigHOCTI OHOB/IeHHS iHboOpMaIllii y
Bi/JITIOBiZIHMX poO37i/aX MaTepiasiB peecTparjiiHoro /0Cke, Taki 3MiHM He TTOTPeOyIOTh
TPOBEJIEHHs EKCIepTU3M eKcriepramMy 3 muraHb peectpauii Llentpy. Ilepesipka
MaTepia/liB peecTpalliiHOTro 0ChE 3/iMCHIOEThCS [leHTpoM Ha Ge3oraTHil OCHOBI Ta
y cTpoK 70 10 poboumx [HIB 3 AaTU HAaXO/KEHHS MCTa-Harpas/ieHHs Big MO3.

4.4.4. Y Bunajky BigcyTHocTi B foaatky 11 mo uporo Ilopsiaky Knacudikariil
3MiH, 1110 BHOCAITbCS [0 MaTepiasiiB peecTpaLiMHOrO J0ChE MiJ Yac [ii peecTpaLiHOTO
TOCBIAUEHHS], L[ 3MiHA 3a3HAYa€ThCAd SK MIANYHKT «[HII 3MiHW» y BiAMIOBIAHOMY
IYHKTI flogatka 12 go usoro ITopsaky.

Mani 3MiHM 3a Kacudikariiero MOXXyTb OyTH siK 3minu Tumny 1A, 1B, Tak i 3minu 11
THUILY.

o 3MiH Tumy IA BiJHOCATH:

a) 3MiHM BUK/TFOYHO a]MiHICTPaTUBHOIO XapaKTepy:

3MiHa HaliMeHyBaHHsS Ta/abo Miclle3HaXO/pkKeHHsI 3asiBHUKa (BJIaCHUKa
peecTparjiiHOro MOCBiJUeHHs);

3MiHa HaliMeHyBaHHSI Ta/abo Micile3HaXO/PKeHHsI BHUPOOHHWKA T'OTOBOTO
niKapcbKoro 3aco0y;

3MiHa HallMeHYyBaHHS Ta/ab0 Miclie3HaXo/pKeHHsI BUpOOHMKa CyOCTaHIlii;

6) BUKIFOUeHHS Oy/Ib-9KO1 BUPOOHUYOT Mi/IbHULIL /IJIsT TAKWX CTa/lili BUPOOHHUI[TBA
rOTOBOTO JIiKapChKOTO 3aco0y: BupoOHuiTBO A®I abo fir0odoi peuoBUHH,
BUPOOHUIITBO TIPOMDKHOTO TPOJAYKTY UM TOTOBOTO JTiIKapChKOTO 3aco0y, MaKyBaHHS,
BUITYCK Cepii, KOHTPOJIb Cepii;

B) 3Minu y MKS A®I abo airouoi peuoBrHU ab0 BUXiJHOI CUPOBUHU/TIPOMI>KHUAX
MPOAYKTiB abo peareHTiB, 1[0 BUKOPHCTOBYIOTHCS y BHUPOOHMUOMY IIpolieci, 3a
YMOBHU, III0 He 3MIHIOETbCS CaMa MeTOJvKa (HampuKiaZ, 3MIHIOEThCS [OBXXUHA
xpoMaTorpadiuHoi KOJIOHKH, ajie He il TUI), TIpOBe/ieHa Bajlijallis 3MiHEHOT0 MeTOy
KOHTPOJIIO, IKa MOKa3ye BiAMNOBIJHICTb MonepegHbOMY METOJY, Ta He 3MIiHIOIOThCA
MeXXi, BCTaHOBJIeHi y crieuikariii;
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r) 3MiHM, [0 BHOCATHCS y 3B’S3Ky 3i 3miHamu y [®Y, abo E€BporieichKiii
dapmakoriei, abo iHmriti dapmakomnei (skmo cybcranijis He ommcaHa y DY uu
€BporieliceKil Gpapmakoriei), abo NpUBeieHHs y BiAMOBiAHICTE 10 X dhapMakKoIie;

) 3MiHM B YIaKOBI[i JiKapcbKOro 3aco0y, 110 He KOHTakKTye 6e3rocepeHbO 3
mKapCbKUM 3aco00M Ta He BIUIMBA€ Ha [OCTaBKy, 3acTOCyBaHHS, Oe3srieKy abo
cTabinbHICTH JIiKapchbKOro 3aco0y;

7) 3MiHM y crenu@ikaljisix Ha Jiikapcbkui 3aci6, A®I abo Aitouy peuoBUHY,
BUXIZJHI MaTtepianu, MPOMDKHI NPOAYKTH, JOMIOMDKHI peuOBUHH, 110 MPU3BOIATE [0
3BY)K€HHSI MeX, 38 YMOBY, L0 HOBI MapaMeTpy 3a/IMILIAIOTLCA Yy paMKax 3asiB/IeHOr0
Jliaria30Hy Ta He € pe3y/bTaToM HerlepefibaueHHUX 00CTaBHH y Mpoljeci BUpOOHUIITBA.

o 3miH Tuny I BifHOCATE:

a) 3MiHH, TIOB’si3aHi 3 BBeJEHHIM HOBOTI'O IIOKa3aHHS /[0 3aCTOCYyBaHHsS abo
3MiHaMHM B)Xe ICHYKUOro;

6) 3HauHi 3MiHM y KOpPOTKili XapaKTepUCTHIIi JlikapcbKoro 3aco0y, 30KpeMa, Ha
Mi/IcTaBi HOBUX BiJIOMOCTEM LIO/0 SIKOCTIi, pe3y/bTaTiB AOK/IIHIUHUX JOCTIPKEHb Ta
K/IiHIYHMX BUMNpPOOyBaHb, HOBUX IIOBiZloM/IeHb TIpO 6e3reKy JiikapCchbKoro 3aco0y,
BK/IIOUAIOUH TePMiHOBi 3MiHH, 1110 CTOCYIOThCSI Oe3IMeKu;

B) 3MiHU, MOB’g3aHi 3i 3MiHaMM T103a [lialla30HOM 3aTBeppKeHUX creludikariin,
Me)X Ta KpUTepiiB MNPUUHSATHOCTI, SKIIO Iie He TIOB’S3aHO i3 MpPUBEJEHHSM Y
BifinoBigHiCTh 10 BUMor J1DY uu €Bpornelicbkoi (hapmakorei;

r) 3MiHM, 1[0 CTOCYHOTbCSI CYTTEBUX 3MiH y BHUPOOHHUOMY TIpOLleCi, CKami
nikapceKoro 3aco0y, cierudikariisix, cknazi gomimok y AP®I abo airouiii peuyoBuHi UM
rOTOBOTO JIiIKApCHKOTO 3aco0y, sKi MOXKYTb MaTH iCTOTHUM BIUIMB Ha HOTO SIKiCTh,
Oe3meKy Ta e(eKTUBHICTb;

I) 3MiHM, TOB’s3aHi 3i 3MiHAMH y BHUPOOHHYOMY IIporieci abo MibHULI /15
BrpoOHMIITBAa ADI ab0 /1if0Uoi peuoBUHM 0i0OTiUHOIO MOXOKEHHS;

) 3MiHM, TIOB's3aHi 3 BBeJEHHSIM HOBOTO TIPOEKTHOTO TIpOCTOpy abo
PO3IIMPEeHHSIM 3aTBep/PKeHOT 0, IKHii OyB po3pob/ieHui BiAIOBiAHO 10 EBPONENCHKUX
Ta MI>KHapOJHHUX HAaYKOBUX KepiBHULITB;

e) 3MiHM 3asiBHMKA, KpPiM OJJHOYAaCHUX 3MiH 3asBHMKA Ta MiCL|€3HaXO/ KeHHS
BUPOOHUIITBA.

Ho 3MmiH Tuny Ib BiAHOCATE He3HauHi 3MiHM, sIKi He MOXKYTb OyTH 3MiHAMU TUITY
IA ta tuny II i He mOTpeOyIOTL HOBOI peecTpariii.

4.5. Ekcrieptu3a TpOMNoO3WLid IIOJO0 BHECEHHd 3MiH [0 MarepiaiiB
peeCTpaLiivHOro 10Che MPOBOAUTHLCA y LleHTpi Ha mifcTaBi aucTa-HanpaieHHss MO3
MiC/si  OTPUMAaHHSI MarTepiasiB  peecTpaljiiHOrO  JOCb€, 1[0 TiJTBEPIKYHOTb
3alpOIIOHOBAHI 3MiHM, Ta OIUIATA il BApPTOCTi, YCTAaHOBJIEHOI [JOTOBOPOM MiXK
3aABHUKOM Ta LleHTpoM.

4.6. Ilpu BHecenHi 3MiH Tuny IA, Ib o LleHTpy Ha ekcrnepTusy MOJarOThCS
Marepianu 3rifiHo 3 goaatkom 11 no uporo Ilopsaky.

IIpu BHeceHHi 3MiH [I-ro Tumy 3asgBHUK MOBUHEH HajaaTu LleHTpy:

MaTepiasiy, siki OOTPYHTOBYIOTh YHECEHHs 3MiH;

BiATIOBiIHI MaTepianu 3 morpaBKaMu, YHeCeHUMU BIJTOBIIHO 10 3asBU;

JoTIoBHeHi abo OHOB/eHi iCHyIOUi eKcrepTHi 3BiTHM (OrJisiAW, BUCHOBKU) 3
ypaxyBaHHsIM 3MiH (3a HeoOXigHOCTi);
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SKILIO 3MIHM TIPU3BOJATH [0 3MiH Y MK{I, 1[0 MiCTSTh MapKyBaHHSI TIePBUHHOI,
BTOPMHHOI (3a HAsIBHOCTI) YIIaKOBOK JIiIKapCHKOTO 3aco0y, iHCTPYKIIii A/ MeJUIHOTO
3aCTOCYBaHHS, TPUMIPDHMKMA LMX [JOKYMEHTIB [/ 3aTBepIKeHHs, BHUKJ/IaJeHi
BigmoBigHOo #o BuMor po3auiiB X VI ta XVIII gsoro ITopsigky ta gozartka 10 10 uporo
[Topsanxy.

Y pasi BHeceHHs 3MiH B IHCTPYKLilO /i1 MeJWUYHOTO 3aCTOCYBaHHf, fKi He
CTOCYIOTbCS Ta He BIUIMBAlOTh Ha KIiHIUHY iH(dopmariito (Ha3Ba JlikapchbKOTo 3aco0y,
CKnafl, JmikapcbkKa ¢opMa, OCHOBHiI (i3uWKo-XimMiuHi B/IaCTUBOCTI, BHPOOHUK,
Miclie3HaX0/PKeHHs, YMOBH 30epiraHHsi, TepMiH TIPUAATHOCTI TOIIO), Y CKIaJi iHIIMX
MarepiasiB peecTpaliiHOrO [OChbE€ pa30oM i3 3asBOK0 3asiBHUK II0JA€ 3MiHMU [0
iHCTPYKIJii 71 MeJUUYHOrO0 3aCTOCYBaHHSI JIiKapChbKOTO 3aco0y 3a ¢opmoro,
HaBezleHOr0 y goaatky 13 mo upsoro Iopsgky.

3a OaykaHHSAM 3asBHMKA MaTepiaau PeecTpaljiiHOro JOChe MOXKYTh IT0JaBaTHUCS Y
BUTJISIZIi 3MiH [I0 IEBHUX PO3/i/iB peecTpalliiHoro Aocbe y dopmari 3T/,

4.7. EKcriepTr3a MaTepiasliB PO BHECEHHS 3MiH CK/Ia[a€TbCS 3 TAKUX eTalliB:

rornepeAiHbLOI  €KCIepTH3U MarepiasiiB PeecTpaljiiHOrO [0ChbE, METOH SKOI €
riepeBipKa X BiATIOBiZHOCTI 3asiBIeHOMY THIy 3MiH, Sika TPUBa€e 5 pobOOUMX [HIB 3
JlaTu 1X HagxomkeHHs 10 LleHTpy;

Criellia/li3oBaHOI eKCIepTU3X MaTepiajiB peecTpalliiHOro [10Che€ MPO BHECEHHS
3MiH.

Po3rsign  BUMpaB/ieHHSI TEXHIUHUX TIOMWIOK 3JIMCHIOETBCS Y  paMKax
roriepe/iHLOI ekcriepTusu (rpotsarom 20 [JHIB 3 JaTA HaJlaHHS 3asiBHUKOM JIMCTa-
3BepHEeHHS Ta HeoOXiIHUX [JOKYMEHTIB, 1110 iX 0OIPYHTOBYIOTb) IIJITXOM TIOPiBHSIHHS
BUIIpaB/IeHUX MarTepiaaiB peecTpaLiiHOrO [JO0Ch€ 3 MarepiajlaMyd OpWTiHAJIBHOIO
PeeCTPaL[iiHOrO0 10ChE 3asiBHUKA.

4.8. Y pas3i BiiTIOBiAHOCTI MaTepiasiB peecTparjiitHoro OChe JiKapChbKOTo 3acoby
3asBJICHOMY TUIy 3MiH, BCTAHOBJIEHHMX 3a pe3y/ibTaTaMU IMOMepeaHbOl eKCIlepTU3r
MaTepiasiB peeCcTpaLilHOrO [0Cb€, BOHM HAlpaB/sIOTBCS Ha  Crielliali3oBaHy
eKCIepTr3y, a Y BUMNAJKy BUIIPaB/IeHHS TeXHIUYHUX MOMUJIOK Ta BHECEHHS TeXHIUHUX
3miH LleHTpom HagaroThca pekoMeHzgalii MO3 wiomo iX 3aTBepKeHHs, TPO L0
[leHTp NMMCHMOBO MOBIJOMJISIE 3asiBHUKA Ta BHOCUThL BIiAMOBiJHY iHboOpMallito [0
e/IeKTPOHHOI 6a3u JaHMX.

[Ipu mpouesypi BUMPaB/IeHHS TeXHIYHUX TMOMUJIOK Ta BHECEHHI TeXHIUHUX 3MiH
Crieriiasi3oBaHa eKCrepTH3a MaTepiaiB peeCTpaL[iiHOr0 JOChE He MPOBOAUTHCS.

4.9. Y pa3i HeBiJNOBIIHOCTI MarepiayiB peeCcTpaLiiHOrO [OChE JIIKAPCHKOTO
3acoby 3asiBJIleHOMYy THUIMY 3MiH, BCTAHOBJIEHMX 3a pe3y/ibTaTaMH IOrepeaHbOi
eKCIepTHU3M MaTepiajiiB peecTpaliHOrO 0Che, LIeHTp MOBigoOM/IsIE MPO Lie 3asiBHUKA
MMMCHMOBO i Haflae BiAmoBifHe OOIPYHTYBaHHS 3 TOCH/IAHHSIM Ha HOMEDH PO37iJiB,
IJIaB, CTaTeM, MyHKTIB 1boro Ilopsinky abo ogHOpa30BO 3amlMUTy€e y 3asBHUKA
J0JIaTKOBi faHi Ta/abo iHdopmariito, HeoOXigHi A7 3abe3reueHHs BiAIOBiAHOCTI
HaJlaHUX MarepiajiB peecTpaliHOro [A0Cbe BUMoOraMm. BigmoBigHa iH@opMmariis
BHOCHUTBCS 10 e/IeKTPOHHOI 6a3u IaHUX.

3assBHUMK Ma€ HaZiaTM JoJaTKoBi fiaHi Ta/abo iHdopmailjito 3rigHo i3
3ayBa)kKeHHsIMU LleHTpy, abo /McTa 3 0OTpPYHTYBaHHSIM TepPMiHiB, HEOOXiAHUX A1 1X
JlooTIpalftoBaHHs, y CTpoK /0 30 pobouux aHiB. Yac, moTpibHumii A5 AooTpaljfoBaHHs,
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He BXOAUTb [JO CTPOKY TIpOBeJleHHs eKcrnepTusd. LleHTp Mae MNpUKWHATH
JIOOTpal[bOBaHi MaTepia/v TMPOTAroM 3 pobouMX AHIB TIC/IsS 3BEePHEHHS 3asiBHMKA.
BiamnosigHa indopmalliss BHOCUTBCS [I0 e/IeKTPOHHOI 6a3u 1aHuX.

SIK1TI0 3asBHUK He Hajla€e LIeHTpy J0aTKOBUX AaHUX Ta/abo iHbopMariii, a TakoxK
AKII[0 Ha/laHi 3asgBHUKOM [0/IaTKOBi JlaHi Ta/abo iHdopmariis He 3abe3reuyoThb
BiZIMOBITHOCTI MaTepiasiB peecTpaLiiitHOro JOCbe€ BCTAHOBJIEHUM BUMoOram, To LleHTp
Hagae MO3 pekoMeHjallii 1[040 BiAMOBM Yy BHeCeHHI 3MiH [0 MaTepiaiiB
peecTpaLiiiHOTo JJOChE JIiKapChbKOTO 3aco0y.

HOns 3Min tury IA gopaTkoBi Marepianu Ta/abo iHdopmalliss y 3asBHMKa He
3aMUTYIOThCS. Y pasi HeBiAMOBIJIHOCTI MaTepiaiB peeCTpaLjiiHOr0 JOChE JIiIKapChbKOTO
3aco0y 3asB/IeHOMY THIY 3MiH, BUMOTH 0 SIKMX BUK/IaZieHO B AofaTKy 11 1o 1boro
[Topsaky, Llentp Hagae MO3 pekomeHgaiii 100 BiIMOBA y BHECEHHi 3MiH [0
MaTepiajiB peeCcTpaliiiHOTO A0CKE JIIKapChKOTO 3aco0y.

MO3 y ctpok m0 10 pobounx AHIB poO3r/sifiac HajlaHi peKOMeHZAIlil Ta MpuitMae
BiIMOBiZiHE pillleHHs, 10 3aTBEPAKY€TbCS Haka3oM. [Ipo mpuitHsite piteHHs MO3
MMUCbMOBO MOBiZOMJIA€ 3asgBHUKA. [Ipy 1jbOMy BapTiCTb MNpPOBeJEHHS EeKCIIePTHUX
pobiT 3afBHUMKY He TIOBepPTA€ThCA. BiamoBigHa iHdbopMallis BHOCHUTBCI [0
eJIEKTPOHHOI 0a3u JJaHuX.

Hapani Ha GakaHHs 3asBHMKa Martepiasd TMpoO BHECEHHs 3MiH /10 MarepiasiB
peeCTpaljiiHOro0 J0ChE TIPOTITOM il peecTpaljiiHOro TMOCBiJUeHHS 3 ypaxyBaHHSM
3ayBakeHb LleHTpy MoJarThCA B YCTAHOB/IEHOMY MOPSKY.

4.10. [Iligz yac T1IpoBeAeHHs CrieLiia/li30BaHOI  eKCIlepTu3u  MaTepiasliB
PeeCTpaLiMHOro J0ChE NP0 BHECEHHS 3MiH 3 METOK OZep)KaHHS JOJATKOBUX AAaHUX
I110/I0 BIUVIMBY 3MiH Ha e(eKTHUBHICTh, Oe3MeKy Ta SIKiCTh JiKapchbKoro 3aco0y LleHTp
MO>Ke OJHOpAa30BO 3alMTaTH y 3asBHUKA JOJATKOBi JaHi Ta/abo iHdopMaliiio 3
MOCW/IaHHAM Ha HOMEDW pO3[uIiB, I/1aB, cTared, NMyHKTIB Uboro Ilopsaky. Yac,
MOTPiOHMI /15 TX TTATOTOBKH, He BXOAUTH /IO CTPOKY ITPOBeJeHHS eKCTIepTHUX POOiT.

[Ticns oTpyuMaHHS 3alMTAHUX [OJATKOBUX JaHUX Ta/abo iHdopmariii LleHTp
3[IIMCHIOE X eKCepTu3y y CTPOK, 110 He nepeBulllye 30 KaneHJapHUX [HIB BiJ| AaTH
oTpuMaHH4 LleHTpoM [0AaTKOBUX MaTtepiais.

Y pasi HeBIANOBIAHOCTI HajaHUX MarepianiB BCTaHOB/IEHWM BuUmoram LleHTp
Hajlae MO3 pekomeH/allii 1110710 BiMOBU y BHeCeHHi 3MiH. BifmnosigHa iHdopMariis
BHOCHUTBCS JI0 eJIeKTPOHHOI 6a3u fanux. MO3 y cTpok o 10 pobouurx AHIB po3risiae
Ha/laHi peKOMeH/allii Ta MpUMMae BiJIMOBiJHe PillIeHHs], 11J0 3aTBEP/)KYETbCSI HAKa30M
MO3. IIpo npuiHsTe piteHHs MO3 NMCBEMOBO TTOBIIOMJISIE 3asIBHUKY .

S0 3assBHUK npoTsiroM 60 pobounx AHIB He Ha/ICU/IA€ 3alIMTAHUX J0JATKOBUX
JlaHux Ta/abo iHdopmariii abo mMcTa 3 OOIPYHTYBAaHHSAM CTPOKiB, HEOOXiJHUX /IS iX
MiArOTOBKHM, abo Hafiae iX y HeroBHOMY 00csi3i, LIeHTp B yCTaHOB/IEHOMY TIOPSIZKY
Hajgae MO3 pekoMeH/jallii 111010 Bi/IMOBU y BHeCeHHi 3MiH. BizanoBigHa iHgopmMariis
BHOCHUTHCS /10 e/IeKTPOHHOI 0a3u 1aHuX.

Ons 3min tuny IA gomaTkoBi Marepianu Ta/abo iHdopmarjisi y 3asiBHUKa He
3aNUTYIOThCS. Y pa3i HeBiAMOBIZHOCTI MaTepiasiiB peeCcTpaLiiHOTO AOChE JTIKapChKOTO
3aco0y 3asiBJIeHOMY THUITy 3MiH, BUMOTH JI0 SIKUX BUK/aZleHO B JoAaTKy 11 /10 1[b0ro
ITopsagky, LlenTtp Hazae MO3 pekoMeHzaLil I[070 BiZIMOBHA Yy BHECEHHI 3MiH [0
MaTepiaiB peecTparjiiHOT0 A0ChEe MiKapChKOro 3aco0y.
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MO3 y ctpok g0 10 pobounx AHIB po3r/sfae HaZlaHi peKoMeH/allii Ta mpuiiMae
BiINMOBiZIHE pillleHHs, L0 3aTBePAKY€TbCSd Haka3oM. [Ipo mpuitHsiTe pitenHs MO3
MMUCbMOBO MOBiZOMJIA€ 3asgBHUKA. [Ipy 1jbOMy BapTiCTb NpPOBeJEHHS EeKCIIePTHUX
po0iT 3asfBHUKY He TOBepTaeThcs. Hazmani Ha OGakaHHS 3asiBHHMKA MaTtepianu Ipo
BHECEHHS 3MiH MOXKYThb OyTH IT0/IaHi B YCTAHOB/IEHOMY TIOPSIZIKY.

4.11. 3a pesy/sibTaTamMu ekcrnieptvsy LleHTp Hajjae pekoMeHaLlii Ta BACHOBKU [10
MO3 110710 BHeceHHsI 3MiH /0 MarepiasiB peecTpalliitHOro A0chke abo 3MiH, 1110
roTpeOyrOTh HOBOI peecTpaliil JiKapCchKoro 3aco0y, BpaxOBYHOUM TIPH 1[bOMY CTPOK,
3a3HaueHUM 3asBHUKOM Y 3asiBi, POTATOM SKOTO 3asiBJ/ieHi 3MiHM MalOTh OYTH BBe/leHi
B lito, 10 BijoOpakaeTbcsi B Haka3zi MO3 11010 3aTBep/pKeHHS BifTOBiAHMX 3MiH.
BiamosigHa indopmalliss BHOCUTBCS 10 e/IeKTPOHHOI 6a3m JaHuX.

[Ipo npuiHsTe pieHHss MO3 MMCBEMOBO TOBIIOMJISIE 3asiBHUKA.

Y BuUnNajky, SKIIO 3MiHM CTOCYXOTHCS iHCTPYKLIiI Jisi MeJUUHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby, MKS, llentp Takox pekomeHaye MO3 10 3aTBepipKeHHs
OHOBJIEHY iHCTPYKIIifO /711 MeJUUHOTO 3aCTOCyBaHHS ab0 3MiHM Hel, 3MiHM 70 MKS,
1110 BK/TIOUAIOTh TEKCT, 1[0 HaBOAMUTHCS Y MapKyBaHHi (3a HeoO0XigHOCT).

Ha migcraBi noganux LleHTpomM BUCHOBKIB Ta pekomeHzauii MO3 y MicsuHUA
CTPOK ITiC/Is iX OTpUMaHHS TIPUMMaE pillleHHs TTPO BHeCEeHHs 3MiH abo Mpo BiJMOBY B
HUX 1 po3Millye Take pimeHHs Ha caiti MO3 y Bursisgi Hakazy MO3.

[Ticna migmvcanHs MO3 Haka3y 11040 BHeCeHHs 3MIH BHJaua 3aTBep KeHuX
MO3 mnpuMipHUKIB JOKYMEHTIB Ha JIiKapCbKHi 3aci0, 1[0 MiATBepKylOTh GhakT
3aTBep/)KeHHS 3MiHHM, 3/1iMCHIOETbCST MO3 3a MPUHLUMIIOM «€IUHOTO BiKHa».

4.12. Y pa3si He3rogy 3 pekoMeHzaliaMu LleHTpy 3a pe3y/jbTaTaMu eKCIlepTHU3U
I110/10 3MiH, fIKi TTOTpe0yI0Th HOBOI peecTpariii, 3asBHUK MO>Xe OCKApPKUTH 1]e PillleHHSI
10 MO3 nipotsrom 30 pobounx AHIB 3 aTH WOro ofep>kaHHA. Biamosiani marepiamm
JUIsT OOTPYHTYBaHHSI OCKap>KeHHsI MaloTh OyTH HajjaHi 3asBHUKOM 10 MO3 mpoTsrom
30 pobouux AHIB Mic/Is MOJAHHS TAKOI'O OCKAp)KeHHS.

Lentp 3a HampaBjseHHASM MO3 3AiMICHIOE €KCIepTHU3y HaJaHUX 3asBHUKOM
MaTepiasiB y cTpok 7o 60 pobounx AHIB 3 JaTH iX OZiep>KaHHS Ta HaJja€ BiATIOBigHI
obrpyHToBaHi pekomeHzarii MO3. MO3 y MicguHuii CTPOK TIpUiiMa€ BifTIOBigHe
pillleHHs, PO 110 iHPOpMY€ MUCbMOBO 3asiBHHKA.

V. CTPOKUA ITPOBEJAEHHSA EKCIIEPTU3N

11 eKcriepTu3u BCTAaHOBJ/IIOKOTHCSA TaKi CTPOKU il IpOBeeHHS:

5.1. He 6isbimie 210 pobounx [HiB, TOUMHAIOUM 3 AaTH O(DililiHOr0 HaIXOMKEeHHS
no lleHTpy MaTepia/liB peecTpal[iiHOTO AOChE Ha [lep)KaBHY peeCTpallito, TpHUBaE
eKCTiepTH3a MaTepiasiiB II0/0 JIiIKapChKOTO 3acoly, SIKWM TIOJAEThCS Ha [iepyKaBHY
peecTpaLiifo 3a MOBHOIO i He3a/1eXkKHO 3asBOK0 (aBTOHOMHORO 3as1BOK0), a TAKOX LL[0/I0
MIBII, roaHoro Ha Jjep>KaBHY peecTpaLiito.

He 6isbie 90 pobouurx [AHIB, TTOUMHAIOUM 3 AATU OMil[ifHOTO0 HaJXO/PKEHHS [0
LleHTpy MaTepiasiB peecTpaLiiHOIO [OChE, TPUBAE EKCIIepTHM3a MaTepiasliB 00
niKapchKMX 3aco06iB, 3a3HaueHuX y mignmyHKTax 6.10.1 Ta 6.10.2 nyHkTy 6.10 po3ainy
VI nporo Ilopsazaky.
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5.2. He 6inbitie 90 pobounx [JHIB, TTOUMHAIOUM 3 AATH OQil[iiHOr0 HaJAXOIKEeHHS
no LleHTpy maTepiasiB peeCcTpaLiliHOr0 JOChE, TPDUBAE €KCIIePTH3a MaTepiasiB 00:

MiKapchKUX 3aco0iB, sKi TOJAIOTHCS Ha Jiep)KaBHY peecTpallilo BiATOBigHO 110
IHILIUX TUIIIB 3as9B, BU3HAUEHHUX Y A0AaTKy 1 0 1poro ITopsgky;

A®I abo f1it0unX peuoBUH;

NiKapChKUX 3aco0iB, 1110 TIOJAIOTHCS Ha JlepyKaBHY TiepepeecTpaliio;

TPAIULIIMHUX JIiIKapCbKUX 3acobiB Ta JiiKapCbKUX 3aco0iB, 1110 BUPOOJIAIOTHCS
3riJIHO 13 3aTBep/)KeHUMHU IPON1CaMu;

3MiH, 110 TOTPeOyIOTh HOBOI peecTparlii.

5.3. He 6inbire 60 pobounx AHIB Mmic/ig HaAxomKeHHs A0 LleHTpy BiAmoBigHMX
MarepiasiB peeCcTpaLiHOro JOChE€ TPUBAE €KCIePTH3a MaTepiasliB MPO BHECEHHS 3MiH
[l0 MaTepiasiB peeCTpaLiiHOro JOChE.

Lleit mepiog Mo)ke OyTH CKOpPOUYEHHM uepe3 TePMIiHOBICTb IMUTAHHSA, SIKIIO 3MiHH
CTOCYIOThCs 6e31eKu 3aCToCyBaHHS JIiKapChKOTO 3ac00y.

5.4. [laToro 3aBeplilieHHsI €KCIepTHU3u MaTepiaiB peecTpaLiiiHOrO [0ChE,
3a3HaueHUx y TyHKTax 5.1 - 5.3 0LpOro po3ziny, BBaXKA€TbCs JaTa IMiANMUCAHHSA
KepiBHUKOM LleHTpy BUCHOBKIB eKCIIepTiB 3 IUTaHb peecTpaliii 3a pe3yJ/bTaTaMyu
TIPOBe/IeHOI eKCIIepTU3H, a came:

YMOTUBOBAHUX BUCHOBKIB 1110710 e()eKTUBHOCTi, Oe3MeKH Ta SKOCTi JIiKapChbKOTOo
3acoby Ta pekomeH iaLlii ioro /10 Jiep>kaBHOI peecTpallii (epepeecTpatiii);

peKoMeH/Iallil 111010 Bi/IMOBM Y Jlep>KaBHill peecTpallil (mepepeecTpatiii);

BUCHOBKIB I1J0/I0 BHECEHHS 3MiH /10 MaTepiasiiB peecTpalilHOrO JOChE€ YA HOBOI
peecTpaiiii JikapcbKOro 3aco0y B yCTaHOBIEHOMY TIOPSIJKY;

peKoMeH/iallii 100 BiMOBM Yy BHECEHHI 3MiH [0 MaTepiajiB peeCTpaLiiiHOIro
JIOCh€ TIPOTATOM il peecTpaljifHoro 1MocBijueHHs Ha JlikapChbKiii 3acib.

BucHOBKM Ta pekoMeHjallii odopm/iooThcs LleHTpoMm y BUIJIsZi TepesikiB
MiKapchKuX 3aco0iB, peKOMEH/I0BaHUX /10 PeeCTpallii, mepepeecTpailii, BHECEeHHsI 3MiH
y peecTpalliliHi MaTepiany Ta BHeCeHHs [0 [lep>kaBHOTO PeeCTpy JiiKapchbKux 3acobiB,
JI0 SKUX JIOal0ThCS eKCTePTHI BUCHOBKM I1[0/I0 e(heKTUBHOCTI, 6e3rmeku Ta SIKOCTi
MKapcbKOro 3aco0y Ta TIPUMIPHUKM iHCTPYKLIM /1T MeAWYHOrO 3aCTOCYBaHHS
nikapceKoro 3aco0y, dapmakorneiiHux crateit abo MKS, 1110 MicTITh MapKyBaHHS
MepBHMHHOI, BTOPDUHHOI (3@ HasiBHOCTI) YMAaKOBOK, i3 IITaMriom L|eHTpy «KOHTpPOJIbHUM
TIPUMIDHUK»; TepesiKiB JiKapCbKMX 3aco0iB, He peKOMeH/0BaHUX [0 peecTpaliii,
repepeecTpallii, BHECeHHSI 3MiH Yy peecTpalliiHi Marepiaiu pa3oM i3 eKCIIepTHUMU
BUCHOBKamHu. L{i Mmarepianu HanpaBistoTeCs 70 MO3 /11 IPUKAHATTS PillIeHHS.

OpHouacHO 3 HampaenaeHHSM g0 MO3 mepenikiB JliKapcbKuX 3aco0iB,
pPEeKOMeH/IOBaHUX [0 peecTpallii, rmepepeecTpallii, BHeCEHHS 3MiH Yy peeCcTpaljilHi
MaTepia/ i Ta BHeCeHHs [0 lep)kaBHOTO peECTPY JIiKapChKUX 3aco0iB Ta JTiKapChbKUX
3ac00iB, SKUM peKOMeH/IOBaHO BiZIMOBUTH y peecTpallii, repepeecTpailii, BHeCeHHi
3MiH y peecTpaLiiiHi maTepiaiy, 3a3HaueHi IepeyikKyd po3MilyroTbcs LleHTpom Ha
CBOEMY CaMTi.

36epiraHHsi MaTepia/liB peeCTpaLliiHOrO [JOCh€, HaBeJeHUX y Lbomy Ilopsiaky,
3MiKCHIOETbCS LleHTpoMm.

Bunaua [OKyMeHTIB  3asBHHKY, 30KpeMa IHCTPYKLII [Jigd MegU4YHOIO
3acTOCyBaHHSI ab0 3MiH [0 Hel, KOPOTKOi XapakTepUCTUKH (3a HeoOXigHOCTi),
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dapmakorneiinoi crarri abo MKSI yikapcbkoro 3aco0y abo 3MiH [0 HUX, 1[0 MiCTSTh
MapKyBaHH$ TTePBUHHOI, BTOPUHHOI (3a HasiBHOCTI) YNaKOBOK, 3AiMCHIOeTbCST MO3 3a
MPUHLIUIIOM «€JJUHOTO BiKHa».

5.5. [Jo cTpokiB ekcrmepTHuX pob6iT, 3a3HaueHWX y IMyHKTaxX 5.1-5.3 1[b0ro
[MopsiiKy, He BXOJUTD Yac, KOJIM MaTepiaiv Oyyiv Ha [JOOTpalfOBaHHi B 3asiBHUKA, yac,
HeoOXiJHUIM Ha OTpPUMaHHS BiJIOBifiel Bif TpeTix oci6 (y T.4. - YIOBHOBa)XKeHHX
opraHiB YkpaiHu Ta/a0o iHIIMX KpaiH) Ha 3anuTu LleHTpy, MoB’si3aHi i3 IpoBeieHHSIM
eKCIepTr3HU, a TaKOXK Yac MpoBe/leHHs A0AaTKOBUX BHBUEHb (BUPOOYBaHb).

VI. OCHOBHI BUMOT'H /IO MATEPIAJIIB PEECTPAIIMHOI'O JJOChE

6.1. MaTepianu peecTpaLiiiHOTO JOChE, 110 HAZATHCS Ha eKCIepPTU3y, MOBUHHI
MIiCTHUTH:

6.1.1 nsia meprkaBHOI peecTpaliil - iHdopMmatiiito, sika 3a3HaueHa y po3zinax IX Ta
X uporo ITopsaky (rotoBi mikapchkki dopmu, mpoaykiis in bulk, mpoaykiis i3 in
bulk), posgini XIII nporo Ilopsiaky (TpafuliiiiHi JiKapcbki 3aco0u POCIMHHOTO
noxopkeHHs), po3gin XIV 1poro IMTopsaky (mikapchki 3aco0w, 1110 BUPOOISIOTECS 3a
3aTBeP/PKEHUMH TIporrcamu), abo po3aiii XI mporo ITopsaky (mirodi pedoBHHH abo
A®I, 30kpema y popmax nesieT, rpaHyJI Ta iHIIMX (opMax BUITYCKY);

6.1.2 nns1 mepr>kaBHOI mepepeecTpallii - iHopMallito, sika 3a3HaueHa y J04aTKy 7
abo gomatky 8 go mporo Ilopsigky (TpaauiiiiiHi J/ikapchkKi 3aco0u abo JlikapchKi
3acobwm, siKi BUpOOJIAIOTBCS 3TiZIHO i3 3aTBep/>KEeHUM TIPOITHCOM);

6.1.3 A7 BHeCeHHs1 3MiH /10 MaTepiajiiB peeCcTpaliiHOTr0 [JOCke — iH(opMaljito,
fKa 3a3HaueHa y gozaTtky 11 go 1poro Ilopsiaky, abo iHdopmaiiito, HeoOXigHy s
eKCIIepTU3u /i1 BHeCeHHs 3MiH Il Tury 3 ypaxyBaHHSIM BUMOT IyHKTY 4.6 po3ziny IV
nporo IlopsigKy, Ta 3MiH, 10 MOTPeOyIOTh HOBOI peecTpaliii 3 ypaxyBaHHSIM BUMOT
mopartka 5 1o uporo Ilopsaky ta po3ainis IX ta X uporo ITopsaky.

[Tpu migroToBLi MarepiasiB peecTpaLliiHOTO [OChE 3asBHUK Ma€ KepyBaTHUCS
BUMOramu, BuK/IaZieHumMu y posgiax VII ta VIII gporo IMopsiaky (Tinmekud mipu
riepepeecTpaiiii), abo Tpu MiAroTOBLi MaTrepiasiB peecTpaliiHOro A0Che y dopmari
3T/ — Bumoramu poszinis IX ta X poro ITopsagky, 3 ypaxyBaHHAM BUMOI PO3Ji/IiB
XVI, XVII, XVIII usoro Ilopsaaky ta gopatkiB 10, 14 go uporo Ilopsgky, y pasi
TPAJULIIMHUX JTIKAPCHKUX 3ac00iB POCIUHHOTO TOXO/KEHHS Ta JTiIKapChKUX 3aco0iB,
IIJ0 BUPOOJISIFOTHCS 3TiIHO i3 3aTBep/KeHUMH mponucamu, — po3atie XIII ta XIV
1jboro [TopsiiKy, roMeoraTUYHUX JlikapCbKUX 3ac06iB — po3ziny XII nboro ITopsaky.

Ins mepepeecTpallii JHiKapCbKHUX 3aco0iB HaJa€TbCs KOMILIEKT MaTepiamiB
peeCTpaLiiiHOTO JIOChE 3a7Ie>KHO Bifl TUITY JiKapChbKOro 3aco0y BiJIOBigHO /0 AojaTKa
7 abo 8 go 1poro ITopsaky.

s mep»kaBHOI peecTpallii TiKapchbKUX 3aco0iB, Ha sIKi Bi/IMMOBiIHO ZI0 UMHHOT'O
3aKOHO/IABCTBA YKpalHU BU/IaHO TaTeHT, 3asBHUK I10/Ia€ KOTit0 MaTeHTy abo JilleHs3ii,
SIKOIO /I03BOJISIETHCSI BUPOOHULITBO Ta MPO/[aXK 3apeeCTPOBAHOIO JTiKapChKOTo 3acoby,
a TAaKOX [OKYMEHT, L0 IMiATBep KY€ UMHHICTb MaTeHTy B YKpaiHi. 3asgBHUK I10Ja€
JIUCT, B SIKOMY BKa3ye€TbCs, 1[0 MpaBa TPeThOi CTOPOHMU, 3axuiljeHi rmateHToM abo
repesaHi 3a JIL[eH3i€l0, He TOPYLUYIOTbCA y 3B'A3Ky 3 PeecTpalji€ro JiiKapCbKOro
3aco0y, 3a popMor0, HaBe/IeHOI y A0AaTKy 15 /0 11010 ITopsagky.
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Y pa3si peectparii A®PI abo gifounx peuoOBHH MOJK/IHBE IX BUKOPHUCTAHHS SIK
nikapcbkux 3acobiB B ymakosii in bulk, skimo A®I abo giroui peuoBMHM 4aCTKOBO
dopmax: rpaHyJsATYy, IiefieT, TpaHy/, TOKPUTUX OO0ONOHKOW, iHIIKWX dopmax
BUITYCKY). Y TaKOMY BUTIaZIKy BU3HAUAETHCS 00CAT [[0IaTKOBUX MartepiamiB y oopMari
3T (momatok 5 go 1poro Ilopsaky) Ass migTBepZyKeHHsI BIAaCTUBOCTEW, HaZaHUX
A®I abo girounMM peuoBHMHAM BHAC/IiIOK 3a3HaueHOI YaCTKOBOI TeXHOJOTiuHOI
riepepo6ku (rpoJsioHroBaHa abo BigTepmiHOBaHa fisl, CTiMKICTh A0 [ii HITYHKOBOTO
COKY TOIII0).

6.2. Tlpu peectpaijii roToBoro mikapcbKoro 3aco0y crienudikaiiii Ha fAirouy
peuoBuHy (po3ZiiM peectpauinHoro focke 3.2.5.4 pomatka 5 mo uporo Ilopsaky)
MO>KYTb MIiCTHUTH JJOAATKOBi MOKA3HWUKM I[0/I0 TeXHOJOTiuHMX mapaMmeTpiB A®I abo
Jlifouoi  peuoBHMHU, OOIpyHTOBaHI mnpu (dapMalleBTUUHIK po3polIli  (po3misu
peectpalivHoro fgocke 3.2.S.2 nmopgatka 5 mo uporo Ilopsifky), Ta [AOMOBHIOKOTH
TOKa3HUKM crierjudikariii, 1o Mictsateesi y MKS Ha A®DI abo girouy peuoBuHy Ta/abo
y cepTHdiKaTi SKOCTi, BUIaHOMY BUPOOHHUKOM.

6.3. Bumoru 7m0 sIKOCTi JiKapChKOro 3aco0y TOBWHHI OyTu He HIDKYe Bif
BcTaHOB/IeHUX y JIDY Ta/abo EBporieliceKiit papmakorei.

Y pasi BificyTHOCTI BiZinoBiiHOT MOHOTpadil Ha rOTOBUHA JliKapChKiii 3acib y JPY
Ta/abo €BporeiceKiii (papMakorei BUMOTH [0 SIKOCTi JTiKapChbKOTO 3aco0y TMOBUHHI
OyTH He HIKYe BiJi BCTAHOBAEHWX B IHIIMX TIPOBiAHMX apMakKoresix CBiTy
(bpuTtaHcbka apmakornes, (papmakories CIIIA, dapmakones SmnoHii).

Y pa3i BigcyTHOCTI BiAmoBigHOi MoHOrpadii Ha roToBUM JiKapChKiii 3acib y
BHUIIe3a3HaueHNX (hapMakoresx BUMOTH 0 STIKOCTi TeHepUYHOT0 JIiKapChbKOro 3aco0y
TIOBMHHI BCTaHOBJIFOBAaTUCS BUPOOHMKOM Ta Bi/JITIOBiIHUM UWHOM OOIDYHTOBYBATHCS
Ha ITi/ICTaBi /j0Be/jleHHs B3aEM03aMiHHOCTI 3 pedhepeHTHUM IIperiapaToM.

Y pa3i BHeceHHs 3MiH [0 3aralbHUX abo okpemMux ctater JI®PY Ta/abo
€Bporeiicbkoi (apmakoriei Ta/abo bpurtaHchkoi ¢apmakoriei Ta/abo dapmakoriei
CIITA Ta/abo dapmakornei SmoHii 3aIBHUK Ma€ TIPOTATOM 6 MicCSIliB 3 JaTH BBeJ|eHHS
B /IO [JUX 3MIiH TPUBECTU Y BIAMOBIAHICTb [0 HUX [i0Ul METOAU KOHTPOJIO SKOCTI
3apeeCcTpPOBAHOIO JiKapChbKOro 3acoby.

6.4. Bixg 3asgBHMKa He BUMAarae€TbCs HaJaHHA pe3y/bTarTiB  BJIACHUX
TOKCHKOJIOTIYHUX Ta (papMako/IoTiuHUX BUMPOOyBaHR ab0 pe3y/bTaTiB KIiHIUHKX
BUTIPOOYBaHb, SKILIO BiH MOyKe Ha/laTH OJJMH 3 TaKUX JJ0Ka3iB:

6.4.1. JlikapcbKuii 3aci6 € reHepyuKOM 0 pepepeHTHOrO JiKapchbKoro 3acoby i
3asBHUK ByKe 3apeecTpoBaHOro pedepeHTHOTo JiKapCchbKOro 3acoby 3rofieH 3 TUM, abu
NP BUBUEHHI 3asfBM Ha TeHepUK Oy/1M BUKOPHCTaHi [JaHi (apMakoJIOTiuHUX,
TOKCHKOJIOTiUHUX Ta/ab0 KMiHIUHKUX BUTIPOOYBaHb, fKi MICTATBCS B peECTparliiHUX
MaTepiasiax Ha pedepeHTHUIM JiKapchKuii 3acio (ry1aBa 2 po3ziny X 1boro ITopsaky).

6.4.2. Jlikapcbkuii 3acib € reHepyuKOM /10 pehepeHTHOro JiKapChKOro 3aco0y, 1o
JIOBeleHO [IOC/IiKeHHsAMYU, TIpOBeJeHUMU BIAMNOBIAHO A0 po3ainy XX LbOro
[Topsaaxy.

HocnimpkeHnHs: 06i0JOCTYITHOCTI He BUMaraTUMYThCSl BiJ] 3asBHMKA, SIKII[O BiH
MOKe [IOBeCTH BiAMOBiHICTE TeHEePUYHOrO JiKapChbKOTro 3aco0y KpuTepisM,
3a3HaueHuM y po3guii XX soro [Topsgky.
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Y pasi Koy mpu peecTpariii TeHepUYHOTO JIiKapChbKOro 3aco0y, eKBiBa/IeHTHICThb
SKOT'0 Mae OyTH JloBefleHa dhapMaKOKiHETUUHUMMU [ OCTIJ)KeHHSIMU
(bioekBiBa/IeHTHICTDH), pe3yAbTaTU I[UX AOCTi/I)KeHb Iije He JOCTYIIHi, a Mpe/cTaB/ieHi
JOC/Ii/PKeHHsI eKBIBaJIeHTHOCTI MIPOBeZeHO i3 3aCTOCYBaHHAM IHIIUX MeTOJiB, HIX Ti,
1o nepeabaveHi po3zaisioMm XX 1boro IopsiiKy, 1110 Ha/IeXKHUM YMHOM 0OIPYHTOBaHO
3asiBHUKOM, TO peecTpaljiliHe JJoChe MO)Ke OyTU MpUiHSATe 3 ypaxyBaHHSIM TEeBHUX
3000B's13aHb. Lli 3000B's3aHHS TIOBMHHI BK/HOYWaTHM MpOrpaMy  AOC/Ti/KeHb
6ioekBiBa/IeHTHOCTI TeHepUYHOr0 JTiKapChbKOT0o 3aco0y /10 pedepeHTHOro 3rifHO 3
po3ainiom XX 1nporo ITopsifky, siKi MalOTh OyTH TIPOBeZieHi TMPOTSITrOM [BOX POKIB 3
JlaTh OTPUMAaHHS 3asBHMKOM DEECTPaLliMHOIO TIOCBiZJlUeHHS, Ta pe3y/bTaTu
JIOCTKeHb MaloThb OyTHM BHECEeHi [0 MarepiasiB peecTparjiiHOro J0Che B
YCTaHOBJIEHOMY TTOPSJKY.

[Tpy 1[bOMY iHCTPYKIJisi /11 MeJUUHOrO0 3aCTOCYBaHHSI JIiKAPCHKOTO 3aco0y
TeHepUYHOTO JTiIKapChKOro 3aco0y Mae mictuty iHdbopMallito, iJeHTUUHy /10 Ti€l, siKa
HaBe/leHa B IHCTPYKIii Jj1 MeJWUHOTO 3aCTOCYyBaHHSI pedepeHTHOro JIiKapChKOTro
3aco0y.

byap-AKi BIAMIHHOCTI IHCTPYKL{l [/i1 MeJUYHOI'0 3aCTOCYBaHHS T'eHepUUYHOrO
niKapcbKoro 3aco0y MaroTh OOIPYHTOBYBaTHCh pe3y/bTaTaMH, OTPUMAaHUMH TIpU
6araToreHTPOBUX KIIHIUHUX JOCTiIKeHHX (T/1aBa 2 po3finy X 11boro [Topsiaky).

6.4.3. MenuuHe 3actocyBaHHs A®I abo gitouoi peuoBHHH, abO peUOBHH, SIKi
BXO/ISITh /10 CK/IaZly JiKapchbKoro 3acofy, mobpe

BUBUeHe (ab3ar] aaausaTh TpeTiki po3zminy II 1poro Ilopsiaky), BH3HaHO ix
e(eKTHUBHICTh Ta 3a[0BiIbHUM CTyMiHb Oe3reku (IIJISXOM Ha/aHHS AOK/IaZHUX
6i6sriorpadiunrx mocuiadb Ha omy06J1ikoBaHi HaykoBi faHi) (rmaBa 1 po3ziny X 1[b0r0
Iopszky).

Skmo HazaHo 6GibsiorpadiunHi mocrnaHHS Ha omyb/ikoBaHi HayKOBi ZiaHi, BOHU
BUKJ/Ia[Ial0THCSA 3 YpaxXyBaHHAIM BUMOT, HaBeeHUX y po3ziiax [X ta X georo ITopsaky
B o0csirax, sKi [103BOMSIOTH 3asdBHUKY He Ha/laBaTA pe3y/bTaTiB BJIACHUX
TOKCHUKOJIOTiUHMX Ta (hapMakKoJIOTiuHUX BUIIPOOyBaHb ab0 pe3y/bTaTiB KIIiHIUHUX
BUTIPOOYBaHb.

6.5. Skiio JyikapcbKi 3aco00M MiCTSTh Yy CBOeMY ckiaji Bifjomi A®I abo airoui
PEUYOBUHH, SIKI paHillle He 3aCTOCOBYBa/IUCh y JaHOMY CIIO/IyYeHHi 3 TepareBTUYHOIO
MeTO0, TO HeoOXiJHO HafaTh pe3y/bTaTh TOKCUKOJIOTiUHUX, (hapMaKoJIOTiuHUX abo
K/IiHIYHMX BUMpPOOyBaHb, II0 HajeXaTb [0 I[bOTO CIIOJyUeHHs; TMPHU L[bOMY HeMae
HeoOXiTHOCTI HaZlaBaTH TTOCU/IAHHS, SIKi CTOCYIOTBCS ZI0 KOXKHOI CK/Ia/ioBoi (r/1aBa 4
po3giny X neoro [lopsaky).

Lle He cTOCY€eTLCSA BUMAKIB, KOJIM KOMOiHOBaHi JlikapChbKi 3aC00M MiCTSTh Bijomi
A®I abo giroui peuoBUHM, SIKi paHillle BUKOPUCTOBYBA/IMCh Y MeIUUHil MPaKTHUIi K
OKpeMi JiKapchKi 3aco0M y THX caMUX JIiKapChKik (opwmi, J03ax Ta BiAmoBigHOMY
CIiBBIJIHOLIIEHHI [/l [OCATHeHHs Tieli camMoi TeparneBTUYHOI MeTu. [Ipu npOMY
HeoOXiZlHO HazaTH pe3yabTaTU [JOC/i/PKeHb, IO 3acBijuaTh $K Ha CTafil
BUPOOHULITBA, TaK i MPOTATOM TepMiHy 30epiraHHs KOMOiHOBaHOTO JIiKapChbKOTO
3aco0y BiJICYyTHICTh Mi>K CK/IaZJoOBUMH OyZib-sIKOI B3a€MOZIil, sika MO)Ke BIUVIMHYTH Ha
e(eKTHBHICTb Ta Oe3reKy JiKapcbKoro 3aco0y.
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6.6. Y Bumaaky peectparjii mofiOHMX OionoriuyHMx JliKapChKUX 3aco0iB
(biocuminiApiB), SIKi He MOXKYTh BBa)KaTHUCh TeHepUKAaMM depe3 crielydiuHicTh
Tporiecy BUPOOHHIITBA, 3aCTOCOBYBAHOI CHUPOBUHU, OCOOIMBOCTEN MOJEKY/ISIPHOI
OyzoBU Ta TepamneBTHYHOI Ail, KpiM MoaymiB 1, 2, 3 HeoOXiZHO HazaTU A0JATKOBI
JlaHi, 10 TiATBEp/PKYIOTh Ha/le)XHUH piBeHb Oe3rmeku (TOKCHMKOJOTIUHI UMW iHImi
JOK/TiHIYHI BUBUeHHs) Ta e)eKTUBHOCTI (K/iHiuHi BunpobyBaHHs) (T/1aBa 3 po3ziny X
uboro ITopsaky).

6.7. SIkijo mikapchKi 3aco0M € TOMeomaTHYHUMM JIiKapCbKUMU 3acobamu, siKi
BigmoBigaroTe ymoBaMm po3giny XII gworo IlopsiaKy, yM TpaguLiiiHUMK JTiIKapCbKUMU
3acobamMH POC/IMHHOTO TTOXO/KeHHS, sKi BiAmoBigaroTe ymoBam po3ziny XIII 1jporo
[MTopsiaky, abo sikapCbKUMU 3aco0amH, 1110 BUPOO/ISIOTHCS 3TiAHO i3 3aTBEPAKeHUMHU
MO3 mnporvcamy, fKi BiAnosifaroTb ymMoBaMm po3zginy XIV uworo Ilopsigky, Bin
3asiBHMKA He BUMAararOTbCsl HayKoBl KiiHiuHI fgaHi. [Ipy npomy matepianvd 11010
SKOCTi JTikapChKOT0 3aco0y TIOBUHHI OyTH HaZlaHi B TIOBHOMY 00Csi3i, a TaKOXK y pasi
BUHUKHEHHsI CyMHIBIiB 1110710 Hioro 6Ge3reku Ha 3aruT LIeHTpy MOBHHHI Ha/laBaTHCS
JaHi, HeoOXimHi Ay eKcriepTH3u Oe3meKy JlikapchbKoro 3aco0y (riaBu 10, 11 po3ainy
X uporo ITopsaky).

6.8. Marepianu 10A0 Aep>KaBHOI peecTpaLlil [yKepesa pafiOHYKJ/IiJiB MOBUHHI
TaKO)XK MICTUTH TaKy iH(OpMaLlif0 Ta XapaKTepUCTUKX (BUMOTM BUK/aZJeHO y riaBi 9
po3ainy X uporo Iopsaky):

3arajJbHAKW OIKMC CHUCTEMM pPa3oM 3 JOK/JIaJHUM OMNMCOM KOMIIOHEHTIB CHUCTeMHU,
AKi MOXYTb BIUVIMHYTH Ha CK/Iaf, Ta SIKiCThb JiKapChbKOro 3aco0y i3 BTOPHUHHHUX
PaJiOHYKIIi/IiB;

AKIiCHI Ta KiJIbKiCHI XapaKTepUCTHKH emoaty abo cybsmimary.

6.9. OOcsar MarepianiB peecTparjiiHOrO [JOCh€ Ha JiKapchKi 3acobu, 110
TO/IAI0ThCS Ha Jlep)KaBHY peeCTpallito, BU3HAUAEThCS TUTIOM 3asiBU (fozaTok 1 abo
mopatok 2 no uboro Ilopsaky). Ilepesik JOKYMEHTIB [Jisi MPOBEEHHS] €KCIepTU3r
MaTepiaiB A5 AepkaBHOI peectpariii A®I abo fitouoi peuoBHHH, MeAWUHUX Ta3iB
BU3HAUEHO B 10AATKy 6 10 1poro ITopsaky.

6.10. 3 meTor HaJaHHsA HeoOXiHOI MeAWUYHOI [OTIOMOTH HacCe/eHHIO0 TIpU
nikyBaHHi corjianbHO Hebe3neuHux xBopob (Tybepkynwbo3, BIJI/CHI, BipycHi
renaTUTH, a TaKOXX PIJKICHI 3aXBOpIOBaHHS) TMpPU peeCTpaLiii OpUTriHaJTbHUX
MKapCcbKMX 3aco0iB  Ta  /iKapCcbKMX — 3aco0iB, 1[0 TIPOMIIIM  MPOLEAYPY
npekBanidikanii BOO3 Ta BkmtoueHi g0 mniepeniky BOQO3 mnpekBasnidikoBaHUX
MKapCchKUX 3aco0iB, MOXKyTh OyTH 3aCTOCOBaHi OKpemi BHUMOTHM [0 MaTepiasiB
peeCTpaLiiiHOTo A0ChE Ha TakKi JIiKapChKi 3aco0u:

6.10.1. OpwriHanbHui (iHHOBALIMHMI) JIiKapCBKUM 3acib s JTiKyBaHHS
coljianbHO Hebe3meuHux XxBoOpobO (Tybepkysnno3, BIJI/CHI, BipycHi rematutu, a
TaKOX JTIKapCbKWM 3aci0 3 OpHUTiHa/BbHOIO MOJIEKY/IOI /s JIKyBaHHS PiAKicHUX
3aXBOPIOBaHb) OYB 3apeeCcTpOBaHUI B KpaiHi, pery/isTOpHi OpraHu sIKoi 3aCTOCOBYIOTh
BUCOKi CTaHJapTh [0 $KOCTi, IO BIJAMNOBIJalOTh CTaHZApTaM, PEeKOMEeH[0BaHWM
BOO3, 30kpema: AMiHicTpallisi 3 XapuoBUX MPOAYKTIB Ta JiKapchbKux 3acobis CIITA
(FDA); €BpornelicbKe areHTCTBO 3 MeAUYHUX NPoAyKTiB (EMA) (3a LieHTpasli30BaHOI0
rpoLeyporo); AreHuis 3 TepaneBTUYHMX nOpoAyKTiB LlBeruapii (Swissmedic);
ATeHTCTBO 3 JIiKapCbKUX 3ac00iB Ta TMPOAYKTIiB MeAWUYHOrO Mpu3HaueHHs SroHii
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(PMDA); AreHTCTBO 3 peryJ/ilOBaHHS JIiIKaAPCBKUX 3ac00iB Ta MPOAYKTIB MeAMUHOTO
npusHaueHHs1 Benmukobputanii (MHRA); ABcrpariiicbka agmiHicTpallis iKapCchbKUX
3aco0iB (TGA). Kpim Toro, HeoOXiiHO HafATH:

a) odirifiHui 3BiT 3 OL[iHKM JIiKApChKOro 3aco0y, CKiaZieHud peryasiTOpHUM
OpraHoM, 3aBipeHWM TieuaTKOW 3asBHUKA (i  ¢i3nuHoi ocobu - 3a
HasIBHOCTI )/TIpe/ICTABHUKA 3asIBHUKA;

0) mucbMOBe TMiJTBep/)KeHHs BiJ 3asBHMKA, IO 3asB/leHWN Ha peeCTpaLlilo
nikapcbKui 3acib BiArnoBizae aikapcbkomy 3acoly, 1[0 3apeecTpoBaHUi B KpaiHi,
peryJiiTOPHUK OpraH siKOi 3aCTOCOBY€E BUCOKI CTaHAApTH A0 SIKOCTI, 1[0 BiAMOBIIatOTh
cTaHzapram, pekomeHzoBaHuMm BOO3.

6.10.2. Jlikapcbkuii 3acib6 pans jikyBaHHsA TyOepkyabo3y abo BIJI/CHIy
TIPOMIIIOB TIpoLieAlypy TipekBamidikailii Ta BKaoueHud Jo mnepeniky BOO3
nipekBaiikoBaHUX JIiKapCbKUX 3acobiB (mami - mepemik BOO3). Tlpu 1pomy
MOIAHMM Ha peeCTpallifo TKapCchbKUi 3acid Mae BHpPOO/SIETbCSI HAa BHUPOOHWUIM
IiMbHUL, 110 mpoiiia iHcrekTyBaHHs: BOO3 y paMkax nporpamu rpekBasidikariii
Ta 3a3HaueHa y nepesiiky BOO3; Byz Ta po3Mip yIakOBKH 3asiBJIEHOr'O 0 peecTpariil
niKapchKoro 3aco0y 3a3HaueHo B nepeniky BOO3. Kpim Toro, HeoOXiHO HajgaTH:

a) o@igiaui 3BiT BOO3 3 ouinku npenapatry (WHOPAS(s)), 3aBipeHuit
11eYaTKO 3asiBHUKA/TIpe/CTaBHUKA 3asBHUKA;

6) odiuitauii 3BiT BOO3 3 iHCIeKTyBaHHS BUPOOHMKIB Ta BiJiIiMiB K/IiHIUHOTO
tectyBaHHS1 (WHOPIR(S)), 3aBipeHuli reuaTKoO 3asiBHUKA/TIpe/[CTaBHUKA 3asBHUKa;

B) odiuiiHe miaTBep/pKeHHs1 Bifik BOO3 CTOCOBHO UMHHOCTI BMIIle3a3HaueHUX
JIOKyMEHTIiB Ha JaTy TpOBeJeHHsI [ep)kKaBHOI peecTpallii JiKapchbKoro 3acoby B
YKpaiHi, a Tako)X 3000B’sI3aHHS I1[0/I0 CBOeUacHOro iHdopmyBaHHs LleHTpy y pasi
aHy/moBaHHsA abo BHeceHHS OyAb-IKUX 3MiH [0 CTaTyCy MpeKBamihikKoBaHOTO
niKapchKoro 3acofy;

I) NUCbMOBE TIiJTBEPIKEHHS BiJ| 3asBHMKA, L0 3asgBJIeHUM Ha peeCTpaLilo
niKapchKui 3acib BiAMmoBigae ikapcbKomy 3aco0y, 1110 MPOMIIIOB NpeKBartidikariito, Ta
BHeceHur 10 odinitiHoro nepeniky BOO3 Ha mificTaBi JOKYMEHTIB, 3a3HAau€HUX Yy
MiyHKTax «a» Ta «bO» I1[bOro TyHKTy. [Ipu 1IbOMYy J/iKapChbKuil 3acib Moke
peecTpyBaTuCd B YKpaiHi IiJi Ha3BOMO, L0 BiJPi3HAETbLCA BiJ Ha3BW, MiJ KO BiH
3apeeCcTpOBaHUM B iHIIIIM KpaiHi abo 3a3HaueHMi y miepeniky BOO3.

6.10.3. Y Takux BUIIa[IKax 3asiBHUK MOXKe I10/jaBaT iHhopMallito, 1[0 MiCTUTHCS
B Moayai 1 pgomatka 5 go mporo Ilopsaky (3 rMepek/iagoM Ha yKpaiHCBKY abo
POCIMICBKY MOBY) Ta MOAyJ/i 2 gojaTka 5 A0 Lporo Ilopsigky (3 mepeknagoM Ha
yKpaiHCbKy abo pociiickKy MOBY 3a HeoOximHOCTI), Ha mariepoBomy Hocii. Moy 3,
4 Ta 5 MarepiaJliB peeCTpaL[iiHOrO JOChE JoAaTKa 5 A0 LbOro [TopsaKy 3asBHUK MOKe
1oJaBaTh B €JIBKTPOHHOMY BUIJIAAl, a TakoK MK, 1mo MicTuTh MapKyBaHHS
MEePBUHHOI, BTOPWHHOI (3a HAsBHOCTI) YMNAKOBOK, IHCTPYKLiO /151 MeJUYHOTO
3aCTOCYBaHHSI JiKapCbKOTO 3aco0y, a 3a OakaHHAM 3asBHHKA - KOPOTKY
XapaKTepUCTUKY JTiKapChKOTO 3aco0y.

[1pu peectpaliii /ikapchbKux 3aco6iB, BU3HaUeHUX y mifgmyHKTax 6.10.1 ta 6.10.2
nyHKTy 6.10 1bOro po3finy, eKcrepTuh3a peecTpaliiHUX MarepiajiB 37iMCHIOETbCS
rno3ayeproBo Ta 0e3 crijiaTu BapTOCTi ekcrepTHUX poOiT. [lepeapeecTpariiiiHuii
KOHTPOJIb 3a TIOKa3HUKaMU SIKOCTi TaKUX JIiIKapChbKHX 3aC00iB MO)Ke TIPOBOJUTHCS 3a
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nipoiiefiyporo «Lot Release» (11J11XOM eKCIlepTH3M MaTepialiB KOHTPOJIIO SIKOCTi cepii
niKapchKoro 3acoby (ITPOTOKOJIM KOHTPOJIIO SKOCTI cepii, aHaMiTUuHi 3BiTH), HalaHUX
BUPOOHUKOM) (masi - «Lot Release»).

6.11. Marepianu peecTpaljiiHOr0 [JOChE MOAAOThCA 0 LleHTpy BiAMmoBiAHO [0
TUMNY 3asBU y 3-X NpPUMIpHUKAX. 3a TOro[KeHHsAM 3 LIeHTpoM 3asiBHUK MOXe
MoJlaBaTU OKpPeMi YaCTUHU PeeCTPAL[iMHOrO JOChE Ha e/IeKTPOHHOMY HOCI1 (MOJy/b 5
Jozatka 5 o uporo ITopsgky).

Martepianyi peecTpaiiiftHOr0 [0ChE TOZAITLCA YKPaiHCbKOIO, abo pOCifiChKOIO,
abo aHITMCHKOI0O MOBOIO. Y pa3i MojaHHSI PeecTpaljifHOrO J0ChE aHTTiMCHKOIO
MOBOIO 3asiBHUK Ma€ Ha/laTH TaKOXK TepekKsaj] Ha YKpaiHChbKy abo pOCilicbKy MOBY
Moaysig 1 gomatka 5 g0 uboro Ilopsiaky, a Ha BuMory LleHTpy - Mmoaysis 2 gojarka S5
1o uporo ITopsiAKy, a TaKo’K MeTOU KOHTPOJIO SKOCTi TOTOBOT'O JTiIKapChbKOT0 3aco0y.

Marepianu peecTpaljiiHOTO AO0ChE, 10 HAJAKOTbCS [Jis1 €KCIepTHU3W Mij, uac
nepkaBHOI peectpaifii A®I abo fit0uoi peyoBHWHH, MOZAAIOTHCS YKpaiHCHKOMO, abo
POCIMCBKOIO, ab0 aHI/IHCHLKOI MOBOIO. Y pasi IOAAHHS PeeCTpalliiHOTO JOChE
aHTJIICPKOI0O MOBOIO 3asBHUK Ma€ HaJlaTH TaKOXX IepeKra[, Ha YKpaiHCbKy abo
pociiceKy MoBy moayns 1 pgozatka 6 go peoro Ilopszky, a Ha Bumory lLleHTpy -
Moy 2 nogartka 6 g0 nporo Iopsiiky, a TaKoXXK MeTOAU KOHTPOJIIO SKOCTi TOTOBOTO
niKapcbKoro 3acoby.

[Tepeknaz, peecTpaliiiHux MaTepianiB mMae OyTH 3acBifueHuil miamucom ocobw,
fKa Moro 37iMCcHWIIA, i3 3a3HaueHHsM Ipi3BHIla, iMeHi, 110 OaThKOBI Ta MOCAAU TaKOi
0cobu, a TaKo)K CKpiryieHu# reuaTKor 3asiBHUKaA.

6.12. TIlepenik [JOKyMeHTIB [l TIPOBeJEeHHs eKCIIepTU3U MarepiaaiB [Jis
Jlep>KaBHOI TIepepeecTpariii JIiKapCbKoro 3aco0y BH3HAUe€HO B AOJATKY 7 0 IbOTO
[Topsimky abo 3a OakaHHSAM 3asiBHMKA - y (opmati 3T (momatok 5 10 1LbOTO
[TopsiaKy), KO SIKOTO MarOThb [0/aBaTUCS:

peryyisipHO OHOBJIIOBAaHMM 3BiT 3 0Oe3reku JiiKapcbkKoro 3acoby Ta/abo
y3arajJbHIOOUWH 3BIT;

repesik OZlep>KaHuX 3a OCTaHHI 5 pOKiB B YKpaiHi peKjamallii Ha JIiKapChbKUU
3aci6 (y XpOHOJIOTiYHOMY TMOPSAKY) 3 JOKMIaJIHUM aHasli3oM MpUYWH, 1110 Oyiu
TiJicTaBaMU 11 BUJaui pekiamailiii, Ta 3aX0/iiB, Y>)KUTUX 3assBHUKOM Ji/1s1 3ari06iraHHs
iM y MalibyTHbOMY;

repesik rapaHTiu 3asiBHUKA Ta 3000B's13aHb, HalaHUX TIiCIIs
peecTpaliii/mepepeectpaliii (y XpOHOJ/IOTiYHOMY MOPS/IKY), i3 3a3HaUeHHSIM XapaKTepy,
CTaHy BHKOHaHHS (peKOMeHallii 00 MiC/sgpeecTpaLiiHuX JOC/Ii)KeHb, YCYHEeHHSs
OyAb-IKUX HeZOiKiB, IJ0 HalaBa/TMCsl KOHTPOJIbHUMH Ta iHIIMMHW OpraHaMH TOII[0);

JlJII TEHEePUKIB, Y IKMX Ha YaC peecTpaliil BiAMOBIHI jaHi, 1[0 MiATBEPAKYOTb 1X
eKBiBa/IEHTHICTh 3 pedepeHTHHUM TIperapaToM, Oy/au BificyTHi, HeoOXifHO HajaTh
JlaHi, OTpMMaHi Ha TIi/ICTaBi AOC/IiKeHb BiAnoBiAHO 10 po3ainy XX neoro [lopsaky.
i mocmifyKeHHST MalOTh TIPOBOAWTHCS T/l Yac 3HAXOZPKEeHHS JiIKapChbKOro 3aco0y Ha
PUHKY y paMKax TIporpaMd JOCTi[KeHb 0ioeKBiBa/IeHTHOCTI T'eHepUYHOTO
miKapcbKoro 3acoby zo pedepeHTHOro, 3a3HaueHOl y TiAnyHKTI 6.4.2 myHKTY 6.4
LIbOTO PO3ALIY.

Big 3agBHMKAa He  BUMAra€TbCAd  HaJaHHA  pe3yJ/bTariB  JOC/IIKeHb
eKBiBa/IeHTHOCTi TeHepHUYHOT0 JIiKapChKOro 3aco0y /10 pedepeHTHOTro, OTPUMaHUX Ha
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MificTaBl AOC/IIKeHb BiArnoBigHO A0 po3gily XX nporo Ilopsigky, y pasi, Komu
3asB/IeHUM JIiIKapChKUM 3acib 3aCTOCOBYETHbCS y MeAWYHiM MpaKTHI[i Ha TepUTOpil
Ykpainu npuHavimHi nOpotsarom 10 pokiB, 10 MiATBEPKYETHCSA BiAMOBITHUMU
6i6miorpadiunumMy JaHUMU ITI0/0 HOT0 epeKTUBHOCTI, Oe3MeKH Ta SIKOCTi.

6.13. [Ilepenmik [OKyMeHTIB [Jig IIpOBeJleHHs eKCIlepTU3W MarepiasiB
peecTparliiHOro ZIoChbe Ha TpaJvililiHi JiKapchKi 3acobu Ta JiikapcbKi 3acobu, 1110
BUPOOJIAIOTHLCS 3TiJIHO i3 3aTBep/I)KeHUMU TPOTNMCaMH, /1Jis1 Jlep>KaBHOI repepeecTpaliii
BM3HaueHo y A10AaTKy 8 mo nporo [lopsaky.

6.14. [Ins mipoBefieHHs eKCNepTH3M MarepiasiB peecTpaliiHOro Aocke Ha ADI
abo [itoui peuoBWHM, SIKi MOJAIOTHCS [1JIs1 Iep>KaBHOI repepeecTpallii pa3oM i3 3asiBOr0
Mpo Jep>kaBHy peecTtpailjito (mepepeectparito) A®I abo girouoi peuoBHHH, 3a
dbopmotro, HaBe/IeHOO y A0AATKY 3 A0 uboro [TopsiaKy, 10AaTKOBO MOAAITHCS:

OHOBJIEHI METOAU KOHTPOJIIO SIKOCTI,

OHOBJIeHi [jaHi PO TeXHOJIOTiI0 BUPOOHHUIITBA Ta iH(MOpPMaLlis IIJ0[0 BiJCyTHOCTI
3MiH y MeToJaX KOHTPOJII0 SIKOCTi Ta TexHOsoTii BUpoOHUIITBa A®DI abo miroumx
PEUOBUH.

6.15. Y pasi sgkmo 3aaBHUK nogae o MO3 3asgBy npo IepepeecTpalito
niKapcbKoro 3aco0y meHie HiK 3a 90 KajieHZApHUX [HIB /10 3aKiHUEHHS CTPOKY [ii
peecTpaljiiHOro TOCBi/lUeHHs, 3asiBa MOAAEThLCS BIiJIOBIHO /[0 AojaTkKa 1 10 1IbOro
[Topsinky, a A TpafulliiHUX JiKapCchbKMX 3acobiB Ta JiKapCchKuX 3acobiB, 110
BUPOOJIAIOTHCS 3TiJHO i3 3aTBePA)KeHWMM TMPOIHCaMH, - [0 AojaTKa 2 [0 IbOro
[Topsinky. PeecTpaljiiiHi MaTepiajd MOAAIOTHCS 3TiJHO 3 goAaTKaMu 5, 8 [0 LbOro
[Mopsiaky (@i TpaAWIiMHMX JiKapChKMX 3aco0iB Ta JIiKapCbKUX 3aco0iB, 1110
BUPOOJISIFOTBCST  3TiIHO i3 3aTBep/KeHWMH TIPOTMMCAMH), 3 ypaxXyBaHHSIM BHUMOT
poszinis IX, X, XIII, XIV usoro [Topszky.

VIL. BUMOTI'1 IO MATEPIAJIIB PEECTPAIIIMHOI'O JOChHE
(Y POPMATI HOTUPHOX YACTUH)

1. Bumoru g0 yactunu I «Pe3tome o0cbe» MaTepiasiiB peecTpaniiHOro A0ChE

1.1. AaminictpaTtuBHi aaHi (I.A.):

JlikapcbKuii 3acib, 1110 € 00'eKTOM 3asiBU MpO TepepeecTpallito, iieHTUdiKyeTbCs
3a Ha3BOIO JIiIKapChKOTO 3aco0y Ta 3a Ha3Boro A®DI abo AirounMx peyoBWH pa3oM 3
nmikapcekor (dhapmalleBTUUHOI0) (opmoro, criocoboM BBeJeHHs, CWIOK [ii Ta
KiH1IeBOIO (pOPMOIO BUITYCKY TOTOBOTO JIiKapChKOT0 3ac00y, YK/TIOUarouM yIakoBKY.

YKa3yroTbCsl HavWMeHYBaHHA Ta MiCLe3HAaXO/[)KeHHs 3asgBHHMKA pasoM 3
HaliMeHyBaHHSIM Ta MiClle3HaXO/PKEeHHSIM BHPOOHMKIB i BMpPOOHMUMX [iMbHHII,
TMOB'I3aHUX 3 Pi3HUMHU CTafissMU BHUPOOHUIITBA (YK/IHOUYAalOUd BHUPOOHWKA TOTOBOTO
miKapcbKoro 3acoby i BUPOOHMKIB [ifOUMX peYoOBHH), Ta 3a HeoOXiJHOCTi
HallMeHyBaHHS Ta MiCLIe3HaXO/I)KeHHsI iMIopTepa.

3asBHMK YKa3ye€ KIJIbKICTb TOMIB MarepiasiB peecTpaljiitHOro MA0Che, 10
CYTPOBO/KYE 3asiBy.

[o agmiHICTpaTUBHUX [JaHUX Ha/leXaTh:

Korii JiiljeH3ii Ha BUPOOHUWIITBO (SIKII[O 3TiHO i3 3aKOHO/JAaBCTBOM KpaiHM
BUPOOHMKA JTilleH3id Ha BHUPOOHUIITBO iCHye JIMIle B €/IEKTPOHHOMY BUIJISI
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(manpukmag, CIIIA), mae OyTH HajaHa PO3/APYKiBKa i3 MOCHIAHHAM Ha BiIOBigHUI
odirfifinuii caiiT, 3aCBiueHa ITiJITHCOM/TIeYaTKO0 3asiBHHUKA) a00 iHIIIOTo J03Bi/IbHOTO
JIOKyMeHTa Ha BUPOOHHUIITBO 3asB/ieHOI /iKapchbkoi ¢opMHu y KpaiHi BUpoOHHKa (€
HeoOXiHUMU SIK 71 TIOBHOTO, TaK i HETIOBHOTO BUPOOHUIITBA, a TAKOXK [T Pi3HUX
rpoiieciB (pacyBaHHSI, MaKyBaHHS i MAapKyBaHHS);

3aCBi/[ueHa KOIisl JOKyMeHTa, IO ITiITBEP/KY€E BiJTOBiIHICTL BHUPOOHMIITBA
nikapcekoro 3acoby Bumoram GMP, BuzmaHoro [lep»kmikcay»k0010 BiAmoBigHO 110
BUMOI' Haka3y MiHicTepcTBa OXOPOHU 370pOB’s YKpaiHu Bif 27 rpyaHs 2012 poky
Ne 1130 «IIpo 3aTtBepmkeHHsi IlopsaKy TmpoBeleHHS TIiATBEPIKEHHS YMOB
BUPOOHMIITBA JIiIKAPCBKMX 3aco0iB BUMOraM Ha/Ie)KHOI BHPOOHHMYOI TMPaKTHKN»,
3apeecTpoBaHoro y MiHicTepcTBi toctuiiii Ykpainu 21 ciuna 2013 poky 3a
Ne 133/22665, abo rapaHTiiHMI JTUCT 3asBHMKA I[0/I0 HAJlAHHS TAKOTO JOKYMEHTa
TPOTSITOM CTPOKY IPOBE/IeHHs CIieljia/li30BaHOl eKCIIepTU3HU;

KOTTiSi peeCcTpaliifHOro TIOCBifueHHsT abo iHIIOTO fI03BiIBHOTO JIOKYMeHTa
(Marketing Authorization, Certificate of a Pharmaceutical Product, Free Sale
Certificate TOI0), BHJAHOrO YIOBHOBa)XEHHM OpPraHOM KpaiHM BJlaCHUKa
peecTpaljifHOro TOCBiueHHs1 (3asBHUKA) Ta/abo BUpPOOHMKa, abo iHIIOI KpaiHw,
PeryJIAITOPHUMA OpraH $IKOI KepyeTbCs BUCOKMMM CTaHJapTaMM [0 SKOCTi, 1110
Bi/INOBiZIat0Th CTaHZApTaM, pekomeHJoBaHuM BOO3, mnepesnik KpaiH, e JdaHUM
niKapChbKHi 3acib 3apeecTpoBaHO/TIePepeeECTPOBaHO;

KOITist KOPOTKOI XapaKTepHUCTHUKHU JTIKapChbKOT0o 3aco0y/iHCTPYKIIil A/iT MeAMUHOTO
3aCTOCYBaHHS, po3po0/ieHoi Ta 3aTBepZpKeHOl BiJIMOBIZHO [0 HOPMAaTHUBHUX BHUMOT
KpaiHu 3asiBHUKa/BUPOOHMKA, BiZITTOBIIHO /10 BCTAaHOB/IEHUX BHUMOT;

TiepeJstik KpaiH, y SKUx OyJ/10 1o/jaHo 3asiBM Ha peecTpariito.

1.2. KopoTka xapaKTepHCTHKa JiKapcbKoro 3aco0y, iHCTPYKIisl AJi MeJUIHOTO
3actocyBanHs (I.B.):

Korist KOpOTKOI XapaKTepHUCTHKHU JIIKapChbKOTO 3aco0y/iHCTPYKIIil A/ MeAMUHOTO
3aCTOCYBaHHS, 3aTBEP/JKEHOI BiAMOBIAHO [0 HOPMATUBHUX BHUMOI KpaiHU
3asBHUKA/BUPOOHMKA abo iHIIWX KpaiH, PeryisTOpHI OpraHd SKHUX KepyHThCs
BUCOKUMH CTaHAAPTaMU [I0 SIKOCTI, 10 BiATOBialOTh CTaHJAapTaM, peKOMEeH0BaHUM
BOO3.

KpiM TOro, 3assBHMK HaZi@a€ TPOEKT MapKyBaHHS Ha YIMakoBLi (MMepBUHHIMU,
BTOPHHHIM (3a HasIBHOCTI)), iHCTPYKIitO [/I1 MeJUUYHOTO 3aCTOCYBaHHS JTiIKapCbKOTO
3aco0y, ckajeHi BiAnoBigHo A0 BUMor po3ziniB X VI ta XVIII uporo ITopsaky.

3asBHUK TIPOTIOHYE TIPOEKT KOPOTKOI XapaKTePUCTUKH JiKapChbKOro 3acoby,
CK/IafeHol BiAnoBigHO A0 Bumor po3giny XVII pworo Ilopsiaky, CTpyKTypa SKOi
HaBe/leHa B J0JaTKy 14.

1.3. 3BiTu He3anexxHux ekcreptiB (1.C.):

3BiTM eKcrepTiB 3 JOKyMeHTallil CTOCOBHO XiMiuHUX, (apMalleBTUUHUX Ta
GiosioriuHnx BUNpoOyBaHb JIiKapcbKoro 3acoby, a Tako)K CTOCOBHO ZIOKyMeHTaLlil TIpo
(hapMaKO-TOKCHKOJIOTiUHI Ta K/IiHiuHi BUMpoOyBaHHs TMOBMHHI OyTH MiArOTOB/IEHi
ekcriepramu-¢axiBLsiMU, 30KpeMa:

eKCIepTOM-aHa/liTUKOM - BiZIOMOCTi Tpo Te, UM BiJmoOBifa€ J/iKapChbKuii 3acib
3asiBJIeHOMY CK/a/ly, i3 3a3HaueHHsSM Ta OOIDYHTYBaHHSM MeTOZiB KOHTPOJIO, SIKi
BUKOPUCTOBYIOTHCSI Y BUDOOHUIITBI;
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eKcriepToM-apMakooroMm abo (axiBiieM 3 aHa/IOTiYHOI eKCIIePUMeHTaTbHO0
KOMIIETEeHIIi€l0 - JiaHi 100 TOKCHYHOCTi JiiKapchKoro 3acoby Ta ioro
(hapMakKoJIOTiYHUX BIaCTUBOCTEM;

€KCIepTOM-K/THILIUCTOM - BUCHOBKHM TPO Te, UM 3MII' BiH IIepEKOHATUCH, L]0
edekTH JIiKapchbKoro 3aco0y B 0cib, sKi ¥oro mpuiiManu, 36iratoTbCs 3 BiZIOMOCTSIMU,
HaZJAHWMU 3asiBHUKOM BiZIMIOBiJHO /0 BCTAHOBJIEHWX BHUMOT; IIIO JIiIKAapChKUH 3acib
no0pe mepeHOCUTLCS; peKOMeH/allil Bi[HOCHO [03yBaHb, pe3y/bTaTh OOrOBOpPEHHSI
MPOTHUIIOKAa3aHb Ta MOOIUHKX peakLil.

[Ipy 1OMY 3a HeOOXiJHOCTI eKCrepTd MalTh yKa3aTH IIigCTaBd [I/Ist
BUKOpHCTaHHA 0iGmiorpadiuAanx rmocunaHk Ha HAYKOBY JiTepaTypy.

3BITU €KCIepTiB TOBHMHHI MICTUTU 3MICTOBHY €KCIIepTH3y SKOCTI JIIKapCbKOIro
3aco0y, J0C/TiKeHb, BAKOHAHWX Ha TBaPWHAX i 3@ y4acTIO JIFOAWHMU, a TAaKOXK YCi /aHi,
fKi MalOTh BiZJHOIIIEHHS [0 €KCIepTU3W. 3BiT MUIIeTbCA TaKUM UWHOM, abu Tipu
yuTaHHI MOXKHA OY/10 CK/IAaCTH UiTKe ysIBJIEHHS TIPO BJIACTUBOCTI, SIKiCTb, TIPOTIOHOBAaHI
cnenmdikaifii Ta MeToAM KOHTPOJIO, TMpo 06e3reky, edeKTHBHICTh, TepeBaru Ta
He/IoJTiKU JTiIKapChKOTOo 3aco0y.

Yci Bak/uMBI JeTasni y3arajbHIOIOTHCS B JOTMOBHEHHAX [0 3BITIB eKCIepTiB, 3a
3MOT010, BK/IFOUarouH JiaHi y ¢opmi Tab/uils Ta rpadikiB. 3BiTH eKCIIepTiB Ta pe3iome
MOBMHHI MICTUTH YiTKi TepexpecHi MOCWIaHHS Ha iH(QoOpMaLlito, sKa MiCTUTbCS B
OCHOBHIM JJOKyMeHTaLjjii.

KoykeH ekcrepTHUM 3BIiT TTIOBUHEH TOTYBaTUCS KBa/li(hiKOBaHUM Ta [OCBilU€HUM
crerfiamicroMm. BiH moBuHeH OyTH mifmucaHuii Ta gaToBaHuUM ekcriepToM. o 3BiTy
JIOMIA€ThCSI KOPOTKa iHdopMallist TIPo OCBITYy, Crielliafi3aliito Ta TpodeciiHui JOCBif
eKcriepTa, a TakKoX iH¢opMmailis Tpo TpodeciiiHi CTOCYHKM MiK 3asiBHUKOM Ta
eKCIIepTOM.

2. Bumorun o uactuau II «XimiuHa, ¢dapmaneBTHUHAa Ta Oiostoriuna
AOKyMeHTaNifA» MaTepiasiiB peecTpaliiHOro A0ChE

2.1. 3arasbHi BUMOTU:

Yci Meroguky BumnpoOyBaHb TOBWHHI BiZATIOBiZaTH CyyacHOMY HayKOBOMY
PiBHIO, a TaKOX MepeBipeHi BUPOOHUKOM Ha J0CTOBipHiCTh. [Ipy 1jbOMy MOBUHHI OyTH
Ha/laHi pe3yJbTaTy JOC/IiKeHb 3 IepeBipKY Ha JOCTOBIPHICTb.

Yci nporeaypu BUNpoOyBaHb OMUCYIOTHCS OCTaTHHO TOYHO Ta AOK/IafHO, abu
MO>KHa Oy/10 BiJTBOPUTH X TIpU TIPOBe/leHHi BUTIPOOYBaHHSI.

Yci criejiasibHi TIpUIaZy Ta YCTaTKyBaHHS OMUCYRHOTHCSA JOCUTh JOK/IaJHO Ta, 3a
3MOT'0O0, CYIIPOBOJKYIOTHCH CXEMOIO.

3a 1moTpeOM HABOAATHCS CKAaAW /1a00OpPaTOPHUX PpEeaKTHBIB i3 3a3HAaueHHSIM
criocoby 1X PUroTyBaHHSI.

SIKII0 MeToAMKY BUTIPOOyBaHb orvcadi B Jlep>kaBHil (hapmakornel Ykpainu abo
€BporteliceKiii  dapmakorei, To iX ommc Mo)ke OyTH 3aMiHeHHU [[OK/Ia[HUM
MOCH/IaHHSM Ha BiJIMOBiAHY (papMakoriero.

2.2. Cknap (ILLAL):
Martepiany peecTpalliiHOTO [0Chb€ TIOBUHHI BK/IIOUaTU OINHUC $SIKICHUX Ta
Ki/IbKiCHHUX XapaKTePUCTHK YCiX CK/Ia[JOBHX JIiKapChbKOTO 3aco0y, a TaKOXK Marepianu
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mog0 (apmaiieBTHUHOI pOo3po0OKK. 3a3HaueHi XapaKTepHUCTHKW Ta MaTepianu CJIif
10JjaBaTy BIATIOBIAHO [0 HaBeJeHUX HUKUe BUMOT.

2.2.1. SIKiCcHI XapaKTepuUCTUKU:

[Tig SKiCHUMM XapaKTepHUCTHKaMM yCiX CK/IaZloBUX JiKapChKOTO 3aco0y MaroThb
Ha yBa3i 3a3HaueHHs abo OIuC:

JIFOUMX PEUYOBUH;

JIOTIOMI>KHOI(MX) peuoBUHH(H) He3a/le)XHO BiAg 1 (iX) moxomkeHHsT abo
BUKOPHCTOBYBAHOI KiJTbKOCTi, BK/TFOUatOur OapBHUKH, aHTUOKCHU/IAaHTH, KOHCEPBaHTH,
aZ'foBaHTH, CTabimi3aTopHy, 3ryllyBayi, eMy/JbraTOpPH, apoMaTH3aTOpH, CMaKOBi
JI06aBKH TOIIIO;

CKMa/IOBUX pEUYOBUH OOOJIOHOK JIiKAapChKUX 3acobiB, TMpH3HAuUeHUX /s
BHYTPIIITHBOI'0 3aCTOCYBaHHsI ab0 BBeJieHHS IMAlliEHTaM B iHIIMM Crocib, - Karicyw,
KariCyJ/Iv yKeJIaTUHOBI, KariCy/u peKTaJbHi TOLO.

Ha forioBHeHHS [0 LIUX XapaKTepUCTUK Mae OyTy HajlaHa OyJb-sika HeobOXifHa
iHdbopMallis TIpo TIePBUHHY YITAaKOBKY i, Y BiJMOBiAHMX BHUMaAKaX, MPO Croci6 ii
YKYTIOPEHHSI pa3oM 3 I0OK/IaIHIMH BiJOMOCTSIMH TIPO TIPUCTPOI /IJIs1 3aCTOCYBaHHS abo
BBeJIeHHSI JTiIKapChKOro 3acoby, siKi OyAyTh IlOCTayaTWCS pa3oM 3 JIiKapChKUM
3acobom.

Y pasi nepepeectpaiiii AD®I abo Airouoi peuoBHHU y MaTepiasax peecTpaijitHoro
JIOCbE, 1110 CYTIPOBOZIKYIOTh 3as1BY, MalOTh OyTH HaBe/leHi Taki BijoMOCTi:

CTPYKTypHa (hopMy/ia, a TakKo)K 0OIPYHTOBaHi J0Ka3u CTPYKTYpH, HalpUK/aj, Ha
OCHOBI CHHTe3y Ta CleKTpaJbHUX JaHUX (SIKILO TakKi €);

inopmarjis 1010 MOXKIMBOI i30Mepm3allii i3 3a3HaueHHsAM i30MepiB abo
MOXX/TMBOCTI yTBOPeHHsI roaiMopbHUX MoAudiKallii;

(bi3uKO-XiMiuHi Ta iHIIIi BIACTUBOCTI, YK/IIOUaOuu 0i0/IOriuHYy aKTUBHICTB;

iHopmaliis 1110710 AOMIIIIOK.

s pagiodapMal|eBTHUHUX JIIKAapChKUX 3aC00iB, /10 AKMX YBOASTH PaJiOaKTUBHI
MITKHU TIiC/Isg TIocTayaHHs BUpoOHUKOM, A®DI abo /iF0uoi0 peUOBMHOIO BBA)KAETHCS Ta
yaCcTWHA CK/IaAy JiiKapchKoi GopMu, fKa TpH3HaueHa /il TlepeHeceHHsT abo
3B'A3yBaHHA pajioHykiiga. HaBoaatbca [oK/IazHI  BiJOMOCTI  MPO  JyKepesio
pagionykmiza. KpiM TOro, ykasyrTbCs YC1 CIIOJYKH, fIKI MarTh [eplioyeprose
3HaueHHs [1J1s1 BBeJIeHHs Pa/jil0aKTUBHOI MITKMU.

Y mxepeni A®I abo Aif0OUMMH peUOBMHAMHM BBa)KalOThb SIK TIEPBWHHI, TakK i
BTOPUHHI paJiOHYKJ/IiIN.

2.2.2. 3arajqbHOTNPUMHATA TEPMIHOMOTIA, $KYy BHUKOPUCTOBYHOTb TPU OIUCI
CKJ/Ia/IOBMX PEUOBHH JIiKapChKOT0 3aC00y, 03Haua€ Take:

IS IiOUMX PedoBUH, sIKi HaBeJleHi B [IPY abo Eppomneticekiii (apmakorei, Mae
OyTu BKa3aHa OCHOBHA Ha3Ba, sfIKa HaBe/leHa Ha TOUATKy BiJmoBigHOI MoHorpadii, 3
TOCU/IAHHSM Ha BiJMOBiZIHY (papMakorieto;

JUTsT iHITIMX [IiF0UMX pedyoBUH Mae OyTv HaBesieHa MHH, pekomenoBada BOO3,
sIKa MOYKe CYTIPOBO/PKYBaTHCS iHITIOI0 HellaTeHTOBAHOIO Ha3Boo abo 3a ii BigcyTHOCTI
- TOYHOI HAYKOBOIO (XiMiUHOIO) Ha3BOO; /ISl AiFOUMX PEUOBHH, sIKi He MatoTb MHH
abo TOUHOI HayKOBOi Ha3BW, MalOTh OyTH HaBejleHi JlaHi Mpo Te, IKUM UMHOM Ta 3
yoro BOHHU TIPUTOTOBaHi (3a HeoOxifgHOCTi, 19 iHdopMallis mMae OyTH JOMOBHeHa
BiINOBiTHMMU [TOK/Ia[HUIMU BKa3iBKaMM);
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n1s1 OapBHUKIB Ma€e OyTy HaBeleHUH BiAmoBigHMM Ko «E» 3rigHo 3 JIMpeKTHBOI0
78/25/EEC «ITpo 30mKeHHS 3aKOHO/JABUMX I10JI0’K€Hb JeprKaB-WiIeHiB I[0/I0
GapBHUKIB, J03BOJIEHUX [I/IsI 3aCTOCYBaHHS Y JTiIKapChKUX 3ac0bax».

2.2.3. KisIbKiCHI XapaKTepUCTUKHU:

a) Ans Toro abu HaBeCTW KiMbKiCHI XapaKTepUCTUKU [ilOUUX pPeYOBUH
MiKapChbKUX 3aco0iB HeoOXiZHO, 3a/1eXKHO Bif| BiAMOBiAHOT likapchKoi popmu, yKazaTu
Macy KOyKHOI /1irouoi peuoBUHU ab0 KibKiCTb OAMHULb 0i0/10TiuHOI f1ii y po3paxyHKy
Ha O/IVHULIIO 03U ab0 Ha OJUHULII0 MacH, abo 06'emy.

[ [irounX peuoBMH, fIKi He MOKHAa BU3HAUWMTU XIMIUHUM LUIAXOM, YKa3yrTb
ovHULli 6ionoriuHoi aKTUBHOCTI a0, SKIIO TaKi €, Mi>KHapOAHI OAWHMULI OiosoriuHOT
aKTUBHOCTI, ycraHoBieHi BOOJ3. fKuio MiKHapoAHi OZWHHULIL He BCTAHOBJIEHi, TO
OJIMHULI 0i0JI0TiUHOT aKTUBHOCTI ITOBUHHI OyTH BHpa)keHi TaKMM UHMHOM, abu HaJlaTH
OJHO3HAuHy iH(hOpMaIllit0 MPO AKTUBHICTh AiFOUMX PEUOBHH. 3a 3MOrol0 Mae OyTH
BKa3aHa 0ioJioriuHa akKTUBHICTb Ha OJIMHUIIIO MacCH.

JJofaTKOBO BKa3yrOThCA:

IJist iH'eK1iiHUX (hopM: Maca Ta KilbKiCTh OZIMHULIL 06i0/I0TiUHOT aKTUBHOCTI /17151
KO)KHOI J[iF0U0i PeUOBHHM i3 pO3paxyHKy Ha 006'eM /TikapChbKOTro 3aco0y B OJMHUYHIM
YMaKoBLli, YPaXOBYIOUM Y BiJTOBiHMX BuUMaZKax 00'eM JiKapchbKoro 3acoly, 1o
BUKOPHCTOBYETHCS TIiC/IS MOT0 MiIFOTOBKY /i1 Ge3rocepeiHbOT0 3aCTOCYBAaHHS;

IS JIiKapCbKUX 3aco0iB y ¢opMi Kparienb: Maca abo KibKiCTh OZMHUIlL
GiosoriuHOI aKTHMBHOCTI JjIsi KOXKHOI [Iitf0u0i pPeuoBHMHH Yy KiJIbKOCTi Kpariesb, siKa
Bizmosigae 1 mi1 abo 1 r mikapcbKoro 3aco0y;

J7I1  CHUPOTIiB, eMYy/bCili, TpaHy/JbOBaHMX Ta IHIIMX JIiKapCbKuUx (opM,
TPU3HAUeHUX /I BBeJEeHHS Y BUMIPSIHMX KiTBKOCTSX: Maca abo KibKiCTh OJUHULIb
GiosoriuHOi aKTUBHOCTI /1T KOYKHOI iF0UOi peUOBHHM Ha BiZMipeHY Ki/IbKiCTh;

6) sKII0 Aifoui peyoBUHU TIPUCYTHI Y BUTVIA/I CKIaJHUAX CIIOMYyK abo TMOXigHUX,
TO CJIiJl BU3HAUUTH 1X Y KUJIbKICHOMY BHpa)KeHHi, yKa3aBllIM iX CyMapHy Macy, a 3a
HeoOXiHOCTI - Macy akTMBHOI YaCTUHU ab0 YaCTUH MOJIEKYIIH;

B) KiJIbKiCHUM BMICT [ifOUOi PEUOBWHH, siIKa € Ci/IF0 abo TifpaToM, 3aBXKau
BUPA)KAETHCS y MepepaxyBaHHI Ha Macy aKTUBHOI YaCTHMHU (4aCTHH) MOJIEKY/IH;

r) BAMOra BUpPa)KaTU BMICT [iFOUMX PEYOBUH B OJIMHUIIX MacCHh AaKTUBHUX
YaCTHH, K HaBe/IeHO B Mi/MyHKTi «B» 1IbOTO MYHKTY, He Moyke OyTH 3acTOoCcOBaHa /o
pazsioapMalleBTUUHUX JIiIKapCbKUX 3aco0iB. [Ins pafiioHyK/IiZIiB pajjioaKTHBHICTh
BHUPA)Ka€ThCsl B Oekepesisix Ha TeBHY ATy Ta, sKIIO TMOTPiOHO, Ha MeBHWM dYac i3
3a3HauyeHHSAM YaCOBOIO IOACY. 3a3Haya€eTbCsl BUJ, BUTIPOMIHEHHS.

2.3. ®apmanieBTruHa po3pobka (I11.A.4.):

Indopmariiss 10710 dapmaileBTUUHOI PO3poOKM JTiKapcbkoro 3aco0y TOBWMHHA
MiCTUTH OOIDYHTYBaHHS BHOOpPY CKafy, CKIaJIOBUX DPEUOBHMH Ta T€PBUHHOI
YIIAKOBKY, a TaKOX TIOSICHEHHS IOA0 T[IpU3HAUeHHs [OTIOMIKHHUX PEUOBUH Y
TOTOBOMY JTiKapcbkoMy 3aco6i. OOTpyHTYBaHHSI Ma€ CYIIPOBO/PKYBaTHUCh HAYKOBUMU
JAaHUMH (hapMalleBTUUHUX J0C/TipKeHb. HeoOXiIHO 3a3HaUMTH HA//IMIIKKU B TIPOIieci
BUPOOHHUI[TBA 3 IX 0OIpyHTyBaHHsM. KpiMm Toro, wmaroThb OyTH 3a3HaueHi
XapaKTepUCTUKH TEeXHOJIOTIUHOro Tipoliecy (KPUTHYHI MapamMeTpH), SIKi MOXYThb
BIUIMBATH Ha Bi/ITBOPIOBAHICTh Bif, cepil 10 cepii, hyHKI[iOHa/bHI XapaKTePUCTUKU Ta
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SKiCTb JiKapchKOro 3aco0y. [lo 1jbOoro po3Aily MOXKyTh OyTH BK/IIOUeHi myb6srikariii
JIiTepaTypHUX [IPKepeJl.

[loBuHHa OyTH HajaHa iHQopMarlii  1[00  TPHAATHOCTI  CHUCTEMH
yTaKOBKa/yKyTOpKa 3 TOUKU 30py BUOOpPY MaTepiasiB, 3aXUCTy BiJi BOJIOTU Ta CBiT/a,
CYMiCHOCTi KOHCTPYKLiMHUX MaTepiasiB 3 JIiKapChbKUM 3acob0M, YKITHOUYarouu
copO1jito KOHTeliHepOM peuoBMH ab0 BHA/eHHS DEUYOBMH 3 KOHTeliHepa Ta/abo
6e3meKy MaTepia/iB KOHTeHepiB.

Ins pazgiodapmalieBTUUHUX JiKapChbKUX 3aco0iB Mae OyTy [0aTKOBO HaBeieHO
OoOrpyHTYyBaHHS  XiMiuHOi/pafiioXiMiuHOI YMCTOTH Ta 1i  B3aEMO3B'A30K 3
6iopo3mnoiiom.

2.4. MeTo/; BUTOTOBJIeHHS (BiZloMOCTi Mpo TexHosorito BupobHuiTea) (11.B.):

Omuc crioco0y BHUpOOHMIITBA JIKAPCHLKOTO 3aco0y Ma€ HalaBaTHCS Y BUIJISAI
BifJoMOCTeli TpO TexHOJIOTiF0 BUPOOHMIITBA. BigomocTi Tmpo  TexHoJIOTIO
BUPOOHUIITBA JIIKApCHKOTO 3ac00y TIOBUHHI BiJITIOBiZAT HaBeZileHUM HIYKUe BUMOTaM.

Omuic criocoby BUPOOHHUIITBA CK/IAZIA€THCST TAKUM UMHOM, 11100 jaTy BiAmoBiAHUMN
KODOTKUM OTJIsii XapaKTepy i, 1110 BUKOHYIOTHCS TIifi uac BUPOOHUIITBA JIiIKAPCHKOTO
3aco0y, i moBuHeH MicTuTH iH(OpMaLit0 TIpo pi3Hi cTafil BUPOOHUIITBA, 1[0 A€
3MOT'y OLIiHUTH, YU MOXKYTb TpOLIeCH, 3iMCHIOBaHi MPU BUPOOHULITBI JliKApCHKOTO
3aco0y, HeraTMBHO 3MiHIOBaTM MOro KOMIIOHEHTU. Y pa3i 0Oe3nepepBHOro
BUPOOHMIITBA - JOK/IAaAHY iH(opMaIllito Tpo 3arobi>kHi 3aX0/H, 1110 3aCTOCOBYIOTHCS
Ji1s1 3a0e3reueHHsT OAHOPIIHOCTI TOTOBOI TTPOAYKITii.

3 IIi€f0 MeTOI0 BiIOMOCTi TPO TEXHOJOTiI0 BUPOOHUIITBA JiKAPCHLKOTO 3aco0y
TOBUHHI MiCTUTH:

a) BUpPOOHUUY (hopmyny (3TiHO 3 BUMOraMH, HaBeJleHUMHU B MyHKTi 2.4.1 i€l
T7IaBN);

6) cxemy CTajlii TEXHOJIOTIYHOTO TIpoliecy (3TigHO 3 BUMOraMu TyHKTY 2.4.2 11i€i
IJ1aBU);

B) OIKC YCiX CTaJil TeXHOJOTIYHOTrO MpoLecy (3rifHO 3 BUMOraMu MyHKTY 2.4.2
Li€l rnaBu);

) iHpopMaIiifo Mpo eKcriepuMeHTabHi JOCTipKeHHsT 3 Basigallii BUpOOHHUOTO
TrpoLiecy, SIKI[0 BUKOPHUCTOBYETHCSI HeCTaHAAPTHUM croci6 BUpoOHHUITBA abo SIKIIO
BiH KDUTUUHUU JJ151 TPOAYKLIiT;

I) JOK/IaJHAM OIMMC TPOIeCciB cTepuisailii Ta/abo mporeAyp 3abe3meueHHS
acenTUYHUX YMOB (J/is1 BUPOOHUI[TBA CTePU/IbHUX JIiKapChKUX 3aC00iB).

2.4.1. Bupobuuua dopmyna (perientypa) MOBUHHA I[OHalIMeHIIle MiCTUTU TaKy
iHdopwmatiito:

nepenbauyBaHuii po3Mip cepii (y pa3i 3MiHIOBaHOro Ta/ab0 anIbTEPHATUBHOIO
po3mipy cepii Mae OyTv HajlaHe BiAMOBiZHe OOIPYHTYBaHHS) Ta /iaHi, sIKi JOBO/SATH
TMOCTiHY BiAMOBiAHICTL TOTOBOT MPOAYKIIiT YCiM crieliudikaiiisim;

Ha3By i KiJBKICTh yCiX BUKOPHCTOBYBAaHMX Yy XO/i BUDOOHUIITBA PEUOBHH,
BK/IFOUAKOUU IHTPei€HTH, SKI BUAAQIAKTbL 3 TMPOAYKLII MMiJf YaC TeXHOJIOTIYHOrO
TpoIiecy, HarpyKiaZ, PO3YMHHUKU. MaroTh OyTHM TaKoXK YKa3aHi pPeuoBHHHU, SIKi
MOXXYTb BHUKOPHUCTOBYBaTHCS He 3aBXAW (HANpUKIa[, KWUCJIOTH 1 Jyru s
perymtoBaHHs pH). [y Bcix peuoBUH TTOBWUHHI OyTU Ha/laHi IMOCH/IaHHS Ha CTaHZApTH
ix sgkocti. Hagnumku mMoBWHHI OyTM BKa3aHi B KiJIbKiICHOMY BUpaXkKeHHi M
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OoOIPpyHTOBaHi B pO3/i/i peecTpalifHOro0 M0ChE, II[0 OMHMCYE (apMarieBTHUHY
po3po06Ky (TIyHKT 2.3 1ji€l r71aBm);

JJIsT KO)KHOTO iHTpe/lieHTa TIOBUHHI OyTW BKa3aHi BepXHS i HIWKHS Mexi
TIPUMHATHOCTI JJ1s1 AiMCHOI KiZTbBKOCTI KOJKHOI PEYOBUHM BiJi HOMiHA/IbHOI KIJIBKOCTI Y
BUPOOHMUIM peLienTypi Ha cepito. [y AitouMx peuoBWH Ii MeXi MPUHUHITHOCTI
noBuHHi OyTu B iHTepBani Bifg 95 % go 105 % Big HOMiHAMBbHOI KiJTIBKOCTI; AJIsi
JOMIOMDKHUX PEYOBUH MeXi MPUUHATHOCTI - B iHTepBai Big 90 % mo 110 % Bif,
HOMiHa/IbHOT KiJIbKOCTi € AomycTUMUMHU 0e3 A0AaTKoBOro OOIPYHTYBaHHS. MOXKYTb
JIOTTYCKaTHUCS IIMPII MeXXi MPUMHSTHOCTI, SIKi MOBUHHI OyTH 0OIPYHTOBaHi Zj0Ka30M,
110 cepii 3i cKmazoM, MoAiOHMM /10 3HaUeHb HIDKHIX i BEpXHiX 3alIpOTIOHOBAHMX MEX
MPUMHSATHOCTI, MPOJOBXYIOTh BiJIMOBigaTH creludikallisiM Ha TOTOBY TMpPOAYKLIitO.
AKI0 KIJIBKICTh JIF0OUOI PEUOBUHH, KA TIOBUHHA BUKOPHUCTOBYBATUCS, PO3PaXOBYIOTh
3 ypaxyBaHHSIM [iICHOTO KiJIbKICHOTO BMICTy B cCepil 1ji€i fif04oi peuoBUHU
(dpaxropu3auisi), To 1je Ma€e OyTH 3a3HaueHo. SIKII[0 BUKOPUCTOBYIOTh iHIII PeUOBUHU
ost Toro, 106 3aranbHa Maca cepii roToBOi MPOAYKIi JopiBHIOBajsia Maci,
riepezibaveHii y BUpOOHUUiM pelienTypi Ha cepito, TO Ije TAKOXK Ma€e OyTH 3a3HauyeHo.

2.4.2. BupobHUumii rpotriec:

a) cxeMa CTaZiil TeXHOJIOTIYHOr0 MPOLeCy MOBUHHA MiCTUTH:

3a3HaueHHs CTaZliil Ta onepaLiiii TeEXHOIOTIYHOro mpouecy (YK/IHYaruu oneparii
MaKyBaHHS TOTOBOI MPOAYKLIiT);

3a3HaueHHs, e BUXiJHY CUDOBUHY 1 MaTepiasiv BBOJATH Y TIPOLIEC;

3a3HaueHHsI KPUTUUYHUX CTajlikl (orepaliiii) TeXHOJIOTiYHOro MpoLecy, a TaKoXK
TOUKUA TIPOBEJIEHHsI KOHTPOJIIO Tpoliecy, BUTIPOOyBaHb MPOMIDKHOI TPOAYKIfii abo
KOHTPOJIFO TOTOBOI MPOAYKLIii;

ripu nepepeectpaiiii ADPI abo [irouoi peuoBHHU ITOBHMHHA OYTH HaBeJeHa CXema
CUHTe3y i3 3a3HaueHHsIM MOJIeKYISIpHUX (hOPMYJI, MacH, Aiara30HiB BUXOAiB, XiMiUHOI
CTPYKTYPH BUXiZJHMX iHTpeli€HTiB, TPOMiXKHOI TIPOAYKIIii, peakTuBiB, camoi API abo
Jitouoi peyoBUHU (BK/IIOUAIOUH CTEPEOXiMil0), peXKUMiB POOOTH Ta PO3UMHHMKIB (3a
HasIBHOCTI);

6) omwmc yciX crafiii TeXHOJIOTIYHOrO TMporecy Mae OyTH [JOCTaTHIA s
eKCIIepTU3M TOr0, YU MOXKYTb Lji TIPOLIeCM HeraTUBHO BIUIMHYTM Ha SKICTb
nikapceKoro 3acoby iz yac BupobHuITBa. Onvc BUpoOHUUOTO TIPOLieCy, YK/IHUarouu
yIaKOBKY, TIOBMHEH BiZoOpa)kaTu TIOC/TiIOBHICTb CTafiii i MaciiTab BUPOOHMIITBA.
[IpencraBnieHa iHdopMallisi TIOBUHHA CBilUMTA MPO Te, 110 3 BHUCOKUM CTyIleHEM
BiporigHOCTi 3a0e3reuyeTbCs BiAMOBIAHICTD crielfrdikallissM KOXXHOI OJUHULI KOXKHOT
cepii roroBoi npoAykuyii. s usoro:

HOBi (HecTaHAapTHi) Tporeck abo TexHOJOrii Ta omeparjii 3 MaKyBaHHS, SIKi
Oe3rocepeIHbO BIIMBAIOTh Ha SKICTb JiKapChKOTO 3aco0y, MaroTh OyTu omwmcaHi
OimbI  getasbHO. Mae OyTH BKasaHe o0siafHaHHS, II[OHaliMeHIle WOro BUJ
(Harpuksiazi, OapabaHHWiI 3MilllyBau, TOMOreHi3aTop Ha JiiHil) i y BigmoBigHMX
BUMazikax poboui mapamerpu. Hazana iHdopmariisi ToBUHHA CBiUMTU MPO Te, 1110 3
BHCOKOIO MipOt0 iMOBipHOCTi 3abe3mneuyeTbcs BiAMmoBigHICTE crienudikallisM KoxXKHOT
OJMHUL]I KOXKHOI Cepii rOTOBOI MPOAYKLIil;

IS ctafivi (orepariiii) rporiecy HeobXiHO BKa3aTy Bi/TIOBiHI MapaMeTpH, Taki
AK yac, TemriepaTypa abo pH. Uwuc/ioBi 3HaueHHSI B3a€MOIIOB'SI3aHMX TlapaMeTpiB
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MOBHHHI OyTH TIpeACTaB/leHi $K OUiKyBaHHWM [iara3oH. UMC/IOBi [iarma3oHA s
KPDUTUYHUX eTariB TMOBUHHI OyTW OOIpyHTOBaHi. Y JesKUX BHUMAaAKax HeoOXigHO
BKa3yBaTM YMOBM HAaBKOJIMIIHBOTO CepefoBUINA (Harpukiaj, HU3bKa BOTKICTb /IS
IIUITYYOTO JIiIKapChKOTo 3aco0y);

HasIBHICTb ajbTepHATUBHUX CTaJili BUPOOHWYOro TIpoijecy (HAIrpWKIa, ABa
allbTEPHATUBHUX CITOCOOM CTepwIi3allii KOHTeMHepiB) MOBHHHA CYMPOBO/KYBATHCS
Ti/ITBepPKeHHSIM, 1110 BCi TPoI1iecH, siKi TTPOTOHYIOTLCS, TTOCTiiHO 3a0e3reuyBaTUMYTh
BUPOOHMIITBO rOTOBOI MPO/YKIIii BiAMOBiAHO A0 crienmdikartiii;

TIOBWHHI OyTU OIMCcaHi TOUKMW TPOBe/leHHs KOHTPOJIIO B TpoIjeci BUPOOHMIITBA i
BiZiMmOBigHI MexXi mpuiHATHOCTI. Tak, MalOTh OyTH HajjaHi KpUTepil MPUHAHATHOCTI i
BUTIPOOYBaHHS (3 OOIDYHTYBaHHSIM, VK/IIOUAlOUM eKCIlepUMeHTa/IbHi [laHi), 1[0
BUKOHYIOTBCSI Ha KPUTUUHUX eTarlaX BUPOOHMUOTO TIpoliecy AJisi TapaHTil TOro, IIjo
rpoijec € KOHTPOJhOBaHUM. [loTpiOHO Tako)X HajgaTH iH(OpMallifo Tpo SKiCTh i
KOHTPOJTb TIPOMi’KHOT MPOAYKIIii, 10 BUAL/ISETHCS i/l YaC BUPOOHHUIITBA;

Mae OyTd HaBefeHa iH(opMarllii TpPo Te, SKAM UHWHOM 3a0e3reuyeThCst
OZIHOPIJHICTb TOTOBOI MPOAYKLIi;

B) A/ HabopiB pajgiodapmMalleBUUHUX JIiIKAPCBKUX 3aco0iB ommc crocoby
BUT'OTOBJIEHHsI BKJ/IIOUA€ SIK JOK/IAZHWKM OMMC BUpPOOHHUI[TBA Habopy, Tak i JeTasbHi
pekoMeHaIllii 11070 Moro octatoyHoi 0OpOOKW mJig Ofiep)KaHHS Pajli0aKTUBHOTO
niKapcbKoro 3acoby.

[J1g paZiioHyK/IiIiB HABOAATHCS TIOB'A3aH1 3 HUMU IePHI peakiii.

2.5. MeTtoau KoHTposto BuxigHux MarepianiB (I1.C.):

2.5.1. TIlif BUXIiJHOK CUPOBUMHOK pO3YMIIOTb YCi CK/IaJOBi pPEYOBHUHU
niKapchKoro 3aco0y Ta, 3a HeoOXiJHOCTi, KOMIIOHEHTH MO0 TIePBUHHOI YTIAKOBKH.

Y pa3i akmo A®PI abo giroua peuoBHHA, SIKA BUTOTOB/SETHCS HE CaMHUM
3asBHUKOM, He omvicaHa B [J®@Y abo €pomneiicbkiit papmakorei abo API abo giroua
peuoBuHa ommcaHa B JIDY abo E€mpormeiiceKiii dapmakorei, ane ii OTPUMYIOTH Y
criocib, rnpu sikomy 36epiraroThCs JOMIIIIKY, He 3a3HaueHi B MoHorpadii gapmakoriei,
Ta MOHOrpadisi He TIpyUJaTHa JJisI HaJeKHOTO KOHTPO/IO sikocti A®I abo mirouoi
PEUOBHHM, TO 3asBHUK Ma€ BXXUTH 3aXofiB, abW [JOK/JaZHWKA OMMC CITOCO0Y
BUPOOHMIITBA Ta TiepeBipKa IpaBUIBHOCTI Tporecy Oyiud HafiaHi Oe3mocepesiHbO
BUpoOHUKOM A®I abo fgitouoi peuoBrHu. OfHaK y TakoMy pa3i BUpoOHUK A®PI abo
Jlitouoi peuoBMHHU Hajla€ 3asBHUKOBI BCi /aHi, fKi MOXYTb CTaTH HEOOXimHWMU [/si
TOr0, abM 3asBHMK Mir BiAIOBifaTH 3a AaHWM JiKapchbKui 3aci6. BupoOHUK Hazae
3asIBHUKOBI JIOKYMEHT, Y SIKOMY BKa3y€TbCsl, 1110 BiH rapaHTy€ OJJHOPIIHICTb Cepi i He
BHOCHTHMeE 3MiH y BUpoOHMUMii mporjec abo crierudikaiiii 6e3 moBigoMeHHs Mpo 1ie
3asiBHUKY.

Marepianu peeCcTpaLiiHOTO [IOChE, SIKi CYTIPOBO/KYIOTh 3asiBY Ha 3aTBep/ KEHHS
TaKuX 3MiH, [M0JalThCs 40 LleHTpy.

Ilo marepiaiB peecTpalifiHOTO JOChE YK/IFOUAIOTHCS Pe3y/bTaTH BUIIPOOYBaHb,
MOB'I3aHMUX 3 KOHTPOJIEM SIKOCTi BCiX CK/aJOBUX PEUOBUH, I1J0 BUKOPUCTOBYIOTHCS,
BK/IIOUAIOUM aHami3 cepiid, ocobmmBo ansi APl abo girounx peuoBuH. [JoKymMeHTU
MarOTb OXOIUIFOBATH TOJIO’KEHHS], HaBe/leH] HIKUe:

a) BUXIi/IHI pEYOBUHHU, HaBe/leHi y (hapMaKoresx.
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Monorpadii JPY Ta €EBporeiicbKoi (dapMakorei 3acTOCOBYIOTbCA A0 BCiX
JIFOUMX PEUYOBUH, SIKI B HUX 3a3HaueHi.

Ins  ycix CK/IaZioBUX PpEUYOBWH, II[0 BiAnoBizaioTh BuMoram [J®Y abo
€BponenceKoi (papMakoriei, yBa)Kae€TbCs, L0 BOHM BIJMIOBIJJalOTb YCTaHOBJIEHUM
BUMOramM. Y 1bOMY pa3i ONHWC aHaTiTUYHUX METOZIiB Moxke OyTu 3amMiHeHU
JIOK/IaIHUM MOCHJIaHHSIM Ha BiJIMOBIJHY (papMaKomero.

OpHak, $KI[0 BHUXiHy peuoBHMHYy, ykaszaHy B [J®PY abo EBpomnelichbKiii
dapmakoriei, oJ|ep)KylTh y Crocib, Tpu SKOMY 3a/MINAlOTbCS JOMIIKH, SIKi He
KOHTPOJ/IOKOTLCSA BiJIMOBiAHO A0 MoHorpadili ¢apmakomrei, TO CJiJ 3a3HAUMTH L
JOMILIKM Ta IX TpPaHAYHOZOIMYCTUMHM BMICT, a TaKOX OIMCAaThA METOAUKY iX
BU3HAUEHHS.

bapBHUKM MMOBHHHI BiJIMOBIIaTH BUMOTaM UAHHOI'O 3aKOHOZ,aBCTBaA.

Marots OyTH BKa3aHi CTaHJAPTHI TeCTH, $Ki BHKOHYIOTbCSI [l TIePEBipKH
KOXXHOI cepil BUXIJHOI CHpPOBUHHU. fKIO TeCTHU BIJPI3HAIOTHCSA BiJ HaBeIeHUX Y
dapmakoriei, TO HeOOXiHO HaJaTH [OKa3W IIPO Te, IO BHUXiJHI pPeEUOBHUHU
Bi/INOBiZIat0OTh BUMOTaM JI0 iX SIKOCTI, SIKi TIpeJi'IB/ISIIOTHCS Li€t0 (hapMaKoIeEto.

Skuio crerudikariis, sika Mictutbes y JI®PY abo €Bpomneiickkiii hapMakorei, He
JoctatHs /s rapaHTil skocti ADPI abo fitouoi peuoBuHH, TO LleHTp MOXXe BUMaratu
Bi/l 3asiBHMKA Ha/laHHS OiIbI MpUIaTHUX crieludikariiii.

LleHTp MO>Ke HajiaTy iH(QOpMaL|it0 BITIOBHOBa)KEHUM OpraHaM, Bi/IOBilalbHUM 3a
BiINOBiHY (hapmakoriero. 3asiBHUK TMOBHMHEH Ha/laTU BIOBHOBa)KEHUM OpraHaM Ifi€i
dapMakonei [OK/JagHi BiJOMOCTI Tpo BUSIB/EHI HeAOJiKM Ta TMpPO JJOAATKOBi
cneuikariii, 110 3aCTOCOBYHOThCSL.

Ao BuUXiJAHa peuyoBMHa He onumcaHa Hi B [J®PY, Hi B EBponeuncebKin
dapMakomnei, To MpUMyCTUMUM € Ii BiAnoBigHicTe MoHorpadii ¢apmakoriei iHIIOf
KpaiHW; y TaKUX BUIAJKaX 3asBHUK I0/la€ Korito MoHorpadii (3a HeobxigHOCTI ii
repeksiajl) Ta, 3a TMOTpeOW, [JOKYMEHTH TiepeBipKM TIPaBUIBHOCTI BKa3aHUX Y
MoHorpadii MeTo UK BUTIPOOYBaHb;

6) BuXifgHi peuoBrHWY, sKi He HaBeJleHi y (hapmakoresix (IDPY abo €Bporeichkiit
dbapmakorei).

SAKIo CKnasoBa peyoBUHA He HaBe/leHa Y 3a3HaueHux (papmakornesix, To ii ciif
OMMCaTH y BUTISAL crielfiikaliii, 70 K01 BXOAUTh Taka iHhopmallis, a came:

Ha3Ba PeUOBHHU, HABOJASTHCS yCi TOProBe/ibHi a0 HayKOBi CUHOHIMU;

ormic A®PI abo gpirouoi peyoBuHM y dopMi, TToAiOHIM A0 3acTocoByBaHol y DY
JaHUMH, 0COOJIMBO II[0/I0 MOJIEKY/ISIPHOI CTPYKTYPU, a TaKOXK BiJTIOBiIHUM OIMHCOM
criocoby cuHTe3dy. fAkmo ADI abo firouy peuoBHMHY MOXKHA OMMCATH JIMILE 3a
JIOTIOMOT'0I0 CrIocO0y BUTOTOBJIEHHS, TO OMUC MOBUHEH OyTH JOCTaTHBO AOKIaJHUM
J1st xapaktepucTkd A®I abo 71ir0uoi peuoBUHU, TIOCTIMHOI SIK 3a CK/Ia/I0M, TakK i 3a
JI€L0;

METOZU BCTAaHOBJIEHHSI TOTOXKHOCTI MOXKYTb OyTU OMMCaHi SIK y BUTJISIZi TIOBHOTO
OMUCY METOJUK, SIKi BUKOPHCTOBYIOTHCS Tipu BurotoesieHHi A®I abo girouoi
PEeUOBUHU, TaK i y hOpMi METOUK [I7Is1 pYTUHHUX BUIIPOOYBaHb;

TeCTU Ha YUCTOTY OIKUCYIOThb BIiJHOCHO /[0 CYMapHOI KIJIbKOCTI OUiKyBaHUX
JIOMIILIOK, 0COOJ/IMBO THX, SIKi MOXKYTh MaTH ILIKiJJUBUI BIUIUB, Ta, 3a TOTpebU, THUX
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JIOMIITIOK, $IKi TIpH MOXXJIMBOMY CriojiydeHHi 3 iHmmmu APl abo girounvmu
peuoBHHAMU, [0 SAKHWX Ma€ BiJHOLLIeHHS TO/jaHa 3asiBa, 3/JaTHi HeraTWUBHO BIUIMHYTU
Ha CTabinbHICTh JHiKAapCchKOTO 3aco0y abo BUKPUBUTU Pe3y/IbTaTH aHATiTUUHUX
BUTIPOOYBaHb;

JJIsT  CK/IQIHUX [IiFOUMX PEUYOBUH POCIMHHOTO ab0 TBApHUHHOTO/J/TFO/ICHKOTO
MOXO/PKeHHsT HeoOXiTHO po3Me)XXKyBaTH BUIIQ[IKM, KOMM HAasBHICTh TOTEHI[iIHHUX
dapmakonoriunux edekTiB morpedye xiMiuHux, ¢i3nuHUX abo GionOriyHMX MeTo/iB
KOHTPOJIIO OCHOBHMX CKJ/Ia[IOBUX pEUOBMH, Ta BUIMAaJKH, KOIW [iH04i pEYOBHHU
MiCTATb OJHY ab0 KillbKa IpyIl peuoBUH, SIKi MalOTh MOZIOHY aKTHUBHICTb i 100 SIKUX
TIPUITYCTUMe BU3HAUYEHHSI CYMapHOI KiJIbKOCTI;

TIPU BUKOPUCTaHHI PeUOBMH TBAaPUHHOTO/MIOACHKOTO TIOXO/KeHHs TIOBUHHI OyTH
OIMMCaHi MEeTO/H, sIKi 3a0e3Meuy0Th BiZICYTHICTh MOTEHIIMHO TTaTOT€HHUX areHTiB;

I PafiOHYKIIIIB YKA3YHOThCA iX MOXOKeHHS, TOTOXKHICTh i30TOMy, IMOBIipHI
JIOMIIIIKHY, HOCIi#, 3aCTOCYBaHHS Ta Crielii(iyHa aKTUBHICTb;

3a3HAYAlOThCSI OCOOJIMBI 3aCTepPe)kHi 3axo/Au, SKI0O BOHM HeoOXimHi 1ipH
30epiraHHi BUXiZHOI peUYOBHMHU, Ta, 3a HeOOXiZHOCTi, MaKCHMalbHUU Tiepiof
30epiraHHs Tiepe/] MPOBeIeHHSIM TTOBTOPHUX BUITPOOYBaHb;

B) (i3MKO-XiMiuHi BJIaCTUBOCTI, SIKi BIUTUBAIOTh Ha 0i0Z0CTYITHICTb.

[Tpu 3arasbHOMY omuci xapakTepucTuk A®PI abo AirouMx peuoBHH, Bifl SKUX
MOXKe 3ajieXkaTH 0iOof0CTYMNHICTh JliKapChbKOTO 3aco0y, He3asie)kHO Biji TOro, 4u
HaBeZieHi BOHU y (hapMakoresix, yKa3yrTbCs TaKi JlaHi:

KpUCTaliuHa opma Ta Koedil[ieHTH PO3UMHHOCTI;

pO3Mip 4acToK (y BiAMOBiAHUX BUMNAAKAX - MiC/S 1X PO3MUIEHHS);

CTaH COJIbBATALlil;

KoedirieHT posmoziny Macio/Boma (3a HeoOXxifHOCTI, sKIO0 L iHbOpMariis
PO3T/ISIIA€EThCS K CYTTERA, I0AATKOBO MOXKYTh OyTH 3amuTaHi TakoK 3HaueHHs pK Ta
pH).

Il7is5 pedyoBHH, 1110 BUKOPUCTOBYIOTHCS BUK/IFOUHO y GopMi po3unHy, HeoOXimHO
BKa3yBaTH JjaHi JiMIle 3a [orepejHb00 BUMOIO10;

r) Ans pagiodapmalieBTUUHUX JIiIKapCbKUX 3aco0iB /10 BUXiJIHOI CHPOBUHH
BIZJHOCATH 1 peUOBUHY, IPU3HAYEHI [I/11 OIIPOMiHEeHHS;

1) npu nepepeectpatiii API abo firouoi peyoBUHM MTOBUHHI OyTU HaJjaHi:

Tepeslik yciX MarepiasiB, I1J0 BUKOPUCTOBYIOTbHCS MpU BUTOTOBIeHHI API abo
Jliroyoi peuvoBMHU (CUpPOBUHA, BUXi[HI IHrpe/llieHTH, PpO3UMHHUKWU, peaKTUBU,
KaTasli3aTOPM TOIL0) i3 3a3HAUEHHSM CTa/lik (orepariiii) TeXHOIOTIUHOrO MmpoLiecy, Ha
SIKUX BOHU BUKOPUCTOBYHOThHCS;

iHopMaliisi 1110/10 SIKOCTi Ta KOHTPOJIIO I[UX MaTepiaiB;

iHndbopMariis (3a HeoOXigHOCTI), 1[0 CBIUUTDL TIPO BiATIOBiHICTH [IUX MaTepiasiB
BUMOraM CTaHJApPTIB, Ki BiJIMOBiAAl0Th iX BUKOPUCTAHHIO (YK/IHOUArOUMU BUZATEHHS
abo KOHTPOJIb MiKPOOpraHi3MmiB).

2.6. MeTo/11 KOHTPOJIIO TIPOMI’KHUX TTPOAYKTIB (3a HeoOxigHocTi) (I1.D.):

Y Marepianax peecTpaliiiHOTO 10Cb€ MalOTh MiCTUTUCS AOK/IaJHI BiJOMOCTI TIpo
KOHTPOJIbHI BUMPOOYBaHHS MPOAYKTY Ha MPOMIKHUX CTajlisIX BUPOOHUUOTO Tpoljecy
3 MeTorO 3abe3reueHHs] CTaJOCTi TeXHIYHMX XapaKTepUCTHUK Ta TeXHOJOTiYHOTo

rporiecy.
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Ili BurpobyBaHHS MarOTh Oi/lbllle 3HAUeHHSA [/ KOHTPOJIO BiJIOBigHOCTI
MKapchKoro 3aco0y HWOro CKiafy, KOMM Y BUHATKOBUX BUITaJKax 3asiBHUK IPOIIOHYE
J7isi BUTIpOOyBaHb T'OTOBOI TIPOAYKIfil aHA/MITHUHWN MeTOf, KWW He Trepenbadae
KUJTbKiCHOTO BM3HAueHHsl yCiX MitounX peuoBWH (abo ycCiX [JOTOMI>KHUX CKJIaI0BUX
PEUOBUH, [I0 SIKUX TPeJ'siBASIOTLCA Ti caMi BUMOTH, 10 W 10 Aitounx peuoBuH). Lle
3aCTOCOBYETLCS 1 B pasi, KO/MYM KOHTPOJIb SIKOCTI FOTOBOI MPOAYKLIII 3a/€eXXUTh BiJ
KOHTPOJILHUX BUMNPOOYBaHb, $IKi BUKOHYIOThCSI B TIpolieci BUPOOHMIITBA, OCOOIMBO
SIKIL]0 JIIKapChbKUM 3aci0, mepeBaXkHO, XapaKTepU3yTh 3a CIIOCOOOM MOTo 0/jep>KaHHs.

IOns  nikapcbKux 3acobiB  TBapMHHOTO TIOXO/PKEHHSI 3asBHUK  ITOBHHEH
TIPO/IeMOHCTPYBATH, 1[0 JIiKapChKUM 3acib TBADUHHOTO MOXO/PKEeHHsI BUTOTOBJIEHUH B
yMOBaX, 11]0 3BOJATh ZI0 MiHIMyMy PU3UK Tepejjadi rybuaToi eHijedanomnarii.

2.7. MeTo11i KOHTPOJIIO SIKOCTi TOTOBOTO JiikapchKoro 3aco0y (ILE.):

2.7.1. TIpy KOHTpOJIi TOTOBOTO JiKAPCHKOTO 3ac00y BBA)KAa€ThCS, II0 [0 HOTO
cepii HaseXXaTh yCi OAWHULIL JaHOI TiKapchbkoi popmHu, siKi Oy BUTOTOBJIEHi 3 ofHiel
Ki/IbKOCTi CHPOBHMHHM i IMiJISTa/d OJHAKOBIM TOC/IiJOBHOCTI BUPOOHMUMX OMepariii
Ta/abo cTepumisaiiii, abo mpu Ge3rmepepBHOMY TeXHOJIOTiUHOMY TIPOIieci BCi OAMHMUII
roTOBOI MPOAYKIIil, BATOTOBJIEHI 3a NTeBHUM Yac.

Y Marepiasiax peecTpaliiiHOTO JO0ChE MOBMHHA MiCTUTHCS crieljudikarlisi, 3rijHO
3 KO0 3asBHUK (BUPOOHUK) 3/1iMICHIOE KOHTPOJIb SIKOCTi 1[bOT'0 TiIKapChKOro 3aco0y. Y
cnerudikarfii MMoBUHHI OyTH 3a3HaueHi BCi BUIMPOOyBaHHS, $Ki peryasipHO
BUKOHYIOTBCSI [I/I1 KOXKHOI cepii rorToBoi mpoaykiii. [Insg BurpobOyBaHb, SKi
BUKOHYIOTbCSl HEeperyJsipHO, YKa3y€eThbCs YacToTa IX MpoBeieHHs. TakoXK yKa3yrThbCs
rPaHUYHI 3HaUeHHs XapaKTepUCTUK MOKA3HUKIB 1S TIPOAYKLIiL, 110 BUITYCKA€ETHCS.

Martepianu peecTpaiijiiHoro gocbe (crierudikailii) MOBUHHI BK/IIOUATH [I0K/Ia/IHi
BiZIOMOCTi TpPO KOHTPO/IBHI BHUIIPOOYBaHHS TOTOBOTO JIIKAPCBKOTO 3acoly, sKi
TPOBOJATHCA Ha eTari BUAAul J03BOJy Cepil Ha BUIYCK. BOHY MOBUHHI BiANOBigaTU
BUMOraM, HaBeJIeHUM HIKYe:

3arajibHi XapaKTepUCTHUKU TOTOBOTO JIiIKapChKOTo 3aco0y;

iJeHTU]iKaLlisl Ta KiTbKiCHE BU3HAYEHHS [IiF0U0i(1X) peYOBUHU(H);

imeHTU]IKaLlisl Ta Ki/TbKiCHE BU3HAYEHHS [JONTIOMI>)KHUX PEUYOBUH;

BUIPOOYyBaHHS Oe3reKu;

BUMOTM [0 TIaKyBa/lbHOTO Martepiasy (BHYTPILLHS/30BHILIHSI  yIIaKOBKa)
niKapceKoro 3aco0y.

[Tonoxxenns: moHorpadiii 1®Y abo Epporeiicbkoi ¢apmakorei Ha TiKapchbKi
dopmMu Ta pagiodapmalleBTUUHI JIiKapChbKi 3aco0M 3aCTOCOBYIOTBCS [0  BCiX
BU3HAUEHUX y HUX JTiKapChKUX 3aC00biB.

SIKITI0O BUKOPHCTOBYIOTbCS MeTOAW BUINpPOOyBaHb Ta TI'PAHUYHO/[OMYCTHUMI
Be/IMUMHM, BifMiHHI Bifi HaBefeHMX y MoHorpadisx [JPY abo Epomeiicbkoi
capmakoriei, To HABOAUTHCS MiITBEP/KEHHS TOTO, 1[0 TOTOBHH JTiKapChKHM 3acib mpu
BUTIPOOYBaHHI BiJMOBiHO [0 BUMOT 1UX MOHorpadiii BiAnosizae dhapmakorneiHM
BUMOTaM, SiKi Mpe/| SB/SIFOTHCS [I0 IKOCTI BiAMOBIAHOT JTiIKapChKO1 (hopMHU.

2.7.2. 3aranbHi XapaKTepUCTUKU FOTOBOTO JIiKapChKOT0 3aco0y:

Burnipo6yBaHHs TOTOBOIrO JIiKapChKOro 3aco0y 3aBXKJu BK/IHOUalOTh i TMeBHi
BUTIPOOYBaHHS ii 3arajibHUX TOKa3HUKIiB sKocTi. Lli BUMpoOyBaHHS 3a/eKHO Bif
BumMor JIdY abo €BpomneiicbKoi (hapmakoriei MoB'si3aHi 3 KOHTPOJIEM CepeIHbOI MacH i
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MaKCHMMa/lbHUX BiIXHUJ€Hb, MeXaHiuHUMH, (QisuuAuMH 1 MikpobiosoriunuMM
BUTIPOOYBaHHSMM, BHW3HAUEHHSM OPTaHOJIETITHYHUX XapaKTePUCTUK, Gi3MuHUX
XapakTepUCTUK, TaKUX SIK LIJIbHICTh, pH, MOKa3HUK 3a/0M/IeHHsI TOLLO. 3asiBHUK Y
KO)KHOMY KOHKDETHOMY BMIIa[IKy BKa3y€ Ha HOPMH 1 FPAaHUUYHOOIYCTUMI 3HAUeHHS
JIJIS1 KOXKHOI 3 [JUX XapaKTePUCTHK.

HoknanHo OMUCYIOThCS YMOBU TPOBe/IeHHS BUTPOOYBaHb,
o0naIHaHHS/TIPUIaH, sIKi BUKOPUCTOBYIOTBCSI, Ta HOPMH, SIKIIIO BOHU He HaBe/leHi B
moHorpadisx JPY abo €porelicbkoi apmakorei i Kilo ornvcaHi y dhapmakonesx
MeTO/[U He 3aCTOCOBYIOTHCS.

Kpim Toro, TBep/i JiikapchKi (hopMH, Mpu3HaueHi [/ NpUiMaHHS BHYTPIIIHbO,
MiJ/IArar0Th JOC/TIIPKeHHIO in Vitro [Jid BU3HAuUeHHsS CTyIleHsI BUBIJIbHEHHS Ta
PO3UMHEHHS Zifouoi peuoBHHH a00 peUOBHH; TaKi JOC/TiIKeHHS 3HiMCHIOIOTBCS TaKOX
y TUX BUIIQJIKaX, KOJM BBeJEHHS JIKapChKOTo 3aco0y BimOyBaeThCs B iHIIMI CIIOCiO,
Ao LleHTp BBaXkaThMe 1ie 3a HeoOXizHe.

2.7.3. Imentudikaiiis Ta KinbKicHe BU3HaueHHs /1if0u0i(1X) peuyoBHUHHU(H):

ImenTudikaris Ta KiJlbKiCHe BU3HAuUeHHS [Iit0u0i(MX) PeYOBUHU(H) MPOBOASTHCS
abo Ha ycepeJHeHil perpe3eHTaTUBHIH 1po0i, BifjibpaHiii 3 BUpobieHoi cepii, abo Ha
TMEeBHil KiJIbKOCTi OZMHULIb 103YBaHHS, 5IKi aHa/Ti3yFOTbCS OKPEMO.

MakcrmanbHO MPUNYCTUME BiJIXW/IeHHSI BMICTY [it0O4Oi PeUOBUHHA B TOTOBOMY
nikapcbKoMy 3aco0i Ha JjaTy oro BUPOOHUIITBA He TIOBUHHO TIepeBUIIyBaTH 5 %, 3a
BUHSITKOM BiJTIOBiJHUM YMHOM OOTPYHTOBAHWX BUIIA/IKIiB.

Ha ocHOBi mipoBeseHMX BUMNPOOyBaHb CTabiTbHOCTI BUPOOHWK TIOBHMHEH
3arporIOHYBaTH Ta OOTPYHTYBATH IPAHUYHO/IOMYCTUMY KiNbKiCTh [[it0u0i PeUOBUHU B
rOTOBOMY JTiKapCbKOMY 3aco0i axk /10 3aKiHUeHHsI 3a3Ha4eHOT0 TepMiHy 30epiraHHs.

B okpemux BHUMafiKaX, SKIIO JIKapChbKUM 3acib Mae€ 0COOMMBO CK/IaJHUN CK/af, i
Ki/IbKiCHe BW3HAUeHHsI [ilOUMX pEeUOBHH, SIKUX OaraTo abo sKi TpUCYTHI B [Ay»Ke
Ma/uX KiTbKOCTSX, ToTpebye TMpoBe/ieHHs CKIaAHUX MAOCTiIKeHb, 1[0 Ba)KKO
BUKOHATU [/I1 KOXKHOI BUPOOJIeHOI cepil, TO Ki/lbKicHe BU3HAueHHsS OJHOTO abo
JIEKIJTbKOX [JilOUMX PEUOBHH, sIKi MiCTSITBCSI Y TOTOBOMY JliKapCbKOMY 3ac06i, MO>KHa
He MPOBOJWTU 3a YMOBH, 1[0 TaKl KiJIbKICHI BU3HAUEHHS TPOBOJATbL HAa MPOMIKHUX
CTaZisgX TeXHOJIOTIUYHOro rpowecy. Lle mo/so)keHHsI MOKe He PO3IOBCH/I)KYBaTHUCS Ha
BU3HAUEHHS XapaKTepHUCTHK IUX peuoBHH. Taka CripoliieHa MeTo/[MKa IMOBUHHA OyTH
[IOTIOBHEHA MeTOJOM KIJIbKICHOI ~eKCIIepTHU3H, sKa [Ja€ 3MOI'y BCTaHOBUTU
Bi/ZITTOBiIHiCTB JIiKapCchbKOro 3aco0y, 1110 HAZIMIIIOB y TIPOaXK, Moro crierjddikariism.

SAxio Gdi3uKo-XiMiuHi MeTOAM He MOXKYTb HaZaTh HeoOXigHy iHdopmariito mpo
AKiCTh JIiKapCbKOTO 3aco0y, 0OOB'S3KOBO TPOBOAMTHCS KilbKiCHe BH3HAUEHHS
OiosorivnuMy  MeToJaMu in vivo Ta in vitro. [Ipd TaKUX [JOCITiIKEHHSX
BUKODUCTOBYIOTBCSI CTaHJAPTHI PEYOBMHU i CTAaTUCTUUHUM aHasli3, KUK Jja€ 3MOry
BU3HAUWTH JIOBipUi TpaHUIli BiJMOBiAHOTO TOKa3HMWKa. AKIO Taki BUIPOOyBaHHS
HEMO>K/TMBO BHWKOHATH II[0/I0 TOTOBOTO JiKapchbkoro 3aco0y, iX IIpOBOASTH Ha
MTPOMiXKHIH cTa/ii sKoMora 6/vKue [0 3aKiHUeHHST BUPOOHUYOTO TIPOIIeCy.

fdkiio BiAMOBIZHO [0 [JOKIaHUX BifloMOCTel, HaBeleHUX Yy po3aiai 1B,
MOKa3aHo, IT[0 TIpM BUPOOHUIITBI JiKAapChKOro 3aco0y BUKOPUCTOBYIOTH 3HAUHUM
HagymiinoK A®PI abo /1irouoi peyoBUHM, TO OMUC KOHTPOJILHUX BUTIPOOYyBaHb FOTOBOTO
nmiKapcbKoro 3aco0y MOBWHEH BK/IHOUAaTH XiMiuHe, a 3a HeoOximHocTi ¥ dhapmako-
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TOKCHKOJIOTiuHe, BUBUEHHS 3MiH, IKUM Oya migmada 111 API abo ziroua peyoBuHa, a
TaKOXX, MOX/IUBO, BHW3HAUeHHsS XapaKTepHUCTHUK Ta/abo Ki/lbKicHe BU3HAUeHHS
TPOAYKTIB po3najy.

2.7.4. IneHTU(dikallisi Ta KiJlbKiCHe BU3HAYEHHS IONTIOMiI’KHUX PEYOBUH:

oriomMi>XHI peyoBHHH 3a HeO0OXiIHOCTI IMiIJaf0ThCS TeCTaM Ha TOTOKHiCTb.

[TporioHOBaHi MeTOAWKH BW3HAUEHHSI TOTOXKHOCTI OAapBHUKIB TIOBHHHI JaTH
3MOT'y BCTaHOBUTHM iX BiZATIOBifHICTh mMepeniky OapBHMKIB, HaBeJleHOMY Yy Hakasi
MiHicTepcTBa 0XOpOHU 3740pOB’s YKpainu Bif 19 uepBHs 2007 poky Ne 339 «IIpo
3aTBep/pkeHHs [lepeikiB Ha3B [JOMOMI>KHMX PEUYOBUH Ta OAapBHUKIB, ITI0 BXOASTH /10
CK/afly MKapchbKUX 3acobiB» Ta y mogatky Ao JupektuBu Pamm 78/25/€EC Bix
12 tpyans 1977 poky «IIpo 36mmwkeHHs TmpaBui kpaiH €C mozo OapBHHKIB,
JI03BOJIEHUX [I7IsI 3aCTOCYBaHHS Y JTiKapChKUX 3ac0bax».

1715 KOHCepBaHTIB € 0O0B'SI3KOBUMH BUIIPOOYBaHHS 110/I0 BU3HAUEHHS BEPXHBOT
Ta HWKHbOI MeX BMICTy. [ iHIIMX JOMOMDKHUX PEYOBMH, 3[aTHUX HEraTUBHO
BIUTMBATH Ha (isiosoriuni ¢dyHKIlii, 000B'I3KOBUM € BU3HAUEHHS BEPXHBOI MeEXi.
SIKIo JoromMi>kHa peyoBMHA MOXKe BIUTMHYTH Ha 6i0ZI0CTYIMHICTDb [if0uoi peuoBHHH,
TO 00OB'SI3KOBUM € BH3HAUeHHs BEPXHbOI Ta HIWKHBOI MeX ii BMICTY, 3a BUHSITKOM
BUMQ/IKiB, KoM HeobOxigHa 6ioZ0CTYIHICTh TapaHTYEThCS iHIIMMM BiANOBiIHUMU
BUMPOOYBaHHSIMHU.

2.7.5. BunipobyBaHHs 6e3meKu:

KpiM (hapMako-TOKCHUKO/IOTiYHUX BUMPOOYBaHb, SIKi HAJalOTbCS y MaTepiasiax
pPeeCTpaLiivHOr0 A0ChE, B aHAITUUHUX JOKYMEHTaX HaBOJAATHCS AOK/Ia[HI BiJOMOCTI
Mpo BUMNPOOyBaHHS Oe3reKH, Taki K BH3HAUEHHS CTEePUIBHOCTI, OaKTepianbHUX
€HJOTOKCUHIB, IIPOT€HHOCTI Ta  MICLIeBOI  TIePeHOCHOCTI Ha  TBapWHaX,
MiKp00io/IOTiuHOI UMCTOTH y THUX BUIIQJKaX, KOJH BUIIPOOyBaHHS HeoOXiHO
BUKOHYBaTH PETY/ISIPHO [I/IS1 TIiAITBEP/KeHHS TKOCTi JIikapChKOTo 3aco0y.

Ons  pagiodbapMalleBTUUHUX — JTIKAPDCHKUX  3acO0iB  OMHCYIOTBCS  UHCTOTA
PaZiiOHYK/Ii/IiB, pa/lioXiMiuHa YMCTOTA Ta CreludiuHa aKTHUBHICTb. BigxuneHHs Bif
3HAUeHHS PaJi0aKTMBHOCTI, yKa3aHOI0 Ha eTUKeTL|i, He MOBHWHHO [epeBUIlyBaTU
+10 %. nst mkepes MoTpiOHI JOK/IaZHI BiZOMOCTI 1po BUNIPOOYBaHHS TIePBUHHUX Ta
BTOPUHHUX pafioHyK/iiB. [l reHepaTopiB-entoaTiB TMOBUHHI OyTH mepejnbaueHi
BUTNIPOOYBaHHS TEPBUHHUX PpAJiOHYK/iZiB Ta IHIIMX KOMIIOHEHTIB CHUCTeMHU
reHeparopa.

IOns HabopiB crenmdikalii Ha TOTOBUM JTiKapChbKUM 3acib BK/IIOYAIOTh
BUMPOOYBaHHS XapaKTepUCTHK JTiKapChbKOro 3acoly Tiic/isi BBeAeHHS PajlioaKTHUBHOI
MITKH.

[ToBuHeH OyTH mepenbaueHUi BiANOBiAHMM KOHTPOJ/Ib pafiioXiMiuHOI UMCTOTH Ta
YMCTOTH PaJiOHYKJIiZIiB MiueHOI crioyiykKu. HeoOXifHO MPOBOUTH sIKiCHE Ta KiJIbKiCHe
BU3HAUEHHSI Oyb-IKOi pEUOBHHH, sKa Ma€ CYTTE€Be 3HAUeHHs [/i1 BBeJEeHHS
paiioaKTUBHOI MITKH.

2.7.6. BuMmoru 0 yIriakoBKHU:

[ToBuHeH OyTW HaBeJeHWN OMWC CHUCTEMHU YIAKOBKA/yYKYMOPKa, YK/IIOUalOuH
3a3HaueHHs MaTepianiB, 3 SKUX BUTOTOB/IEHO KOXXHUW KOMIIOHEHT TTePBUHHOL
YIIaKOBKU, @ TAKOXX 3a3HadeHa crieli@ikariisi s KOHTPOJIIO iX SIKOCTi.
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[ns HeyHKI[iOHa/IbHUX KOMITOHEHTIB BTOPUHHOI yMaKOBKW (Haripuk/af, [Jisi
THX, 1[0 He 3abe3rneuyroTh [JOJAaTKOBOTO 3aXWCTy) [OCTaTHHO HABOAUTH JIWIIIe
cKopoueHuit onuc. [Ins QyHKI[iOHaTbHUX KOMITIOHEHTIB BTOPMHHOI YIaKOBKHU
MOBWHHA OyTU HaBeJieHa [JOK/IafHa iHhopMarlisi.

15 TIpUCTPOIB [i/iA BBeJeHHS JIIKAaPChKUX 3acO0iB Ta [JO3yHOUMX IPHCTPOIB
HeoOxigHO Hazatw CE-ceptudikar (miagTBepmkeHHs BignoBigHOCcTi [upekTuBi
93/42/EEC «Meauuni npwiagu. MeauuHe o0mafHaHHS. MeauuHi MpUCTpoi»), 3a
HasIBHOCTI.

2.8. Crabinpaicts (II.F.):

Y MmaTtepianax peecTpalliiHOTO /10Cb€ HaBOJAWUTHCS HW)KUe3a3HaueHa iH(opMmaliisi.
HaBopasTbcsi onmmuc JOC/i)KeHb, Ha TIi/ICTaBi SIKMX 3asBHUK BHM3HAUYWB TPOINOHOBAHUMU
TepMiH 30epiraHHs, peKOMeH/|0BaHi yMOBU 30epiraHHsa Ta crierjudikailii Ha AaTy
3aKiHUeHHs TepMiHy 30epiraHHs.

SIKITI0 B TOTOBOMY JTiKapCbKOMY 3ac006i MOXK/IiBe YTBOPEHHS TIPOAYKTIB PO3Mazy,
TO 3asiBHUK MOBHMHEH yKa3aT! Lji TIPOAYKTU pO3Majy Ta HaBeCTU MeTOAU BU3HAUEHHS
iX XapaKTepHUCTHK Ta METOZWKH BUIIPOOYBaHb.

BUCHOBKM MiCTATh pe3y/bTaTH aHali3iB, siki OOIPYHTOBYIOTH IIPOTIOHOBAHUMN
TepMiH 30epiraHHs TP pPeKOMEeH/I0OBAaHMX yMmoBax 30epiraHHs i crmermdikailii Ha
TOTOBUM JiKapCbKMi 3acib Ha 4Yac 3akKiHueHHs TepMiHy 30epiraHHsi TpU ILUX
pPeKOMeH/IOBaHUX YMOBax 30epiraHHsl.

YKa3yeTrbcsi TpPaHUYHOAONYCTUMUM piB€Hb MPOAYKTIB PO3MaAy Ha Jary
3aKiHueHHS TepMiHy 30epiraHHs.

SIKII0 MOX/IMBHM PHU3MK B3a€EMOJil JTiKapChKOTO 3aco0y 3 TIePBHUHHOIO
yIIaKOBKOI, 0COONMMBO B pa3i iH'eKI[iHHUX JiKapCchbKuX 3acob6iB abo aepo3osiiB s
CHUCTEeMHOI'0 3aCTOCYBaHHS, TO HAaZJat0TbCS Pe3y/IbTaTh JOC/IIKeHb 3 LIbOr'0 TTIUTaHHS.

Ins  pagmiodapMalleBTUUHHX JIKAapChbKMX 3acobiB  HEoOXiHO  HaBOAWUTH
iHdbopMaiiito 10710 cTabiBbHOCTI AyKepes paZlioHyK/Ii/IiB, PalioHYK/TiJHUX HAabOPiB Ta
MKapCchKUX 3aco0iB, fKi MicTATh pafiioakTBHY MiTKy. Crifi 3a/[0KyMeHTOBYBaTU
CTabi/bHICTh TIi/i Uac BUKOPWCTAaHHS pafiiodapMal|eBTUUHUX JHiKapCbKUX 3acobiB y
baraTof030BUX (h/1aKOHAX.

2.9. BiopocrynHicTe/6ioekiBaneHTHicTh (I1.G.):

HaBogsThesi maHi 1mjomo GiomocTymHoCTi/GioekBiBasieHTHOCTI abo  /1al0ThCs
MOCWIAHHS Ha BiAMOBIAHI po3AiiM yacTuHU [V mMarepianiB peecTpanjiiHOro A0Che (3a
rnoTpebu). Y 11boMy pa3si BignoBigHi po3zminu uactuau [V MaroTh OyTH BK/IIOUEHi 10
CKJIaJly MaTepiasiB peeCTpaLiliHOTO JOCHE.

Y pasi 3acTocyBaHHs nporieiypy 6ioBeiiBep y uactuHi IV HeobxifHO HazaTh 3BiT
MpO MPOBeJeHHs JOC/Ii[KeHb In vitro. OLIHKa Ta TMPOBEAEHHS OC/Ii>KEHb
bioekBiBasieHTHOCTiI ab0 OOTPYHTYBaHHS ITI0ZI0 ii HeTIpoBeeHHS MarOTh OYTH HajaHi
BiAMOBiAHO 10 BUMOT po3ziiy XX nporo ITopsiaky Ta KepiBHUX HaCTaHOB.

3. Bumoru g0 yactuau III «®PapmakosioriuHa Ta TOKCHKOJ/IOTiUHA
AOKyMeHTaLifA» MaTepia/iiB peecTpaliiiHOro A0ChE
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3.1. Marepianu peecTpalilHOTO AOCh€ TIOAAIOTLCS BIiJIOBIAHO [0 HaBeJeHUX
HIK4Ye BUMOT.

BignoBigHicTe gocimimpkeHb 6e3meKd TiKapchbKUX 3acobiB  3abe3meuyeThes
BUKOHAHHSIM TI0JIO’KeHHb HaJ/Ie)KHOT 1TabopaTopHOI MPaKTUKH.

TokcukosoriuHi Ta hapMakosioriuHi BUNIpOoOyBaHHS MOBUHHI BU3HAUUTU:

a) TIOTEHI[iHHYy TOKCUYHICTh JIiIKapChKOro 3acoby Ta Oymab-ski Hebe3meuHi abo
nobiuHi TOKCHMYHI e(eKTH, SKi MOXKYThb CIOCTepiraTucsl y JIOAUHU TPU [J0/lep>KaHHi
pPEKOMeH/IOBaHMX YMOB 3aCTOCYBaHHS JIiKapChbKOTO 3aco0y; 1 eKCIlepTH3a MOBUHHA
OyTH TIpoBe/ieHa 3 ypaXxyBaHHSIM BiITIOBiZIHMX TaTOIOTiYHUX CTaHiB;

6) dapmakosioriuHi  BIACTHUBOCTI  JIiIKApCbKOro 3aco0y 3  ypaxyBaHHSIM
B3a€MO3B'SI3Ky HOr0 SIKICHUX Ta KiJIbKICHUX XapaKTepUCTUK 3 PeKOMeHJOBaHUMU
yMOBaMU 3aCTOCYBaHHS y JIFOJUHHU. Y Ci pe3y/bTaTU MOBUHHI OyTH JOCTOBIpHUMH Ta
3arajibHO MPUWHATHUMU. [Ipy NIaHyBaHHI €KCIepUMeHTaTbHUX JOCTiPKeHb, a TAKOX
TPUA  eKClepTusi OJep)KaHUX [JAaHWX BUKOPUCTOBYHOTHCS BIATOBiAHI  MeTOAU
MaTeMaTUYHOI Ta CTaTUCTUYHOI 0OPOOKU pe3y/ibTaTiB.

Kpim Toro, HeoOXigHO HaZaTh KIiHIlMCTaM iHQOpMaIlif0 TIPO MOTEeHI[iHHUIMA
TepaneBTUUHUM e(eKT JikapChbKOro 3acofy.

3.2. SIkmio sikapceKui 3acib TIpU3HaueHW IS MiCLIeBOrO 3aCTOCYBaHHS,
Marepiajd peecTpaLliiHOTO [0ChE WI0/I0 AOK/IIHIYHUX [OCHiIKeHb MarOThb MiCTUTH
JaHi 100 J0CipKeHb CUCTeMHOI abcopOuii, 3 ypaxyBaHHSM MOXJ/IMBOCTI
3aCTOCYBaHHSI JIiIKApCHKOrO 3aco0y Ha VIIKO/PKeHWX [iTHKaX IIKipy Ta WOro
BCMOKTYBaHHSl yepe3 iHIII BIANOBiAHI ToBepxHi. TibKM B TOMY BUNAAKy, KOJIU
JOBefleHO, 1[0 cucTeMHa abcopOiis B [JaHUX yMOBax He3HauHa, MO)KHa He
JOCJIIKyBaTA CHACTEMHY TOKCUYHICTh y pa3i BUKOPUCTAHHS TMOBTOPHMX [03 Ta
(eTOTOKCUUHICTb, @ TAKOXK BIIMB Ha PENPOAYKTUBHY (DYHKIIitO.

OpHak, SKIO B XO/i JOCTi/pKeHb TepareBTMUHOI e(eKTUBHOCTI BiZj3Haua€eTbCst
CHUCTeMHe BCMOKTYBaHHSI JTiKapcbKoro 3aco0y, Marepiasii peecTparjiiHOro [JoChe
L[00 JOK/IIHIUHUX AOC/IiKeHb Mal0Tb MICTUTH JjaHi L[00 MPOBeJeHNUX JOC/IiKeHb
TOKCHUYHOCTi Ha TBapWHaXx, a, 3a HeoOXiAHOCTi, PeTOTOKCUUHOCTI.

Y Bcix BuUmMa/kaXx HeoOXiJHO 3 OCOO/JMBOIO YBAarow TMPOBOAWUTH OCIIiKEHHS
MiCIleBOi TMepeHOCHOCTi Mic/isi 3aCTOCYBaHHS TOBTOPHHUX /03 JIiKapChKOTO 3acoly,
BK/TFOUAOUM TiCTOJIOTiUHI AOC/iHKeHHS; JOC/IiKyBaTH WMOBIpHiCTb ceHCHOimi3arii
Ta HasgBHICTb MOXK/IMBOI KaHL|ePOr'eHHO] Aii.

3.3. [lns1 GiooriuHmx JikapchbKuX 3acobiB, TaKWX SIK JTiKapChKi 3aco0H, ofieprKaHi
3 KpoBi abo Tma3Mu KpOBi JIFOJWHM, 3asBHUK TIOBUHEH OOIDYHTYBAaTH BUKOHAHY
rporpaMy BUMNPOOyBaHb JiKapChKOro 3aco0y.

[lpy maHyBaHHI TIpOorpaMu BUTIPOOyBaHb HeOOXiZHO TakO)K B3SITH [I0 yBaru
Take:

yci BUNIpoOyBaHHS, SIKi TTIOTpeOyIOTh TTIOBTOPHOTO BBeZIeHHS JIIKapChKOTO 3aco0y,
HeoOXiJJHO TIaHyBaTU 3 ypaxyBaHHSAM iMOBipHOI CTUMYJISILII YTBOPEeHHSI aHTUTI Ta
BIUIMBY aHTUTL/I HA OPraHi3mM;

C/ijJ, PO3IJISHYTU TIUTaHHA TIPO TIPOBEJeHHS [JOC/i[IKeHb pPenpoAyKTHUBHOI
dyHK1lii, em6pioHanbHOI/(beTasbHOI Ta TMepyUHATaTbHOI TOKCMUHOCTI, a TaKOX
MOJK/IMBOI MYTareHHOI Ta KaHL[eporeHHOI Aii. fKIO NPUYMHOIK TOKCUYHOCTI €
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HeaKTUBHI PeYOBHMHM, TO MOXKHA He MPOBOJAUTH JOC/I)KeHHs, SIKILO JOBeJeHO, 110 L
KOMITIOHEeHTH BH/iaJieHi 3 JTiKapcbKoro 3aco0y.

3.4. [Ona pagiodhapMalleBTUUHUX JIKAPCBKUX 3aC00iB  BBa)KA€ETbCA, II[0
TOKCHUYHICTb MOyKe OyTH TOB'si3aHa 3 /103010 paflioaKTUBHOTO BUIMpOMiHeHHs. [Ipu
JIiaTHOCTHIIi 11e € HACJTiTKOM 3aCTOCyBaHHS JJaHUX JTiKapcbKuX 3acobiB, Tipu Tepartii -
HeoOXigHOIO  BractuBicTio. [lpu  ekcrieptu3i  0Oe3meku Ta  e)eKTUBHOCTI
paziiohapMalleBTUUHUX JIiKapCbKUX 3aC00iB ypaxXOBYIOTbCS iX 3aCTOCyBaHHS Ta JaHi
no3uMetpii. [ToBuHeH OyTH 3aZlOKyMeHTOBAaHWM BIUIMB BUIIPOMiHEHHS Ha OpPraHU Ta
TKaHWHU. Bu3HaueHHs /03U BUIIPOMIHEHHS, 1[0 IIOIVIMHAETLCS, IPOBOAUTHCS
BiZIMOBiIHO [0 TMPUHHATOI MDKHApPOAHOI CHUCTEMM 3a/Ie)KHO Bifi 0COOIMBOCTEM
crioco0y BBeZIeHHS I[UX JIIKapChbKHX 3aco0iB.

3.5. dkujo [gomomixkHa peuyoBMHa BUKOPMCTOBYETbCS Y (hapMaleBTUUHIN
TPAaKTHULIi BIIEpIe, HeOOXiJHO ITPOBECTH ii TOKCHMKOJIOTiUHI Ta (hapMaKOKiHEeTHUHi
IOCITiIKEeHHSI.

3.6. kim0 icHye iMOBIpHICTb 3HAUHOTO PO3MAZy JiKapchbKOro 3aco0y B mporieci
fioro 306epiraHHsi, TO CJIiJj PO3T/ITHYTH MMUATAHHS PO TPOBeAEHHS TOKCUKOJIOTiYHOTO
JOC/IiIPKeHHS MIPOJYKTIB po3nazy.

3.7. TOKCUYHICTb MPU OJHOKPAaTHOMY BBeJeHHI Ta BBeJeHHI MOBTOPHUX [03
(ITL.AL):

3.7.1. [locnimpKkeHHs] TOKCUYHOCTI TIpU OgHOKpaTHOMY BBefieHHi (II1.A.1.):

Lli gocmifykeHHs1 TIpU3HaueHi [Jig AKICHOIO Ta KiJIbKICHOTO BUBUYEHHS T'OCTPUX
TOKCUYHHUX Peakiliii, IKi MO>XXyTb BUHUKHYTH ITiC/Is1 offHOKpaTHoro BBeAeHHsT ADI abo
Jlitouoi peuoBMHM ab0 peYoBMH, $Ki MICTATBCA B JHiKApCbKOMY 3aco0i, y Tux
MpoMopLisix Ta (i3UKO-XiMiYHOMY CTaHi, B SIKUX BOHM TIPUCYTHI B TOTOBOMY
niKapcbKoMy 3acobi.

Marepianu peecTpaljiiHOTO AOChE€ O[O0 JAOK/IIHIYHUX AOCHiIKeHb MalTh
MicTUTH iH(OpMaLlifo TIPO AOC/TiKeHHsS TOCTPOi TOKCUYHOCTI, IPOBeZieHi Ha ZBOX abo
OisbIlle BUlaX CCaBIIiB, SIKi HajeXKaTh [0 BUBUEHMX JIiHIM, a iHO/i ¥ Ha ofHOMY BUJi
TBApWH 3a YMOBH OOTPYHTYBaHHS IPUYUMH [/Is1 TIPUMHSTTS TAaKOTO PillleHHsT; CIoco0iB
BBe/leHHs (3a3BMUaii - He MeHIIle IBOX Pi3HUX CIIOCO0iB, OJIUH 3 AKUX i/[eHTUUHHI a0
NoAibHUI /10 TOTO, SIKUM PeKOMEeHYEThCSI /11 BBe/IeHHS JTiKapChbKOT0 3aco0y JItO/IMHi,
a iHmmmii 3abe3reuye CUCTEMHY JIif0 PpEUOBUHU).

Martepiani MatOoThb MICTUTH iHdOpMaLlil0 11100 BUBYEHb Ppi3HUX O3HAK
TOKCUYHOCTI, yK/HOUarouu MicueBi peakuii. ITig yac gocsifykeHb Ha TBapuHaxX Mae€
OyTu oTprMaHa MaKCMMasbHa KilbKiCTh iHpopMariii.

[Tpu gocsipKeHHI TOKCHMYHOCTI TpU OJHOKPAaTHOMY BBEeHHI MalTh OyTH
BCTAHOBJIEHi 03HAKM I'OCTPOI TOKCMUYHOCTI Ta 3'iCOBaHa MPHUUYMHA 3arvu0esi TBapHHH,
TIpOBe/leHa KilbKiCHa eKcriepTr3a NMpub/IM3HOI BeJIMUMHU JIeTaJbHOI /03U Y TBapUH
Bi/ITIOBiTHMX BU/iB Ta oflep>kaHa iHbopMallisi mpo 3a/exHicTh edheKTy Bij 703U, 0JHAK
TIPY 1IbOMY BUCOKOTO CTYTIEHSI TOUHOCTi He MOTpibHO.

LIi mocnimkeHHS MOXYTb JaTH YSIBJIEHHSI TIPO MMOBIPHI MPOSIBU TOCTPOrO
repeo3yBaHHS Y JIIOAWMHW Ta OYTH KOPUCHUMHU [ TIJIAaHYBAHHS [JOCJTi/PKEeHb
TOKCUYHOCTI MIPY BBeJIeHHI TBapyMHaM BiJTOBIJHUX BU/IB ITOBTOPHUX [03.
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Y pasi koMmbiHarlii Aif0OUMX peuoBHMH MaTepiaau PeecTpaliiHOrO [JOChE MaroTh
MicTUTH iH(hOpMaLlitfo 100 TIPOBEEHOTO OC/Ii/PKeHHs 3 BU3HAUeHHs HasiBHOCTI abo
Bi/ICYTHOCTI e(eKTy TiZICUIeHHsI TOKCUYHOCTi, @ TaKO0X BCTAHOBJIEHHS HOBUX
TOKCUYHUX e(eKTiB.

3.7.2. [locnipkeHHs] TOKCUYHOCTI TTpU MOBTOPHUX BBeAeHHsX (II1.A.2.):

JocmimpkeHHs: TOKCUYHOCTI TIpU BBeJEHHI MOBTOPHUX [03 [pU3HAuUeHl /s
BUsIB/IeHHS1  (pi3iosiorivHMX Ta/abo TaTOAOr0-aHaTOMIUHUX 3MiH, CIIPUUHMHEHUX
TOBTOPHUM BBeZIEHHSIM /IOC/i/PKyBaHOI fiifouoi peuoBuHM abo KoOMOiHarjii Airoumx
PEUYOBUH, Ta JJi1 BUSHAUEHHS 3a/1e)KHOCTI LIUX 3MIH BiJ TO3U.

Marepianu peecTpaliiHOTO [AO0ChE€ IWIOAO0 JAOK/IIHIYHUX AOCTIIKEHb MalTh
MicTuTH iH(MOpMaLlil0 11[0/I0 TIPOBeJleHMX ABOX BH/IB (0a’kaHO) BUTIPOOYyBaHb: O/iHE
KOPOTKOCTPOKOBe (TMpOTAroM 2 - 4 TWXKHIB), iHIIe — TpUBaje, TPUBAJIICTh SKOIO
3a/Ie)KUTh BiJj YMOB KJ/IIHIYHOIO 3aCTOCYBaHHSl, MeTa SKOr0 - eKCIlepUMeHTaJ/IbHe
BU3HAUEHHS HETOKCUYHOTrO [iala30oHy [M03 JiKapchbkoro 3aco0y, a 3BHYaiiHa
TPUBAJICTh - 3 - 6 wmicaniB. fKiio /ikapcbkuid 3acib TIpU3HaueHWi fuile /s
OJHOKpPaTHOIO BBeJE€HHS TIAL[iEHTy, TO MOXX/MBA HasBHICTb Yy Marepianax
PeeCTpariiftHOTro /I0ChE€ JAaHWX JIMIIle OJHOTO BUMPOOYBaHHS TPUBAICTIO Bim 2 mo 4
THOKHIB. SIKIIIO TPHWBAJiCTh [OC/IiPKEHHs CKOpoueHa abo 30ifbllleHa [OC/TiIHUKOM,
TakKe Horo pileHHss Ma€ OyTu 0OTpyHTOBaHe y MaTepiasiaX peeCcTpaliiHOro JJ0ChE.

Mae 6yTH HaflaHO OOTPYHTYBAHHS /103.

Marepianu peecTpaliiHOTO AO0ChE€ IWIOAO0 JAOK/IIHIYHUX AOCTIIKEHb MarTh
MicTUTH iH(dOpMallito 11010 A0C/i)KeHb TOKCUMUYHOCTI MPU BBeJjeHHI ITOBTOPHUX 03,
MPOBe/IeHUX Ha [IBOX BU/ax CCaBLIiB, OJUH 3 IKUX He TIOBUHEeH HaJsle)kaTy [j0 TPU3YHIB.

Bubip crioco0y BBe/ieHHsI TiIKapChbKOTo 3aco0y 3a/le)KUTh Bifi peKOMEeHI0BAaHOTO
TeParneBTUYHOI0 3aCTOCYBaHHSI Ta MOJKIMBOCTI CHCTEeMHOI abcopOifii JliKapCchKoro
3acoby. Cniji 4iTko 06YMOBUTH METO/] Ta YaCTOTY BBeZieHHS /103.

MakcumanbHa [03a Mae OyTu mmifiOpaHa TakuM uydHOM, abu Mo)kHa O0ysio
BUSIBUTU IIKiJITMBUM BIUIMB JTiKapcbkoro 3aco0y. Tozi HWKYI ZI03M TOTIOMOXKYTh
BU3HAUWTH TIePEHOCHICTh JIIKapChKOT0 3aco0y /it TBapyH.

[Tpu mipoBefieHHi AOC/iKeHb Ha APiOHMX I'pHU3yHaX eKCTIIepUMEHT Ta MEeTOAMKH
KOHTPOJIIO MaloTh BiATIOBiZIaTK Maciiitabam mpo6iemu, 1110 BUBYaIacs, Ta AaTU 3MOT'Y
BU3HAUUTU [JOBIpUl MeXI.

Excrieptu3a MaTepiasiB JOK/IiHIUHUX BHBUYEHb 1100 TOKCUUYHUX e(deKTiB
MoBMHHA 0a3yBaTHCsl Ha BUBUYEHHI MOBeJ[iIHKA TBapWH Ta iX 3pOCTYy, reMaToJIOTiuHUX
Ta OioXiMiUHMX JOCTiHKeHHSIX, 0COOMBO THX, 1[0 MalOTh BiZIHOIIIEHHS /0 MeXaHi3MiB
BUBeJIeHHSI JIiIKApChKOTO 3aco0y, a Tako)K Ha [JaHUX pO3THHY Ta CYMyTHIX
TiCTOJIOTIYHUX [JOC/IIIKEeHHSIX.

S0 miKapchKui 3acib mpejcTaBieHW HOBOIO KOMOiHAIli€r0 BioMMX [iroumx
PEUOBUH, [OC/iP)KeHUX BiJIMOBIJHO [0 BHMMOT, MaTepialu pPeeCcTPaljiiHOTO [JOChE
[0/I0 AOK/IIHIYHUX [AOCTIPKeHb MOXYTh MICTUTH iH(OpMALlil0 W00 BHECEHHS
JOCTITHUKOM HeoOXifIHWX 3MiH y METOJWKY IPOBe/IeHHSI TPUBAIMX JAOCITi[KeHb,
OOI'PYHTYBABIILY TaKi 3MiHW. BUHATOK CTaHOB/ISITh BUTIA/IKH, KOJU MPH IOC/TiKeHH]

roctpoi abo TMiArocTpoi TOKCUUHOCTI BHSIBJIEHO HOBi TOKCHYHiI edekTh abo ix
MOTEeHL[IFOBaHHSI.
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3.8. PenpoayktuBHa (yHKIisi (hepTWIbHICTHL Ta 3arajibHa XapaKTepHUCTHKA
penpoaykTuBHoI ¢yHkKuii) (I11.B.):

SIKIo BHAC/IZIOK TIpOBeZieHHsI iHMMX BUIIPOOyBaHb OJI€P)KaHO MaHi, sKi
BKa3ylOTh Ha Te, IO JIIKAPCHKUNA 3acib MoO)Ke CTIPUUWHATH IIKiJTMBUM BIUIMB Ha
MOTOMCTBO abo MOpyIIyBaTh Y0JIOBiUy abo >KiHOUY penpoAyKTHUBHY (YHKLiO, CIif
ITPOBECTH Bi/TIOBiIHI BUITPOOYBaHHS.

3.9. HaHi 10710 embpioTokcruuHocTi Ta TepatoreHHocti (I11.C.):

Lli pocniykeHHsT CIpsIMOBaHI Ha BUSIBJIEHHS TOKCHYHOTO Ta 0CODJMBO
TepaTOreHHOro e(eKTiB, sIKi CIOCTepiratoThCsl Ha CTafii PO3BUTKY OpraHi3mMy mic/s
3aruTiJHEeHHSI, BHAC/IiIOK BBeJIeHHsI [JOCiPKyBaHOTO JiKapCchbKoro 3acoby camMkam y
repioz BariTHOCTI.

Xoua [0 TemepilmHBOr0 Yacy TakKi BHUIIPOOyBaHHSA Ma/d JIHIIe oOMekKeHe
MPOTHOCTUYHE 3HAUeHHSl II0AO0 TIPUMHATHOCTI JAHWUX pe3yJIbTaTiB [/ JIFOAWHH,
BBa)KAETbCS, 1[0 BOHU [JalOTh Ba)K/JIWBY iHGOpPMaLlit0 TIpU BUSIBJIEHHI TOKCUUYHMX
edeKTiB, TakKuX K pe3opOilis Ta iHII aHOMaTii.

BigMoBa Bifi mpoBefieHHsT TaKMX BUIPOOYBaHb y 3B'A3KYy 3 THM, IO JTiKapChKHM
3acib He MpuU3HAuUeHUN [jist KiHOK [JiTOPOJHOTO BiKy ab0 3 SKMXOCh iHIIMX TIPUYMH,
TOBWHHA OyTH BiJIMOBiIHMM UMHOM OOIPYHTOBaHa.

Martepiaii  peecTpaliiitHOTO  [0Ch€  IIOAO0  JOKJIiHIYHOIO  BUBYEHHS
emMOpioHanbHOI/beTanbHOI TOKCUYHOCTI MalOThb MICTUTH  iHdboOpMallifo 11070
[OC/IIPKeHb Ha IBOX BH/JlaX CCaBLIiB, O4VH 3 KWX He TTIOBUHEH Ha/le)kaTu [0 TPU3YHIB;
y Tepy- Ta MOCTHATa/JIbHUM TIepioJy - K MiHIMyM Ha OJHOMY BHW/[i TBapuH. ba)kaHo,
abu ofVH 3 BUKOPMCTOBYBAHMUX BHUIB TBapUH BiJIMOBiZIaB TOMy BHAY, Ha SIKOMY
MPOBOAW/IUCH NOCTIKeHHS TOKCUUHOCTI MPU BBEJEHHI MOBTOPHUX /103 JIIKAPCbKOTO
3aco0y.

Marepianu peecTpaliiHOTO JOCbE€ IW[OAO0 [OK/IiHIYHOIO BHBUYEHHS MalOTh
MicTUTH iHopMarljito 100 ocobmuBocTeli BUrpoOyBaHb (KibKiCTh TBapuH,
KUTBKICTh JIiKapchbKoro 3aco0y, 1[0 BBOAWUTHLCS, BUOIp Yacy BBeJjleHHsS Ta KpuTepil
eKCIepTU3r pe3y/bTaTiB) Ta 3ajeXxaTh BiJl PiBHS CyuyaCHUMX HAyKOBUX 3HaHb Ha
MOMEHT TI0JJaHHS 3asiBU Ta CTYIIeHs] CTaTUCTUYHOI JOCTOBIPHOCTI pe3y/bTaTiB.

3.10. Mytarennuit notentian (I11.D.):

MeTor0 BUBUEHHSI MyTareHHOI aKTMBHOCTI € BUSBJIEHHS 3MiH, fKi JOC/IiIKyBaHa
pevyoBHUHA MOXKe CITIPUUYMHUTU B TeHEeTUUHOMY Marepiasi iHauBifiB abo B K/IiTUHAX Ta
SIKi MOXXYTb MPU3BECTH 10 MOCTIMHOI Ta CIMaAKOBOI BiJIMIHHOCTI Hallla/IKiB Bif CBOiX
nipaiypiB. [IpoBefieHHsI TaKWX MAOCTi[KeHb OOOB'SI3KOBe TPU BUBYEHHI Oyab-sKOi
HOBOI pPeUOBHHH.

OO0'em i xapakTep pe3y/lbTaTiB, a TaKOXK KPUTEpii iX eKCIIepTH3U 3a/ieXaThb Bif
PiBHSI CyyaCHUX HayKOBUX 3HaHb HA MOMEHT IO/IaHHS 3asBU.

3.11. Kanueporennumii nnoteHwian (I11.E.):

[TpoBesieHHsT BUITPOOYBaHb 3 METOIO BUSIB/IEHHST KaHI[EPOTE€HHOI [ii, sIK IpaBHJIO,
notpibue:

a) JI/I1 PeUOBHH, SIKi TIO/i0Hi 3a XiMiuHOIO OYZI0BOIO 3 Bi[OMMMHM KaHI[ePOTeHaMU
ab0 KaHI|epOreHHUMH CTI0JTyKaMu;

6) A/ pedyoBUH, SIKi MIpU TIPOBe/IeHHI TPUBAIUX TOKCUKOJIOTiUHUX BUIIPOOyBaHb
CTIPUYMHWJIU TTiI03PiJIi 3MIHY;
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B) /ISl PEUOBWH, y SIKUX TIifi YaCc BHUBUEHHsS MyTareHHOI aKTHUBHOCTI abo mipu
TIPOBe/IeHHI KOPOTKOCTPOKOBUX BHUMPOOyBaHb Ha KaHIIEPOTeHHICTh Oy/u ofeprkaHi
Mi03pisi pe3y/ibTaTy.

[TpoBefieHHs] TaKWX BUMPOOyBaHb MOXKe 3HAJOOWUTHCS TAaKOX [JisI PEUOBHH, SIKi
BXOJSThb /10 CK/Ia/y JiKapChKOTO 3aco0y, sSIKUi repe0ayaeThCsi pery/isipHoO TIpUuiMaTi
TPOTSATOM TPUBAJIOTO MEPIOAY >KUTTS MaLji€HTa.

OO6'eM i xapakTep pe3y/bTaTiB, a TaKO)XK KpUTepil iX eKCrepTH3U 3ajexxaTb Bif
PiBHSI CyyaCHUX HayKOBHX 3HAaHb HA MOMEHT MO/,aHHS 3asiBU.

3.12. ®apmakoauHamika (II1.F.):

dapmako/MHaMiKa BMBYa€ 3MiHM (QYHKLiM ¢i3iosoriuvHux cucrteMm, sKi
CTIpPUUMHSE TiKapChKUM 3acib, He3aneXxHo BiJ Toro, uM € 1i (QyHKIii HOpMaTbHUMH
abo MorikKoBaHUMH 3 METOH) eKCTIepUMEHTY.

Take BUBUEHHS [TOBUHHO BKJIFOUATH /JiBa Pi3HUX MIXO0IHU.

[To-miepiiie, HeOOXiZHO a/IeKBATHO OIMMCATH BCi BUAM [ii TiKapchbKoro 3aco0y, Ha
MiicTaBi SKWX PEKOMEHAYETbCS MOro TeparneBTUUHE 3aCcTOCyBaHHs. Pe3ynbTaTh
TOBUHHI OyTH HaJjaHi B KiNIbKiCHOMY BUpaXkKeHHi (HamlpyKJ/iaj, 3a JOMOMOTOK KPHUBUX
no3a-epekT, yac-e()eKkT TOII0) Ta 3a MOK/IMBOCTI 3iCTaB/ieHi 3 JAHUMU, OZlepP>KaHUMU
MPU BUBUEHHI PEUOBUHU 3 BiIOMOIO aKTHUBHICTIO. AKIIO B 3asBl CTBEPAKY€ETHCH, L0
TeparieBTMYHa  e(eKTUBHICTb  JOC/i/)KyBaHOI ~ pPeYOBUHM  BUIlle, TO  CJif
MPOIEMOHCTPYBATH CTaTUCTUUHO JIOCTOBIPHY Pi3HULIIO MiXK eeKTaMU.

[To-gpyre, mae OyTu HaZiaHa 3arajibHa (papMako/oriyHa XapaKTepUCTHKA
PEUYOBMHU Ta TOCWJIAHHS Ha MoOiunHi peakiii. [ToBuHHI OyTH AOC/iKeHi OCHOBHI
byHKIil dizionoriunnx cucrem. Yum 6/Kdi 103H, 1110 CIPUYMHSIOTH MOOIUHI SIBUILIA,
[0 7103, sIKi COPUUMHSIOTH OCHOBHMM TepareBTUUHUN e(deKT, y 3B'SI3Ky 3 SIKUM
PEeUOBHHY TUTAHYETHCS 3aCTOCOBYBATH, TUM Oi/IbIIIOI0 TTOBUHHA OyTH ITMOMHA TaKOTO
IOCITiIKEeHHSI.

ExcrniepyMeHTaIbHI METOJMKM (32 BUHSITKOM CTaHZAPTHUX METOJWK) MOBHHHI
OyTH omMCcaHi Tak J0K/IafHO, abu ix Mo>kHa Oyso BiaTBOpuTH. HeoOxigHO 3po3ymino
BUKJIACTU €KCTIepUMEHTAa/IbHI pe3y/ibTaTH Ta JOBECTHU iX CTaTUCTUUHY JOCTOBIPHICTb.

Cnif, BUBUMTH BCi KIJIbKICHI 3MiHM peaklii OpraHi3aMmy, $Iki BUHMKarOTb MpHU
TIOBTOPHOMY BBEJIEHHI [it0uOi PEYOBHMHM, 3a BUHATKOM OKDEMHUX BUIIQJKIB, SKi
NepeKOH/IMBO OOTPYHTOBAHI.

BuBueHHss KoMOiHallili [if0uMX peYOBUH TIOBUHHO TIPYHTYBaTHCS abo Ha
cdapmMako/oriuHuX TepeayMoBax, abo Ha XapaKTepi TepareBTHUHOI [ii JiKapChbKOTo
3aco0y.

Y nmepmioMy BUMAJKy [JOCHi[pkKeHHS 3 BHUBUeHHsA (hapMaKoAWHaMiKu
JIEMOHCTPYIOTh Ti B3a€MOJii, fKi poOOMSTH TaKy KOMOIHAI[if0 3HAUYIIOK IS
TepareBTUYHOI'0 3aCTOCYBaHHS.

Y npyromy BWIMAJKy, KOMM HayKOBe OOTPYHTYyBaHHSI TaKoi KOMOiHarIlii peuoBUH
0a3yeTbCcsi Ha eKCrlepUMeHTasbHi Teparii, [JOC/if)KeHHS BCTAHOBJIOIOTh, YU
MOXX/IMBO [JOBECTH B €KCIIepUMEHTaxX Ha TBapUHaX TepaneBTUUHY e(eKTUBHICTh TaKOi
KoMOiHarlii peuoBuH. KpiMm TOro, Ije ¥ 3HAUyIiCTh OY/Jb-IKOTO BiAMiueHOTr0
rnobiuHoro sBUIIIA.

HoBa fitoua peuoBrHa KOMOiHOBaHOTO JIiIKApChKOTo 3aco0y mMae OyTU peTesibHO
BUBUEHa.
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3.13. dapmakokinetuka (I1I.G.):

dapMaKOKIHeTUYHI JOC/i)KeHHsI MaloThb Ha yBa3i BUBUEHHS YCiX IPOLIeCiB, SKi
Bi/[0yBalOThCS 3 [iI0UOI0 PEUOBHMHOIO B OpraHi3Mmi, Ta OXOIUIIOIOTH BUBUEHHS il
BCMOKTYBaHHSI, pO310/i/i, 6ioTpaHcdopMaiiito Ta BUBEZIeHHS.

HocnipkeHHsT LUX Pi3HUX eTariB MOXe BUKOHYBAaTHUCS $IK 3a JOIMOMOIOH)
¢isnuHuX, XiMiuHUX abo O6io/IOTiYHMX MeETO/iB, TaK i 3a /[OTIOMOrOI0 BHUBUEHHS
(dakTHuHOI (hapMaKoAMHAMiUHOI aKTUBHOCTI [[iF040i peUOBHHU.

[Hdopmaliisi 11040 po3MOAiNy peuoBMHM Ta ii eniMiHauii (To6To 1[070
6ioTpaHcdopmatiii Ta BUBe/leHHs) MOTPiOHA B TUX BUIa[IKaX, KOIU Iii JaHi HeobOxigHi
MpU BU3HAUEHHi /03U J/KapCchbKOro 3aco0y s /moAvHW. BoHa MoBMHHaA OyTH
oJlep>KaHa i [yia XiMioTeparieBTUUHHUX peUuoBWH (aHTHOIOTHKIB TOIIO), i /I PEUOBHH,
3aCTOCYBaHHSI SIKMX 3a/IeXKUTh BiJ] iX HedapMakoAuHaMiuHUX edeKTiB (Hampuk/aj,
Pi3HUX [iaTHOCTUUHKX 3aco0iB TOII[O).

HocnimkenHsi  ¢dapMakoKiHETMKM  (PapMaKOJOriuHO  [Iil0OUMX PpPEeUoOBUH €
000B'SI3KOBUM.

MoxXHa He TIPOBOJUTU MAOC/IIKeHHS (apMaKoKiHEeTHUKM HOBOI KoMOiHarii
BiZJOMHX pEUOBUH, KOXXHa 3 SIKUX B)X€ BMBUEHA BiJMOBIIHO [0 TOJIOKeHb LIbOTO
[TopsinKy, AKIIO Take PpillleHHs OOIpyHTOBaHe pe3y/JbTaTaMd BHUIPOOyBaHb
TOKCHUYHOCTI Ta eKCIIepUMeHTa/IbHUMU TeparieBTUYHUMM JO0C/TipKEHHIMU.

3.14. MicueBa nepeHocHicts (II11.H.):

HocuimpKeHHs: MICL[eBOl MePeHOCHOCTI TPOBOAUTHLCA 3 METOK) BUBUEHHS BIUIMBY
nMiKapCchbKoro 3aco0y (MK [if0uMX, Tak i JOTOMI>KHUX PeUOBHWH) Ha TKAHUHHW OpPraHi3my
B THX Ji/ISIHKaX, $IKi MOXXYTb KOHTAaKTyBaTH 3 JTiIKADCBKUM 3aCO00OM YHACJTiIOK HOro
BBeJIeHHS TIpU KJIIHIYHOMY 3aCTOCYBaHHI. [J0OC/i)KeHHS I/IaHYIOTbCS TaKUM UKMHOM,
11100 MoykHa OyJI0 BifIpi3HUTH OyIb-SIKMM MeXaHIUHHMM BIUIMB BBeZeHHS a00 (i3uKo-
XiMiyHMI BIUIMB JTiKapChbKOro 3aco0y BiJ, TOKCHYHOTO abo ¢hapmakoguHaMidyHOTO

edekry.

4. Bumorm a0 uvactuHu 1V «KiiHiYHA [JOKyMeHTaWlis» Marepia/iiB
PeeCTpaLiiHOro A0ChE

4.1. Marepianu peecTpaLiiiHOTO [JOChE TOJAIOTHCS BiAMOBIJHO A0 3a3HaUeHUX
HKYe BUMOT':

Matepianu peecTparjifHOro JOChe 1010 K/IiHiUHUX BUMPOOYBaHb MiCTATH AaHi
0[]0 HAayKOBO-JIOC/TiHUIILKOI POOOTH, MeTOI SKOI € [AOCTi[KeHHS 3a y4acTio
MIOAVHU K cy0'eKTa [OCHi[KeHHs, TpHU3HAYeHOro [js BUsBIAeHHs abo
MiITBeP/PKeHHsST KJIiHIUYHKX, (apMako/orivHnx Ta/abo iHmmx (apMakoJuHaMiuHAX
edekTiB ogHOoro abo [AeKiMbKOX JOC/iHKyBaHHMX JiKapChbKHX 3aco0iB, Ta/abo
BUsIB/IEHHSI TIOOIYHMX peakilii Ha OAWH abo JeKilbKa [JOC/i/PKyBaHUX JTiKapChbKUX
3aco0iB, Ta/abo /i BUBUEHHSI YCMOKTYBaHHsI, PO3MO/iMy, MeTab0/Ii3My Ta BUBe/IeHHS
oJHOTr0 abo KiTbKOX JTiKapChbKUX 3acobiB 3 MeTOI0 MigTBepKeHHs Horo (ix) Oe3meku
Ta/ab0 eheKTUBHOCTI.

EKcriepTr3a MartepiamiB peecTpariiiHOro [JOCh€ I0/0 K/IiHIYHMX BHUMPOOyBaHb
Oa3yeTbCsi Ha [aHUX KIIIHIYHUMX BUIMPOOyBaHb, Yy TOMYy UMCII K/IHIYHHUX
(hapMakoJIOTiUyHUX [TOCTi/PKeHb, CTJITAHOBAaHUX 3 METOK BHU3HAueHHs e(eKTUBHOCTI Ta
Oe3neku iKapchbKOro 3acoby 3a 3BUUaliHUX YMOB MOT0 3aCTOCYBaHHS 3 ypaxyBaHHSIM
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TeparieBTUYHUX T[I0Ka3aHb [Jig 3aCTOCYBaHHA y JIFOAWHU. TepareBTUYHA KOPUCThb
MiKapchKOro 3aco0y MOBHWHHA IepeBaXkaTy MOTeHLIMHUIA PU3UK.

ITokyMeHTaI[isl II0[0 K/IiHiYHMX BUIPOOyBaHb TIOBUHHA JATU 3MOTY CKJ/IaCTH
JIOCTaTHLO OOIPYHTOBAHWM Ta HAYKOBO JOCTOBipHHIM BUCHOBOK IT[0/I0 e(heKTHBHOCTI
Ta Oe3meky jikKapchbKoro 3aco0y. /lo mMaTepiamiB peecTpaiifHOTO Z0ChE€ MaioThb OyTH
HaJlaHi pe3y/abTaTH BCiX KIiHIYHUX BUMPOOYBaHb SIK MO3UTUBHOTO, TaK i HETAaTUBHOTO
Xapakrepy.

4.2. Kniniunuii gocsig (IV.B.):

Martepiasii peecTpaliiitHOro [A0ChE€ I[0A0 KIiHIYHUX BUMNPOOyBaHb MalOTh
MiCTUTH iH(OpMallil0 I1[00 TUIaHYBaHHS Ta TMPOBeJleHHs yCiX ¢a3 KIiHIYHUX
BUMPOOYBaHb, y TOMY UHCJ/I JOCTiIKeHb 3 0i0of0CTymHOCTI Ta OioeKBiBa/IeHTHOCTI, a
TaKOXX 3BITHICTb, AKi [TOBMHHI BiINIOBIJaTU HOPMaM HaJsleXKHOI K/IiHIUHOI [PaKTUKH.

Yci kmiHiuHi BurpoOyBaHHs, iH(opMallis Mpo SKi MICTHTBCS y Marepianax
peeCTpaLiitHoTo JJ0Ch€, TIOBUHHI OyTH TIpOBeZieHi BiJNIOBiIHO 0 €TUUHUX TIPUHLIUIIIB,
yCTaHOBJIEHUX B OCTaHHIiM pefakuii ['ebCiIHCHKOI JeKiapatiii.

4.3. Hapanns pesynbtaTtiB (IV.C.):

4.3.1. Marepianu peecTpaljiiHOrO AOChE MalOThb MICTUTU AOK/IaAHI 3BiTU TpPO
KO)KHe K/iHiyHe BUIpoOyBaHHS 3 [eTaJlbHUMU BiJJOMOCTSIMM, JOCTaTHIMU ISl
CK/IalaHHs 00'€KTUBHOT TyMKU TIPO HbOT'O:

TIPOTOKON BUIPOOyBaHHS, KWW MICTUThb OOTPYHTYBaHHS, 3aB/IaHHS, MeTOJu
CTAaTUCTUUYHOI OOpPOOKM Ta MeTOZ0JIOTiI0 BUMNPOOYBaHHS, YMOBH IIPOBeZIEHHSI Ta
KOHTPOJIIO BUIPOOYBaHHSA, a TaKOXX OCOOJIMBOCTI [IOCTiPKyBaHOTO JIiKapChKOTO
3aco0y;

ceptudikaT(y) ayAUTy, iHCIEKLiMHOI TepeBipKU (SIKIL[O TaKi €);

CIUCOK AOC/TIJHUKIB i3 3a3HaUYEHHSIM X MPi3BUIL], MiCLb 1X TIPOKUBAHHS, MOCA/I,
kBasmiikarjii Ta KaiHIYHMX OOOB'A3KiB, 3a3HaueHHSAM KpaiHW, Yy sKili TPOBOAUIOCS
BUTIPOOYBaHHS, a TakOXX 3i0paHoi iHdopMaillii Tpo KO>KHOTO OKPEeMOTO Talli€eHTa, Y
TOMY UMC/Ii iHAUBIyaJIbHUX peecTpaliiHuX (GopM;

3aK/IIOUYHUM  3BiT, TiANMMCAHWMA [JJOC/iAHUKOM, a TIpu 0araTOLIEHTPOBUX
BUNIPOOYBaHHSIX - yciMa [JOC/igHUKaMHd abo  JOC/IiHUKOM-KOOpPJUHATOPOM
(BiTIOBiIa/IBHUM [OC/TiTHUKOM).

4.3.2. Matepianu peecTpaliitHOr0 A0ChE I[0/I0 KIiHIYHUX BUMNPOOYBaHb MaOTh
MIiCTATH K/IiHIUHI CITOCTepe)KeHHs, Pe3OMOBaHi /11 KOXKHOTO BHUITPOOyBaHHS i3
3a3HaYeHHSM:

a) KiJIbKOCTi XBOPUX, SIKi OTpUMaJIA JIIKyBaHHS, Ta iX CTaTi;

0) KpuTepiiB BifOOPY [0 IPyIT Ta BiKOBOr'0 PO3IO/i/IY B IPyMax AOC/TiPKyBaHUX
TAL[i€EHTIB Ta KOHTPOJIbHUX I'PyIiax;

B) KUJIbKOCTi TIAI[i€HTIB, TiepeyacHO BUK/IOUEHUX 3 BUIPOOyBaHb, i3
3a3HaueHHSM TIPUYMH, 3 IKUX iX y4acThb y BUTIPOOyBaHHi OyJ/10 riepepBaHo;

T') TIpY TIPOBeJIeHHI KOHTPOILOBAHUX BUMPOOYBaHb 3a BUIIENepeiueHuX YMOB -
riepeJstiky oci0, siKi CK/aiajii KOHTPOJIbHY T'PYITY:

THX, 1JO He OTPUMYBAJIM JIIKYBaHHS;

OTpUMYBaJIU M1aLe6o;

OTPUMYBAJIU iHILIMM JiKapCbKuii 3acib 3 BiloMUM TeparneBTUUHUM e(deKToM;

THUX, 110 OTPUMYBAJ/IU iHIlIe, HeMeJUKaMeHTO3He JIiKyBaHHS;
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I') 4YaCTOTH MOOIYHMX peaKilii, 1[0 CIIOCTePiraamcs;

[1) ocoO/iMBOCTel IIO/I0 TAL[EHTIB, fKi MOXYTh Ha/eXXaTu A0 TPYI PHU3UKY,
HaTIpUK/IAJ, JIFOZeM TIOXW/IOro BiKy, [iTel, >KiHOK Yy Tmepios BariTHocTi abo
MeHCTpyallii, mauieHTiB, ¢iziosoriunuii abo mnarosioriyHuMi CTaH sSKUX TOTpebye
0COOJTUBOTO MiIX0Y;

e) TMapaMeTpiB Ta KpUTepiiB eKcrnepTusd e(eKTUBHOCTI Ta pe3y/bTaTiB 3
ypaxyBaHHsIM 1IUX TlapaMeTpiB abo KpUTepiiB;

€) CTaTUCTUYHOI eKCIepTU3M pe3y/bTaTiB, SKI0 I1[bOr0 BHUMarae Au3aviH
BUMPOOYBaHHS Ta HasiBHICTb TTePeMiHHUX UMHHUKIB.

4.3.3. Y wmaTepiasax peecTpalifHOro /[0Ch€ II0/I0 K/IiHIiUHUX BUIPOOYBaHb
JOCTIJHUK Y BUCHOBKAX 3a €KCIIePUMEHTa/IbHUMU [JaHUMU TTOBUHEH BUCJIOBUTH CBOIO
OyMKy Tpo 6e3reky JikapchbKoro 3acofy B ymMoBax HOro 3BUYaWHOTO 3aCTOCYBAHHS;
Mpo MOro TIepeHOCHICTb, e(eKTUBHICTb; yKa3aTM KOPHCHY iHdopMallito, sKa
CTOCYETbCS TIOKa3aHb Ta MPOTUIIOKAa3aHb, [03yBaHHS Ta CepeJHbOl TPUBAJIOCTI
MiKyBaHHS; 0CO0/MBiI 3axofu Oe3mekd, SKAX HEeoOXifIHO JOTPUMYBaTHCh TIpH
NMIKyBaHHI; K/IHIYHI cUMITOMU Tepefo3yBaHHA. [Ipu HazaHHI  pe3ysibTariB
GaraTolL[eHTPOBUX [JOC/Ii/PKeHb Y MaTepianax peecTpallifiHoOro I0ChE MalOTh MiCTUTHCh
BUCHOBKHM BIJIOBIla/IbHOIO AOC/iJHMKA BiJ IMeHiI BCiX L[eHTPIB, fKi TPOBOAW/IA
JOCJTi/PKeHHs, 111070 Oe3meKy Ta e)eKTUBHOCTI JOC/TiI>KyBaHOTO JIiIKapChKOro 3aco0y.

4.3.4. Kpim Toro, y wmarepiaiax peecTpaljiiHOr0 [JOCh€ I0A0 KIiHIYHUX
BUTIPOOYBaHb MalOTh MiCTUTHCh CTIOCTEPEKeHHS AOC/TiIHHKA II]0/]0:

a) Oy[b-sIKUX O3HAK 3BUKAHHS, 3a/Ie)KHOCTI ab0 BUHUKHEHHSI CUH/IDOMY BiZiMiHU
niKapcbKoro 3aco0y;

6) OyAb-IKHX /TiKapChKUX B3a€EMO/IiM, sIKi CIIOCTEpirajJuch TMPH OAHOYACHOMY
BBe/IeHHI JTIKapChKOT0 3ac00Y 3 iHIIMMM JTiKapCbKUMH 3aco0amu;

B) KpUTEPIiB, SIKi CJIyryBa/u MiJICTABOIO [/ BUK/IFOUEHHSI OKPeMUX TaLli€HTiB 3
BUTIPOOYBaHHS;

r) OyAb-IKUX BUWIAZKiB CMepTi, sIKi Oy/nM BigMiueHi MMy Yac TIpoOBeZeHHS
BUTIPOOYBaHHS ab0 B 1epio/| HACTYITHOTO HaTJISALY.

4.3.5. [loknajiHi 3BiTA TIPO HOBY KOMOiHallit0 /iKapChKUX JiFOUHUX pEUYOBUH
MOBHHHI OyTW aHA/OTiYHUMHU JOKyMeHTallil, ssika HeoOXi/[Ha TIpM BUBUEHHI HOBUX
NMiKapCcbKMX 3aco0iB, TaKo)K y HHUX TIOBMHHI OyTu 0OIpyHTOBaHi Oe3reka Ta
edeKTUBHICTB 1ji€l KoMOiHaIii.

4.3.6. TloBHy abo0 4YaCTKOBY BiJICyTHICTh [JaHWX K/IHIYHMX BHUIPOOyBaHb
HeoOximHO oOrpyHTyBaTtu. [IpM ofjep)kaHHi HemepejbaueHUX pe3y/bTaTiB ITiJ| Yac
BUMPOOYyBaHb CJIifi TIPOBECTH [JOAATKOBI TOKCHKOJIOTiUHI Ta (hapMaKoJIOriuHi
BUTIPOOYBaHHS Ta ZaTH iM OI[iHKY.

Slkiuio mikapchKuit 3aci6 mpu3HaueHo [Jis TPUBAJIOrO 3aCTOCYBaHHS, HEOOXiJHO
HaZlaTU JOK/JafHi 3BiTW 10A0 Oy[b-KMX 3MiH ¢apMakosoriyHoi fil micss
TIpU3HaueHHsI TIOBTOPHUX /103 JIiIKapChKOTO 3aco0y, a TaKo)X BiJHOCHO BCTaHOBJIEHOI
TPUBAJIOCTi KypCY TIPUMMAaHHS JIiIKapChbKOTO 3aco0y.

4.4. Kniniuna ¢apmakonoris (IV.D.):

4.4.1. ®apmakoauHaMiKa:

Y Marepianax peecTpaijifHOrO [J0Cb€ Ma€ OyTM HaBeJleHUW HasBHUM
B3a€MO3B's130K (papMaKOZMHAaMiuHOI 1ii Ta e()eKTUBHOCTI, y TOMY UWC/Ii:
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3a/IeXHICTh «/l03a-eeKT» Ta ii 3MiHU B yaci;

0OIPYHTYBaHHS []03 Ta CII0CO0Y BBe/IeHHS;

MeXaHi3M il (SKIIOo 1je MOXK/IUBO).

HeobOxigHo omucatu (apMakoJAUHaMiuHy Jit0, sKa He Ma€ BiJHOIIEeHHS 0
e()eKTUBHOCTI.

Cam no cobi fioka3 HassBHOCTI hapMaKoZiMHaMiuyHUX e(eKTiB /liIKapChbKOTo 3aco0y
B JIFO/IMHU He MO)Ke OYyTH [JOCTaTHBOO Mi/ICTaBOIO /ISl TOTO, 11j00 3pOOUTU BUCHOBKHU
Bi/[HOCHO SIKOTO-HeOy/Ib KOHKPeTHOT'0 MMOBIPHOT'O TepareBTUYHOr0 e(eKTy.

4.4.2. @apMakoKiHeTHKa:

Y MaTepiasiax peecTpariifiHOro [0Che Mae OyTH HaBeJeHWUN OMNHMC TaKuX
(hapMaKOKiHETUUHHX XapaKTepUCTHK:

YCMOKTYBaHHSI (ILIBUAKICTb Ta CTYMiHb);

PO3MOZLT;

MeTab0J1i3M;

BUBE/IEHHSI.

OnucyroThCs  K/IiHIYHO 3HAuylli OCOO/IMBOCTI, y TOMY UMC/Ii 3HaueHHsS
oflepXKaHUX [AHUX I[0J0 KiHeTUKH JIKapCbKOTO 3aco0y /s BU3HAUEHHS PEXUMY
fioro m03yBaHHs, 0COO/IMBO MO0 MAL[i€HTIB, sIKi BXOAATh IO TPYIH PU3UKY, a TaKOX
BifIMiHHOCTI (papMaKOKiHeTUKM B JIFOJWHU BiJl KiHETHKU JIiKapCbKOTO 3aco0y, II[0
criocTepiranacs B JOK/TiHIUHKUX BUMPOOYyBaHHSIX Ha TBapUHAX.

4.4.3. JlikapCbKi B3a€EMO/]i:

SAKI0 MiKapchbKUi 3acib Mpy peKoMeHIJ0BaHOMY 3aCTOCyBaHHi Oyzie BBOJUTHCS
BOZ/HOUAC 3 iHIIMMHU JiKapCbKUMH 3acobaMM, 10 MartepiajiiB peecTpailiiHOrO JOChE
HAJAI0ThCS JIOKJIaAHI 3BiTU TPO BHUMNPOOYBAaHHS, IMPOBEAEHI 3 METOH BHUSBIIEHHS
MO>K/IMBOI 3MiHU (hapMaKO/IOTiuHOl [Iii 1Py IX CyMiCHOMY BBe/leHHi.

fxuo BusBieHi (dapMakoguHaMiuHi/papMakoKiHeTHYHI B3aeMOAil  JAitouoi
PEUOBHHM 3 iHIIUMH JiKapCbKUMH 3acobaMy abo iHIIMMY peuoBHHAMH, HapUK/IaZ,
asikorosieM, KoeiHOM, TIOTIOHOM ab0 HIKOTHMHOM, $IKi MOXKYTb B’KMBaTHCSI BOJHOUAC,
abo fAKIIO Taki B3aeMo/ii BiporigHi, To iX cjif ormicaTH, 0COO/JUBO 3 TOUKH 30Dy
K/IHIYHOI 3HAUYLIOCTI 1 Yy 3B'3KYy 13 3asAB/IeHUMU B3a€EMOISIMU Y TEKCTI KOPOTKOIL
XapaKTepPUCTUKU JIiKapChKOTo 3aco0y.

4.5. BiogoctymnHicTh/6ioekBiBanenTHicTh (IV.E.):

ExcriepTu3dy MarepiamiB peecTpaljiiHOTO J0Che€ 1100 0ioA0CTYMHOCTI CIIif
MPOBOAUTUA B yCiX HeOOXiHWX BUIAZKax, HaMpUK/IaZ, sKIIO TeparieBTUYHa /03a
O/M3pKa [0 TOKCHYHOI abo SIKIIO B XOAi TIOTNEepeAHiX BUITPOOyBaHb BHUSBIIEHO
BiIXW/IeHHS, SIKi MOXKYyThb OyTW 0OyMOB/IeHi (hapMaKOKiHETUUHHUMHU BJIaCTUBOCTSIMH,
HaIPUKJIa[], Bapiabe/lbHiCTh YCMOKTYBaHHS.

Kpim Toro, BUBUeHHSI 6i0IOCTYITHOCTI TIPOBOAWTHLCS, SIKIIIO HEOOXiZHO JOBECTH
0ioeKBiBa/IeHTHICTD [I7Is1 TIKAPCHKUX 3aC00iB.

Y pasi 3acrocyBaHHsI TIpoljeAiypu OioBeiiBep [0 MaTepiasiB peecTparliiHOro
JIOCbe HeoOXiZHO HazaTh 3BIiT TIPO TIPOBeJEHHS AOCTiIKeHb in vitro. OIjiHKa Ta
TIPOBe/IEHHST  ZIOCTiPKeHb 0OioekBiBasieHTHOCTI ab0 OOTpYHTYBaHHSI IIOZI0 HOTO
HeTpoBe/IeHHs Mal0Th OyTHU HaZlaHi BiAiMoOBiAHO 0 BUMOr po3zitie XIX Ta XX 11b0oro
[TopsifKy Ta KepiBHUX HAaCTaHOB.

4.6. KniniuHa edektuBHicTb Ta 6e3meka (IV.F.):
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4.6.1. Y MmatepiasiaXx peecTpal{ifHOTO [0ChE MO0 K/IiHIYHMUX BUMPOOYyBaHb Ma€
MiCTUTHCh iHbOpMaIllisi 100 KOHTPOJIbOBAHUX K/IiHIUHMX BUIPOOyBaHb Ta 3a
MO>K/TMBOCTi paH/IOMi30BaHUX; OyAb-fkKa iHIIAa CXema TIpOBe/leHHsI KJIiHIYHUX
BUTNIPOOYBaHh TIOBMHHA OyTH OOIpyHTOBaHa; IIOZI0 XapakTepy JiKyBaHHS B
KOHTPOJIBHUX TpyIiax, sKe MOKe BapiloBaTWU BiJl BUMAJKy [0 BUMAAKY Ta 3a/€XKUTb
TaKOXX BiJj €eTUUHUX HOPM; TOMY B OKpPE€MUX BUIIaJKaX MOPIiBHIOITb e(PeKTUBHICTh
HOBOT'O JIIKapCHKOT0 3acoby He 3 fi€to matebo, a 3 TeparneBTUYHOI eeKTUBHICTHO
y>Ke Bizjomoro nikapcbkoro 3aco0y.

3a Oyab-IKOI MOXKIMBOCTI ¥ 0COBJIMBO y THUX BUIa[KaX, KOJIA MPU MPOBe/eHHi
BUMPOOYBaHb [Iit0 TiKapChKOTro 3aco0y He MO)KHa 00'€KTHBHO BUMIpSTH, HeOOXiJHO
HajaTu iHdopMallito 100 BXXUTUX 3aX0/iB /151 yHUKHEHHS] CUCTeMaTUYHOI TOMUJTKU
TPy TIPOBeZIeHHI BUITPpOOyBaHb, Yy TOMY UHC/Ii BWKOPHUCTAHHS METO/IB C/TMHUX
JOC/IipKeHb Ta paHJoMi3arlii.

4.6.2. Y TIPOTOKOJIi KITiHIUHUX BHUMPOOYyBaHb, II[0 MICTUTbCS Yy Marepianax
peecTpaliiitHoro [ocbe, MaroTb OyTW HaBe/eHi peTeJIbHO OMMWCaHi CTAaTUCTHUYHI
MeTO[M, $Ki BUKOPHUCTOBYBAaTUMYTbCS, Ta KUIbKICTb MAL|i€HTIB, KpuTepil Ix
BK/IIOUEHHST Y BUTIPOOYBaHHS (Y TOMY YMC/Ii PO3paxyHKU CTaTHCTHUYHOI TMOTYKHOCTI
BUTIPOOYBaHb), PiBeHb 3HAUYIOCTI Ta OIMHUC CTATUCTHUYHOI OJWHWIN (OAMHULI
BifI0OpY), a TakKOX 3aXxOAW, Y)KUTI [/ 3arobiraHHsS CUCTeMaTU4HIil TMOMUI,
0cob/MBO MeToAu paHjomisaliii. IHdopmailisi TIpo BK/IOUEHHS Yy K/iHiuHe
BUMPOOYBaHHS BeMMKOI Ki/IbKOCTi [JOCTi)KyBaHHUX 0CibO He € aZileKBaTHOI 3aMiHOIO
KOHTDPOJIbOBAaHOTO BHUIIPOOYBaHHS, TPOBE/IEHOT0 BiATIOBITHO [0 BUMOT HaseKHOI
KJ/IIHIYHOI [IPaKTUKU.

4.6.3. fkmo kiiHiuHI 3BiTH 3 edeKTUBHOCTI Ta Ge3meku MiKapcbKoro 3aco0y 3a
YMOBU [OJ€ep>KaHHS PeKOMeHZAL[idi CTOCOBHO WOro 3aCTOCYBaHHS HeJOCTaTHbO
0OI'PYHTOBaHi 3 HayKOBOI TOUKH 30py, BOHHM He € Mi/ICTaBOIO /IJisi Ha/laHHS BUCHOBKY
1110710 eheKTUBHOCTI Ta Ge3reKu JIiKapchbKoro 3aco0y.

4.6.4. 3HauyLiCTh JaHUX 1110710 e)eKTUBHOCTI Ta He3reKu JiKapChKOro 3acody 3a
YMOBHM [I0[lep>KaHHs PeKOMeH/aLlii 1100 UOro 3aCTOCYBaHHS CYTTEBO 3pPOCTe, SIKILO
BOHM OJIep>KaHi [JeKiJIbKkoMa He3a/Ie)KHUMU KOMIIETEHTHUMU 1OC/TiTHUKaMHU.

4.6.5. EKCriepTHUM 3BiT, 1110 MiCTUTBCS Y MaTepiaiax peecTpaLiiHOrO JOChE, Mae
MiCcTUTH iHbOpMaLlito 3 OI[iHKM 6e3IeKH, a TAKOXK 3HaUyIIOCTi MeTO/iB i eKCriepTu3r
IJ1s1 pi3HUX BUTNIPOOYBaHb.

4.6.6. Yci 1obiuHi sBHITlA, Y TOMY YMCJIi TaTOMOTIUHI BiXW/IeHHS TTOKa3HUKIB
nabopaToOpHUX AOC/IiKeHb, TOBHHHI OyTH HajaHi y MaTepiasiax peecTpaljiiiHoro
JIOCbE OKPeMO, 0COBJTMBO 11[0/10:

3arajibHOI KiZTbKOCTi BUTIQJKiB BUHUKHEHHS MOOIUHMX peakilii;

XapakTepy, TSHKKOCTI Ta TIePBUHHOI 00yMOB/IeHOCTI TT06iYHOTO sBUII]A.

4.6.7. Excrieptuza BigHOCHOI 0Oe3reKd 3acTOCYBaHHS JIiKapChbKOTo 3acoly 3
ypaxyBaHHsIM TMOOIUHUX peakiliii TOBUHHA OyTH TIpOBe/ieHa 11[0/10:

3aXBOPIOBAHHS, TIPU AKOMY JIiKapChKHI 3acib TIpU3HAUa€eThCs;

IHIIMX TepareBTUYHUX ITiAX0/1B;

KOHKPEeTHUX XapaKTepUCTHK Yy Pi3HUX IrpyTiax IMalji€HTIB;

JlaHUX JOK/IHIUHUX J0C/Ti/I)KeHb 3 TOKCUKOJIOTIT Ta (papMaKoorii.
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4.6.8. Y wmartepiasiax peecTpaljiiHOro [J0Ch€ I0/0 KJIiHIYHMX BUIIPOOYBaHb
MatoTb OyTU Ha/laHi peKoMeHZALlii I0ZI0 YMOB, 3a SIKMX JIiIKapChKHUM 3acib MmoBHUHEH
3aCTOCOBYBATHUCh [I7Isl 3HWKEHHSI YaCTOTH PO3BUTKY MOOIUHUX peakLiid.

4.7. Matepiany peeCcTpaLilHOIO JJOChE, SIKi CYIPOBOKYIOTh 3asiBy Y BUHATKOBUX
Bunagkax (IV.G.):

SIK1110 3assBHUK MOJKe [JOBECTH, III0 /sl JIIKapChKOTo 3aco0y HEMOXK/MBO HaJaTU
MOBHi /aHi Mpo edeKTUBHICTh i Oe3neyHicTh 3a HOpMaJbHUX YMOB BUKOPHCTaHHS,
OCKI/IbKU:

TIOKa3aHHs, [/l TKUX 3aCTOCOBYETHCS JIiKApChbKHI 3acib, 3ycTpiuaroThbCsl BKpait
pizKo; y Takuii criocib 3asiBHUK He MOXKe i3 I[UX MPUYKH HaZlaTH JOCTaTHBO JJaHUX abo

HasIBHI HAyKOBi /IaHi He /Jal0Th 3MOTY HaJaTH TIOBHY iH(opMaiiito, abo

30ip Takoi iHdopmarlii Oyze cyrepeunTH 3araJabHONPUHMHATAM HPUHIIAIIAM
MeIUYHOI eTUKHU,

TO peecTpaljiiHe TIOCBilUEHHSI MOJKe BHJABaTUCS 3 ypaxXyBaHHSM II€BHUX
3000B's13aHb.

L1i 3060B's13aHHSI MOXKYTb BKJTFOUATH TaKe:

3asBHUK [IOBWHEH 3JiMCHUTH MeBHY MpOorpaMmy JoOC/Ii/pkKeHb Yy Iepiof dacy,
3a3HaueHnit MO3, pe3y/nbTaTé SIKOI MaiOTh OyTW OCHOBOIO AJIsi TIOBTOPHOI OL[iHKU
CIiBBIIHOIIIEHHS KOPUCTh/PU3UK;

niKapchKui 3acib, 110 MOoJaeTbCsl Ha pPeecTpaliito, Mae OyTH pelienNTypHUM Ta B
JledKUX BUIIaJKax 3aCTOCOBYBATUCA TIIBKU IIii MeAUYHUM Har/sgZoM, MOX/IUBO B
JMiKapHi, a y BUIMAAKYy pajiodapMalieBTUUHUX IIperapaTiB - KBajiikoBaHUM
CI1eLiaaicToM;

IHCTPYKLisl /11 MeJUYHOI0 3aCTOCYBaHHSI Ma€ 3BepTaTH yBary JiikKapsi Ha TOM
¢axT, 1110 HasTBHUM OTKC JaHOTO JIIKapChKOTO 3ac00y € 1eBHO0 MipOI0 HETIOBHUM.

4.8. [Ticngpeectpauivauy gocsifg (IV.H.):

SIKmmo nikapchKuii 3acib y»kKe 3apeeCcTpoBaHUWM B iHIIMX KpaiHax, TO y MaTepiamax
peecTpaliiiHOro Z0Che HaZaeThCs iHbopMallis mpo MobiuHi peakilii (KO MOXHa, 3
yKa3aHHSIM X 4aCTOTH) Ha Liel JiKapChbKuii 3acib Ta /likapchKi 3acobu, siKi MiCTATh Ty
camy firouy peuoBuHy (peuoBuHH). TakoXX Ha/lalOTLCS JlaHi 3 AOC/IiKeHb Oe3rneku
JIAaHOTO JIIKapChKOT0 3aco0y, 5IKi MPOBOJSATHCS Y CBITi.

VIII. CITEITIAJIBHI BUMOTI'X /10 MATEPIAJIIB PEECTPAIIIMHOI'O
JOCBE (Y POPMATI HOTUPHOX YACTHH)
3A PI3BHUMMU TUIIAMMA 3ASB

1. CnenianbHi BHMOrd [0 MaTepialiB peecTpaIjiiHOTO [0Ch€ [
JKapCbKHUX 3aco0iB 3 j00pe BUBUEHUM MeJUYHUM 3aCTOCYBAaHHAM

Ins  mikapcbkux 3acobiB, girouy(i) peuoBuHy(M) sKuX #oOpe BHUBUEHO B
MeJJMYHOMY 3aCTOCYBaHHI 3 MiATBEPIKEHOI e()eKTUBHICTIO Ta MPUMHSATHUM DiBHEM
Oe3rieku, 3aCTOCOBYHOTHCS TakKi Crieljia/ibHi BUMOTH [0 MarepiajiB peecTpariliHOro
[IOCBE.

3asBHUK TOBHMHEH I10/laBaTW 4YacTUHY | MaTepia/iB peecTpaiiiiHOrO [OChE 3a
BUMOraMy, HasefeHumu y rnasl 1 posziny VII usoro Ilopsgky, Tta wactvny I
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MarepiasiiB peeCcTpaliiHOTO JOChE 3a BUMOramH, HaBeleHUMU y TrJiaBi 2 posginy VII
uboro ITopsazky.

HOnst martepiasniB peectpatiiHoro gocke yactuH III Ta IV y moknaaHivi HayKOBiu
6i6miorpadii HeoOXifHO BKasyBaTW [OK/IiHIYHI Ta K/IiHIUHI XapaKTepPUCTUKU
MKapChKOTO 3aco0y.

Ins migTBep/pkeHHs [0Ope BHBUEHOTO MeEAWYHOTO 3aCTOCYBAaHHS MarOTh
3aCTOCOBYBATHUCS CrieLlia/ibHi BUMOTHU:

a) (akrtopu, siki HeoOXiZHO BpaxOByBaTU TMpH BU3HAueHHi A06pe BUBUEHOTO
MeJJMYHOI0 3aCTOCYBaHHSI KOMITOHEHTIB JTiKapChKUX 3aC00iB:

yac, MPOTArOM SKOr0 BUKOPUCTOBYETHCSA [liF0Ua peUOBUHa;

KIJIbKICHI aCTieKTU BUKOPUCTAHHS 1040l PeUOBUHY;

CTYyTiHb HAayKOBOT'O iHTepeCy y BUKOPUCTaHHI [it040i peuoBUHU (3 TTOCHU/IaHHSIM
Ha ony0/liKoBaHi HayKOBi mKepeia);

IIOC/IiJOBHICTh HAYKOBUX OLIHOK.

TakuM uvHOM, ZJi BU3HAUeHHs Jo0pe BUBUEHOT'O 3aCTOCYBAHHS Pi3HUX AIFOUMX
PEeUOBHH MOyKe 3HaZIOOMTHCS OLiHKa 3a pi3Hi mepioan yacy. OfHaK y 0y1b-IKOMY pasi
nepiog, uYacy, HeoOXigHWM [yii BH3HAUeHHS [00pe BHUBUEHOTO MeAUYHOIO
3aCTOCYBaHHS JIiF0UY0i PeUOBHHM, Ma€ OyTH He MeHIMM 3a 10 POKiB 3 aTH MepIoro
CUCTEeMaTUYHOr0 Ta JOKYMEHTOBAHOTO BUKOPHMCTAHHS L{i€l [iH04oi PEYOBHHMU SK
niKapcbKoro 3acofys;

6) mMaTepiany peecTparjiiHOro /JOChE, HaZjaHi 3asBHUKOM, TTIOBMHHI BK/IIOUATH BCi
acTieKTH OLiHKY Oe3reky Ta eeKTUBHOCTI, MiCTUTH ab0 AaBaTH TOCHUIAHHS Ha OTJIS]
BiZITIOBIAHOT JliTepaTypy 3 ypaxyBaHHSIM Tepe/l- Ta MiC/sgpeecTpaLiiHuX AOCTiKeHb
Ta OIyOJ/IiKOBaHOI HAyKOBOI JIiTepaTypyd CTOCOBHO pe3y/bTaTiB eifeMioIoriuHux
JIOCTiKeHb 1 0C0o0/MBO TOPIBHSUIbBHUX — eMifIeMio/IOTiUHHUX  [TOC/Ti/PKeHb; BCIO
JIOKYMeHTallito, K [I03UTHBHY, TaK i HeraTuBHY. L1]o0 acmieKkTiB 1Ipo «100pe BUBUEeHe
MeZInuHe 3aCTOCyBaHHSI» HeoOXiZHO yTOUHUTH, 1110 «OibsiorpadiuHe mocumaHHsI» Ha
iHIII  /pKepesna  [0Ka3iB  (Wic/asipeecTpaliiiHi  JOCTIIPKeHHS, — elli/leMioJIoriyHi
JIOCTi/PKEHHST TOLO0), a He TiJIbKWA HasiBHI JjaHi, 1110 CTOCYIOThCSI METO/IiB KOHTPOJIKO Ta
BUTNIPOOYBaHb, MOXXYTb OyTH BaroMUM J0Ka3oM Oe3rekd Ta e(eKTHBHOCTI
niKapcbKoro 3aco0y 3a yMOBH, II[0 B MarepialaX PpeeCcTpaljiiHOTO [JOChE UiTKO
TMOSICHEHO Ta 0OTPYHTOBAaHO BUKOPUCTAHHS WX /pKepest iHdhopmariii;

B) HeoOXifIHO OOIDPYHTYBaTH, YOMY MO’Ke BBa’KaTHCSl ZIOBeJleHUM TIPUMHSATHUN
piBeHb Oe3nekn Ta/abo edeKTHUBHOCTI, He3Ba)KalOUM Ha BiJCYTHICTh AeSIKHUX
JIOCTiI>KeHb;

I) y JOK/IiHIYHKUX Ta/ab0 KMiHIYHMX Or/sifilaXx HeoOXiJHO MOSCHUTU 3HAUUMICTh
OyAb-IKUX TIOJAHMX J[IaHUX, 1[0 CTOCYIOTbCS B)KE 3apeeCTPOBAHOIO JIKApChKOTO
3acoby, BiMiHHOTO BiJ TOTO, SIKWW MPOTOHYETHCSA [0 Tiepepeectpaljii. HeobxigHo
HaZiaTh OOIPYHTYBaHHS 3 TMPHBOJAY TOTO, UM MOyKHA 3asBJeHUN JTiKapChbKUM 3acib
yBa)kaTH TIO[IOHUM [0 B)Ke 3apeeCTpPOBAaHOTO JIiKAapChKOTo 3aco0y, He3Ba)kaloud Ha
icHytoui po36i>KHOCTI;

I) Tic/sgpeecTpaljiiHuil [0CBiJ, BUKOPHUCTAHHS iHIIMX JIiKapChKUX 3acobiB, 1[0
MiCTATb Ti cami KOMIIOHEHTH, € OCOO/MBO Ba)KIUBUM, i 3asiBHUKM ITiJl YaC HaZlaHHS
MarepiajiiB peecTpalLiiiHOTO [JOCh€ MalOThb MPUJIATA LbOMY MUTaHHIO HaIeXHY

yBary.
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2. CnpenjianbHi BHMOTM [I0 MaTepiajsliB peecTpaliiHOro0 [J0ChE /I
reHepUYHMX JIIKAPCHKHUX 3aCc00iB

2.1. Matepianu peecTpalliilHOTO /JOChE Ha TeHePUUHi iKapchbKi 3aco0y TTOBUHHI
MIiCTWTH [jaHi, ONMCaHi y 4acTyHi | MaTepianiB peecTpaliiHOro 0ChE 3a BUMOraMH,
HaBeseHvmu y riaBl 1 pospiny VII peoro Ilopsaky, ta wactuHi II martepiasiB
peecTpaljiiHOro J0Ch€ 3a BHMOTaMU, HaBeJleHUMH y TaBi 2 pos3zaity VII 1poro
[TopsiaKy, 3a YMOBH, 11]0 3asiBHUK Mae€ /103Bi/l BJlaCHUKA PeeCTPaL[iiHOrO TOCBiJUeHHS
OpHUTiHA/MBHOTO JKapChKOro 3aco0y MmioZio mocwiaHHA Ha dvactuHM III Ta IV
MarepiasiB MOr0 peeCTpaLiiiHOr0 J0ChE.

2.2. Y BuUnNagKy, SKUI0 3asBHUK He Ma€ [03BOJIy BJIACHUMKA DPEECTPAL[iMHOIO
TOCBiTUEHHS] OPUTiHATLHOTO JIIKAPCHLKOr0 3ac00y 110710 TToCHIaHHs Ha yacTuHH 111 Ta
IV martepianiB MOro peecTpaliiHOTO [JOCb€, BiH HaJd€ [laHi, OMMcaHi y 4acTuHi [
MarepiasiB peeCcTpaliiiHOTO JOChE 3a BUMOramu, HaBeleHUMU y riaBi 1 posginy VII
uboro ITopsigky, Ta uvactuni II maTepianiB peecTpaljiiHOrO JOCHE 3a BUMOTaMH,
HaBeJeHUMHU y TaBi 2 po3giny VII uboro Ilopsaky, a TakoX JaHi, 10 JOBOAATH
biomoctynHicTe i GioeKkBiBa/leHTHICTh 3 OpUTiHABLHUM JIiKAPCHKUM 3acoboM, 3a
YMOBH, 1110 BiH He € 1o/1i0HUM 0i0/I0TiUHUM JTiIKapChbKUM 3aCc000M.

Onsg 1mx JikapchbKUx 3acobiB  Martepiasud  peecTpaiiifHOrO [IOChE  I1[0/I0
JOKTIHIYHUX/KMIHIYHUX or/sifiB/pe3tome (y pasi iX NMpoBeJeHHs) MarThb BK/IHOYATH
TaKi eJleMeHTU:

oOIrpyHTYBaHHS TOTO, ITI0 JIiIKApCHKHM 3aci0 € 110 CyTi aHa/IOTiuHNM;

KOPOTKUM OMMC JIOMIIIIOK, HasiBHUX Y Cepisix [1ir0uoi(1X) peuyoBHHHU(H), a TAKOX y
rOTOBOMY JiKapCbKOMY 3aco0i, sIKuii peecTpyeTbcs (Y BiATOBiZHMX BHIAJKax PO
TIPOJIYKTH PO3MazYy, 10 BUHUKAIOTh P 30epiraHHi), pa3oM 3 OL[iHKOIO 11X JOMIIIIOK;

OLliHKa JocyifkeHb OioekBiBasieHTHOCTI abo OOIPyHTYBaHHSI TOro, UOMY
IOCJTiKeHHSI He TPOBOAWINUCA BiAMOBiAHO A0 BUMOr po3ziiiB XIX ta XX 1poro
[TopsiiKy Ta KepiBHUX HaCTaHOB;

OCTaHHsI OITyOJliKOBaHa JiTepaTypa, 1[0 € akTyanbHow g A®PI abo mirouoi
PEUOBMHHU Ta JAHOTO PEeECTPaLiiiHOrO JOChe. s LIbOr0 MOKHA BUKOPHUCTOBYBAaTH
aHoTaLlil CTaTel HAYKOBUX )KyPHaJIiB;

KO>KHe TBep/)KeHHs B KODOTKili XapaKTepuCTHL]i JIiKapChbKOro 3acoly, sike [0
1[boro He Oys0 BifoMO, ab0 He BUTIKA€e, BUXOZSUYM 3 BJIACTUBOCTEH /iKapChKOTO
3aco0y Ta/abo 1oro  TepameBTUYHOI TPyId, HeEOOXiHO PpO3rASHYTH B
JOKMHIYHUX/KMHIYHUX ~ Or/Isgfax/pe3sloMe  Ta  MiATBEpAWTH  OIMy0JIiKOBAaHOMO
niTepaTyporo Ta/abo AOAATKOBUMM AOCTimKeHHSMU. [Ipu LIbOMY iHCTPYKLis AJis
MeZMYHOTO  3aCTOCYBaHHSI T'eHEepUYHOro JIiKapChKOro 3aco0y Mae MicTUTu
iHdopmatiito, ifeHTUYHY [0 Ti€l, sIKa HaBeleHa B IHCTPYKLil A/ MeAUUYHOIO
3acToCyBaHHsSI peepeHTHOro JIiKapChKoro 3aco0y. Byab-AKki BifMiHHOCTI iHCTpPYKIIii
JJIT  MeAWUYHOTO  3aCTOCYBaHHS TEeHEPHUYHOTO JIKapChKOTO 3aco0y  MaroTh
0OIDYHTOBYBaTHCh pe3y/ibTaTaMd, OTPUMaHMMHK TMpH 0araTorjeHTPOBUX KJIiHIUHUX
IOCTIIPKEeHHSX;

SKILIO [0 CK/Ialy TeHepuyHOro JiiKapChbKoro 3aco0y BXOJATh cosi, edipu abo
roxiziHi 3apeectpoBaHoi A®I abo [itouoi peuoBHUHH, BiIMiHHI Bifi TUX, 1110 BXOJATH 10
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CKasy pedepeHTHOro TiKapchbKoro 3acoby, 3assBHHUK MOBUHEH HaJATH J0AATKOBI JaHi
3 METOI0 /IOBe/IeHHsI eKBiBa/IleHTHOCTi XapaKTepHUCTHK Oe3reKy Ta e)eKTUBHOCTI;

AKIIO Jlifoua PeuOBWHA T'eHepUYHOro JHKapChKOro 3aco0y Mae TakKy caMy
TeparieBTUYHY [Iit0, 1110 ¥ OpUTiHA/ILHUHN 3apeecTpOBaHMM JiKapchKUH 3acib, ane 11
Jisi ToB's3aHa 3  iHIIOO  Ci/UTIO/edhipoM/KOMITIEKCOM/TIOXiIHUM,  HeoO0XiJHO
MiITBEePUTH, 1110 NIPU [IbOMY He 3MIiHIOETbCS (hapMakKOKiHeTUKa, (hapMakoAuHaMiKa
Ta/abo0 TOKCHUYHICTh Ti€el YaCTMHM pEYOBUHM, SIKa € BiANOBifa/bHOIO 3a /aHi
BJIACTUBOCTI, i MOKe 3MiHUTH Npodinb Oe3rneku/e@eKTUBHOCTI. SIKIIO TaKMX [0Ka3iB
He iCHY€, TO [JaHy PeYOBHHY MOKHA BBaKaTU HOBOIO [IiFOUO0 PEYOBUHOLO;

AKIIO  JKapCchbKUi  3aci6  mpu3HaueHO Ay iHIIOTO  TeparieBTUUHOTO
BUKOPHCTaHHs, abo HOro TpejcTaB/ieHO B iHINiM JlikapcbKiii dopmi, abo BiH Mae
3aCTOCOBYBATHUCS iHIIMMM IIJIAXaMH BBeJieHHsS, a0 B iHImMX [o03ax, abo 3a iHmol
M030JI0Til, HeOoOXiHO HajaTh pe3y/JbTaTd BiJMOBIJHUX TOKCHUKOJIOTIUHHUX i
(hapMakoJIOTiYHUX AOCTiIKeHb Ta/abo K/TiHiYHUX BUTTPOOYBaHb.

3. CrhenianbHi BHMOrM [0 MaTepiajdiB peecTPaljiiHOr0 JAOChE [JIA
JiKapcbKUX 3aco0iB 3 ikcoBaHo KoMOiHaLi€0

Martepianyi peecTpaLiiitHOr0 AOChE€ TMOBUHHI CTOCYBaTHUCS HOBHMX JIIKAPChKUX
3aco0iB, BUp0O/IeHHX 3 BUKOPUCTAHHSM MpUHaWMHI BoX Bifjomux A®I abo airoumx
PEeuoBHH, sIKi paHillle He 3aCTOCOBYBAJMCS Yy TakKik KoMOiHallil 3 TepareBTUYHOIO
MeTOHO.

Insg Takux JTKapCchbKUX 3aco0iB HeoOXifHO HaZaTW MaTepiajd ITOBHOTO
peecTpaLiivHOro Aocke (YacThHa I maTepiasiB peecTpaliiMHOrO JOChE 3a BUMOTaMH,
HaBefeHumMu y rmnaBi 1 pospiny VII yworo Ilopszaky, uvactuna II marepiasniB
peeCTpaLikHOro0 A0ChE 3a BHMOTaMW, HaBeJleHMMHU y raBi 2 poszity VII 1mporo
[Topsigky, yactuHa III maTepianiB peecTpaliiHOTO AOCHE 3a BUMOTaMU, HaBeJICHUMU y
rnaei 3 po3giny VII gworo IMopsigky, yactrHa IV MarepiasiB peecTpaLjiiHOrO OChE
3a BUMOTraMHu, HaBeZileHUMHU y rnasi 4 posginy VII georo Ilopsagky).

3a MoxmBOCTi Tpeba HazaTH iH(oOpMariifo M[0A0 AiMbHUIL BHUPOOHWIITBA,
JIOTIOMi>KHUX PEUOBUH Ta OL[iHKY Oe3reKu.

4. CrnerjiaibHi BUMOTH 10 MaTepiasiB peecTpaniiiHOro /J0Ch€e 3a ribpuHoI0
3asiBOIO MPO PeECTPAILil0 JTiIKapChKOro 3acody

Y TakoMy BUMNaAKy 3asdBHMK Mae€ TiofaBaTd 4YactTuHy [ MarepianisB
pPeeCTpaLivHOro J0Che 3a BHMOraMW, HaBeJeHWMHM y riaBi 1 posziny VII mporo
[Topsinky, yactuny Il MaTepiasiiB peeCcTpaljiiHOrO 10ChE 3@ BUMOTraMU, HaBeJleHUMU Y
rnasi 2 po3ainy VII nporo [lopsaaky.

Marepianu peectpartjiiHoro aocke 4yactuH III Ta IV MaroTh MiCTUTH 3BiTH TIpPO
oOMeXXeHi JOKTiHIUHI JoC/Ti/pKeHHs Ta/abo K/TiHiuHI BUTIPOOYBaHHS, 1110 TTPOBOAMIIHCS
3asiBHUKOM (3a/Ie)KHO Bifj TIeBHOI CHUTYyallii 1I0A0 BiIMiHHOCTEM 3ampONOHOBAHOIO
niKapcbKoro 3acoby Ta pedepeHTHOro Tiperapaty (MyHKT 6.5 po3ziny VI 1poro
[Mopsinky)), Ta moknazHi Gibmiorpadiuni gaHi mozpo perrtr HeobximHOI iHbOpMariii
ISl TiATBeppKeHHsT Oe3rmeku Ta/ab0 eheKTUBHOCTI 3aripOINOHOBAHOrO JIiKapChKOTO
3aco0y. HeoOxigHo HazaTM OOIPpyHTYBaHHS 3 TIPUBOAY TOrOo, YW MOXKHA
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3aIpOTNIOHOBAHMM JTIKAPCHKUM 3acid yBakaTH ITOAIOHMM [0 BXKe 3apeecTpOBaHOIO
MiKapCchKOTro 3aco0y, He3Ba)katouu Ha HasiBHI PO30iKHOCTI.

5. CrhenianbHi BHMOrM [0 MaTepiajiB peecTPanjiiHOrO JAOChE [JIA
JMiKapcbKUX 3aco0iB 3 mpoaykuii in bulk

s TOTOBUX JiKapChKUX 3aco0iB, sKi BUTOTOB/EHI 3a TaKUMU CTaflisiMHU
BUPOOHMYOTO TIPOLieCy, SIK KiHIleBe MaKyBaHHs Ta/abo MapKyBaHHS, 3aCTOCOBYIOTBHCS
0co0/MBi MpaBw/Ia TIPH TO/IJaHHI MaTepiaiB peecTpalliiHOTO ZIO0ChE.

3asiBHUK MOBWHEH T10[aBaTM 4YaCTUHY | marepiasiB peecTpaliiiHOro AO0ChE 3a
BUMOTraMu, HaBeZleHUMH Yy ri1aBi 1 po3giny VII msoro IMopsaky.

Onsg wvactun I, I Tta IV (apmaueBTWUHi, [JOK/iHIUHI Ta K/iHIYHI
XapaKTepPUCTUKH JIiIKapChbKOTO 3aco0y HeoOXiHO BKa3yBaTH Yy TIOBHOMY 00Cs3i Ha
TmiZicTaBi MaTepiasiB peecTpalitHOro J0Cbe BUpOOHMKA TIPOAYKIii in bulk.

BigroBigHi po3pinmv yactuHy I TakoXK MarOTh MICTUTH [JOAATKOBI JaHi Ta
NOKYMEHTal[itf0 3asiBHMKA (BJIaCHUKA PEECTPAL[iIMHOTO TIOCBilUEHHS Ha TaKuu
MiKapchKui 3aci0) 1070 cTafivi BUpOOHUYOTO TIpoLiecy, SKi HUM BUKOHYIOThCS.

KpiMm TOro, y BIiAMOBIJHMX pO3Jinax MaTepiaaiB peecTpaliliHOrO MJOChE
HeoOXiZHO UiTKO BKa3yBaTH HaliMeHYBaHHS Ta MiCIle3HAXO/PKEHHSI BUPOOHUUNX
TOTY>KHOCTeM BUpoOHKKa NpoAyKIiii in bulk (skuii Bi/inmoBiae 3a KOHTPOJIb SIKOCTI) Ta
BUPOOHMYMX TIOTY>)KHOCTeM BUpOOHMKA, SIKUM BiJMOBiZlae 3a BUITYCK cepii.
[HdbopMmaliis moz0 BUpOOHUKIB Mae OyTH HaBe/leHa Y TeKCTi MapKyBaHHSI.

Heo0bxigHo HajaTy MiTBepPKeHHs peeCTpariil 3asiBJIeHOro JIiKapChbKOro 3aco0y y
CTIO’KMBUiM yTIAaKOBIIi B KpaiHi BUpoOHMKa mpoAyKiii in bulk.

6. CrnenjianbHi BHMOTM [0 MaTepiajsliB peecTpaliiHOr0 [J0ChE JJ/IA
roMeoNnaTUYHHUX JIiIKapCbKHX 3ac00iB

Iaauii po3in cTocyeThcsi 0cobMMBUX BUMOT 10 odopmiaeHHs yactuH I Ta II1
MaTepiasiiB peeCTpaljilfHOTrO 10ChE€ Ha TOMEOTIaTHYHi JTiKapChKi 3acobu.

CrnewjianbHi BUMOrM A0 4vactTuHU Il maTepianiB peecTpaliiiHOTO AOChE AJIsi
rOMeOTaTUUHUX JTiIKapChKUX 3ac0biB:

a) TepMiHOJIOTis

JlaTMHCbKa Ha3Ba TIOMeOIaTUYHOI CHPOBMHM, OINMCAaHOI B Marepianax
peeCTpaLiivHOr0 [JI0Chb€, TIOBUHHA BIJAMNOBIJaTU JIATUHCHKIM Ha3Bi, 3a3HayeHild B
€BponeiceKiii dhapmakoriei, abo B pa3si BifcyTtHocTi - HimelpbKili romeonaTuuHii
dapmakonei (GHP), T'omeonatuuniii dapmakonei CIIIA (HPUS), BpurtaHchbKiii
roMmeonatTuuHiii ¢dapmakorniei (BHP), T'omeomnatuudiii Qapmakorei IlIBabe. Y
BiZITTOBiTHMX BUTAaAKaX He0OXiHO Ha/laTH TPAAULIIMHO BUKOPHUCTOBYBaHYy Ha3BY;

6) KOHTpOJIb BUXiIHUX MaTepiasiB

Onuc Ta faHi MIOA0 BUXiAHWX MaTepiamiB, TOOTO IIOAO BCiX BUKOPUCTAHUX
MarepiajiB, VyK/IHYalOud CHpPOBMHY Ta TIIPOMDKHI Marepiaiv, [0 KiHL[E€BOIO
pPO3Be/IeHHS y TOTOBOMY JiKapchbkKoMy 3acobi T1oBWHHI OyTH  mMmigKpirnieHi
JI0JaTKOBUMU JJaHUMU TPO TOMEOIIaTUYHY CUPOBHHY.

3arajsibHi BUMOT'M [10 IKOCTI CTOCYHOThCS BCIX BUXIJHUX MaTepiasiB i CUPDOBUHY, a
TaKOXX TIPOMDKHMX eTariB BHUPOOHWYOrO MpOLiecy [0 KiHLIeBOrO pO3Be/leHHSl Y
rOTOBOMY JIiKapCbKOMY 3aco0i. $IKIl[o MOyKHa, MOTPiOHO TTPOBECTH [OCIiI)KEeHHS 3a
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HasBHOCTI TOKCMYHUX KOMIIOHEHTIB, a TakKO)X TOZl, KOJMU SKICTb HEeMOXX/IMBO
KOHTDOJ/TIOBaTU MPU KIiHLIEBOMY DO3Be/leHHI uepe3 BUCOKWU CTYIiHb PO3BeJEeHHSI.
Heo0xifiHO Ha/laTH TIOBHUIM OMMC KOYXKHOI CTafiii BUPOOHUYOTO Tpoliecy, MOUYMHAIOUN
BiJl BUXi/IHUX MaTepiasiB /10 KiHI[eBOTO pO3BeZIeHHs Y TOTOBOMY JIiIKapChKOMY 3aco0i.

SIKITIO 3aCTOCOBYIOTHCS [IeKi/ibKa pO3BejleHb, 1[i CTafiii po3Be/leHHsT HeOoOXiZHO
TIPOBOZIUTUA BiJTIOBiZIHO [0 MeTO/iB BUPOOHHUI[TBA TOMEOIIAaTHYHMUX 3aco0iB, sKi
BUK/IAZIeHO Yy BiAnoBigHili MoHorpadii €Bpomelicbkoi (apmakomnei, abo 3a ii
BiJICYTHOCTI B iHIIi¥ HaL[iOHa/IbHIK (papMakorei;

B) METO/I KOHTPOJIFO TOTOBOI'O JIiIKapChKOTO 3aco0y

IIo TOTOBUX TOMEOIaTUYHUX JiKapChKUX 3acobiB 3aCTOCOBYIOTHCS 3araibHi
BUMOTU [I0 SIKOCTi. By/b-sfiki BUHSTKM BHUMaratOThb peTeNbHOTO0 OOIPYHTYBaHHS
3asIBHUKOM.

HeobxigHo imeHTMdiKyBaTh Ta TpoaHaii3yBaTh BCi KOMITOHEHTH, $IKi MarOTh
MOTEHL[iiHy TOKCUYHICTh. SIKILI0 HEMOXX/IMBO i/leHTH(diKyBaTH Ta TpoaHasi3yBaTu BCi
KOMIIOHEHTH, SIKi MOXYTh BUSIBUTUCSI TOKCUYHUMU, HarpUKIIaJ, yepe3 iX BHUCOKHUMI
CTYTiHb pPO3Be/IeHHsSI B TOTOBOMY JliKapCbKOMY 3acobi, ToTpibHO 0OTpyHTYBaTH SIKiCTh
JMiKapCchbKOTro 3acoby 3a [JOTMOMOTor TMOBHOI Basifalii BUPOOHWUOrO TMpOIieCy Ta
TpoLiecy po3Be/ieHHs;

r) BUNpoOyBaHHS Ha CTabi/bHICTh

HeobxigHo miaTBepiuTH CTabiMbHICTH TOTOBOTO JiKapchbKoro 3aco0y. /laHi 1070
CTabi/IbHOCTI TOMEOTAaTHYHOI0 JIiKapCbKOro 3aco0y, SIK TpaBWJ/IO, AiWCHI K 7S
PO3UMHIB, TaK i [/ TIOPOIKiB, 3 SKUX OyB BHUPOOIEHWM AAHWM /TiKapChbKUW 3acib.
skmio igenTHdikaris abo aHami3 [if0U0i pEUOBHMHM HEMOXX/IMBI uepe3 BUCOKHM
CTYITiHb PO3BeJeHHS, MOXKYTh PO3IJIAJATHCS [aHi 00 CTabiMBbHOCTI TiKapChKOTO
3aco0y.

CrneuianbHi BUMord Ao vactuHu III MatepianiB peecTpaliiHOrO [A0OChE AJIsi
rOMeoTaTUUHUX JTiKapChKUX 3acobiB: HeoOXifHO OOIPYHTYBaTU BiJCYyTHICTb Oy/Ib-
AKoi iHdopMmallii, HarpUK/IaJ, Ma€ HaZl@BaTHCS OOIPYHTYBaHHS, SIKUM UHMHOM MO>Ke
JIOBOJUTHCS TIPUMHATHUN piBeHb Oe3MeKd, He3Ba)kKalouW Ha Te, 1[0 BiZICYTHi AesKi
JOCITiIKeHHS.

7. Cnenjia/ibHi BUMOTH 10 MaTepia/iiB peecTpaniiHOro JOCHE /Il POCAMHHUX
JIKapChKHX 3aco0iB

o 3asiBU Ha TiepepeecTpalfif0 POCIMHHUX JKapChbKUX 3aco0iB [[0/at0ThCS
MaTepiasv TTOBHOTO PeECTPALiIfHOTO JOChE, 0 SIKOrO TOBHHHI OyTH BK/IIOUEHi Taki
crietudiuHi AaHi.

[TonoxenHs yactuau II, BKItouaroum BifmoBigHiCTE MoHOrpadii €BpomneicbKoi
¢dapmakorei, CTOCYHOTbCS TOTOBUX POCJWHHUX JIiKapChbKUX 3acobiB. [Ipu upomy
OepeThbCsi 10 yBaru piBeHb HAyKOBUX 3HaHb HAa MOMEHT TI0/JaHHSI 3asiBU.

CTOCOBHO DOC/TMHHUX JiKapChbKUX 3aco0iB pO3MVIAfaOThCA Taki crieludiuHi
aCIeKTH:

a) POC/MHHI cyOCTaHLii Ta pOC/IMHHI TIpernapaTu

[IJomo HOMEHKIATypu POC/JMHHOI cyOcTaHIjii HeoOXiHO BKa3aTu OoOTaHiuHi
XapaKTepUCTUKW pocnuHu (pif,, BU/, pi3HOBH/, Ta aBTOpa), XeMOTHIT (y BiZilOBiJHAX
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BMUIIQJIKaX) YaCTUH pOC/JAWHM, IHIII Ha3Bu (CMHOHIMM, 3a3HaueHi B IHIIUX
capmakoriesix) Ta 1abopaTopHUH KO/,

[IJomo HOMEHK/IAaTypyd POCJWHHOrO TIperapary HeoOxiHO BKa3aTu OoTaHiuHi
XapaKTepUCTUKW pOCIUHU (pif, BU/, Pi3HOBH/, Ta aBTOpA), XeMOTHI (y BiZMOBiJHUX
BUIA/IKaxX) YaCTUH DOC/AWMHM, BH3HAUEHHs MperapaTy, CHiBBiHOIIEHHS POCIUHHOL
cyOcTaHIlii /0 POCAMHHOrO TmperapaTry, PO3YMHHUK(M), iHII Ha3Bu (CUHOHIMU,
3a3HaueHi B iHIIMX apMakoriesx) Ta 1ab0paTOpHUI KO,

[lpy miAroTOBLi [OKYMEHTIB I[0/I0 CTPYKTYPU pOC/AWHHOI cybcTaHLii Ta
poc/iMHHOTO Tiperiapaty (y BiAmnoBigHMX BUIajgKax) HeoOXimHO HazaTtu iH(opMailito
npo ¢isuuHy (opmMy, OMMC KOMIIOHEHTIB 3 BiZIOMOIO TeparieBTHUYHOI [i€l0 abo
MapkepiB (MoJieKy/asipHy (opMmyJsly, BiIHOCHY MOJEKYJpHY Macy, CTPYKTYpHY
dbopMyy, YKIIOUarOUM BiJHOCHY Ta abCOJIIOTHY CTEpeoximilo), a TakoK iHdbopMmariiro
TPO iHIII KOMIIOHEHTH.

[lpy TiArOTOBII AOKYMEHTIB IIOAO BUPOOHMIITBA POCAMHHOI CyOCTaHIi y
Bi/IMOBiTHUX BUITaJKaX HeOOXiHO HaJaTH iHdOpPMaIlito PO KOXXHOr'0 MoCTavaIbHHUKA
CUPOBUHH, BK/TIOUYAIOUH MiJPSAAHUKIB, a TaKoXK iH(opMallito 1po KoxXHY TepeZibaueHy
BUPOOHUYY [ATBHULIF0O ab0 yCTaTKyBaHHS, 3ajisiHe NpU BUPOOHHIITBI/3aroToBLi Ta
KOHTPOJIi POCJTMHHOI CyOCTaHIIi1.

[lpy miAroTOBLi JOKYMEHTIB 100 BUPOOHUIITBA POC/JMHHOrO TpernapaTty y
Bi/IMOBiIHMX  BUMajKax HeoOXiHO BKa3atu iHdopMallilo TPO  KOXXHOTO
rocTavyajibHAKa CHPOBWHH, YK/IOUAlOUM TIiJIPSHUKIB, a TakKoXX iH(opMmallito Mnpo
KO)KHY TiepefibaueHy BHpPOOHMUY [iIbHULI0 ab0 yCTaTKyBaHHSA, 3afisHe TIpU
BUPOOHUIITBI Ta KOHTPOJIi POC/IMHHOTO 3aco0y.

[Tomo ormcy BUPOOHWYOrO TMPOIECY POCAHMHHOI cyOcTaHIfii HeoOXigHO HazaTH
indopwmatiito, y skiii Oyze BiAMOBiAHUM UMHOM OITMCAHO BUPOOHMIITBO CYOCTAHIIil Ta
3aroTiB/H0 POCVMHHOI CHPOBUHHM, YK/IOUaluu reorpadiuHe Miciie BUPOIIyBaHHS Ta
Ky/JIbTUBYBaHHS JIIKAPChKOI POC/TUHU, YMOBH 11 300DpYy, BUCYIITyBaHHS Ta 30epiraHHs.

[logo orvcy BUPOOHHWYOrO TMpoliecy Ta TIPOLielypd KOHTPOJIFO POC/IMHHOTO
niperiapaty HeoOXifHO HazaTu iHdopMarljito, y skiii Oyzge BiAmoBigzHUM unMHOM
ornuvcaHe BUPOOHUIITBO 3aco0y, BK/TFOUAIOUM OMUC 00pOOKU CMPOBUHHU, PO3UYMHHUKIB i
peareHTiB, CTa/ii OUMILIEHHS Ta CTaHAapPTH3aLlil.

[IJomo po3pobKyM BUPOOHUUOTO Tipollecy HeoOximHO HazaTu (y BigMOBiAHUX
BUTAJKax) KOPOTKWN OMUC pO3poOKM pOCAMHHOI CyOcTaHLii Ta pPOCIMHHOIO
riperiapaTy 3 ypaxyBaHHSM Tepef0auyBaHOTO ILIJISIXY 3aCTOCYBaHHS Ta IMOKa3aHb. Y
BiZIMTOBiIHMX BWMaJKaX Ma€ HaZABaTHUCS OOTOBOPEHHSI pe3y/bTaTiB TOPiBHIHHS
diToximiuHoi OyZOBM pOC/IMHHOI CyOCTaHI[ii Ta POCJWHHOTO TMperapaTy, IIIo
BUKOPHCTOBYBA/IMCh Ha MiATPUMKY 6ibiorpadhiuHuX JaHMX, Ta pOCMHHOI CyOCTaHITi1
1 PpOCIMHHOIO mpenapary, L0 € [AiF0YOK PeuyoOBUHOK TOTOBOIO POCIUHHOIO
MiKapChKOTo 3aco0y, Ha SIKWM MOZAHO 3asiBY TIPO JlepyKaBHY TiepepeecTpariito.

[Ipy omuci CTPYKTYypW Ta iHIIMX XapaKTepUCTUK POCAMHHOI cyOcTaHIjii 3a
HeoOXigHOCTI Mae HazlaBaTHCs iHpopMaLlist po 60TaHiuHI, MaKpO- Ta MiKPOCKOITiUHi,
diToximiuHi XapakTepuCcTHKU Ta 6i0/IOTiUHY aKTUBHICTb.

Ilpy omuci CTPpyKTypu Ta IHIIMX XapaKTePUCTHMK POCIMHHOIO IIperapaTy 3a
HeoOxifmHOCTI Mae HajaBaTucs iHdopmallisi mpo ¢iToximiuni i ¢isuko-ximiuHi
XapaKTepPUCTUKH Ta 6i0/IoriuHy aKTUBHICTb.
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3a HeoOXiHOCTI MarOTh HaflABAaTUCS crienMdiKaliii A1 pOCTUHHOI CyOCTaHIIiI Ta
POC/IMHHOTO TIperiapary.

Y BigNOBiAHMX BHUIAZKax ITOTPiOHO HAZATH OIMKC aHAJITUYHHUX METO[iB, IO
BUKODHUCTOBYBA/IUCS TIpU BUMPOOyBaHHI pOC/IMHHOI CyOCTaHIlii Ta POCTUHHOIO
rpernapary.

[Tpu omwmci Bamifalfii aHaTiTUUHUX METOJAWK Y BiJITOBiIHUX BUIAZKaX MMOTPiOHO
HaJlaTh iH(opMallito MpOo Balifallit0 MeTO/IMK, BK/IFOUAHOUM eKCIlleprMeHTasbHi AaHi
JJIs MeTOZiB aHali3y, sKi BHUKODUCTOBYIOTHCSI TIDU BUMPOOYBaHHSIX POCIMHHOI
cy6cTaHLIii Ta pPOC/IMHHOTO TIperapary.

[Tpu omuci aHasmi3y cepii y BiATOBiJHUX BHUIAZKax MOTPiOHO HaJaTH OMMC Ta
pe3y/nbTaTh aHasi3dy cepid pOC/JMHHUX CyOCTaHIiM Ta POCAMHHMX IIperapaTtiB y
TaKOMYy BUIJIsA[Ii, IK MOHOTpadii hapmakornei.

Y BiANOBigHUX BUITaJKaxX ITIOTPIOHO HajgaTH OOIPYHTYBaHHS Crieldikarrii
POCMHHUX CYOCTaHILIiM i pOCTMHHUX TIperiaparib.

Y BigmoBiAHMX BUTaAKax MOTPiOHO HajgaTH iHhOpMaIllito TIPO CTaHAAPTHI 3pa3ku
abo cTaHJApTHI MperapaTy, 1110 BUKOPUCTOBYIOTHCS TIPX BUTIPOOYBAHHSX POCTMHHOI
cyOCTaHIIii Ta POC/TMHHOTO TIperapary;

6) roToBi poC/IMHHI JTiKapChKi 3ac00H1

KopoTkuii oruc po3po0KU CKally diKapCchbKOro 3aco0y TOBUHEH YK/IHUaTH
indopwmatiiito Mpo po3poOKy TOTOBOTO POCIWHHOTO JiKapChKOro 3acoby 3 yBaroro Ha
repefbauyBaHUi Crocib 3acToCyBaHHsS Ta TIOKa3aHHS. Y BiJMOBiAHMX BHIMaAKax
rnoTpibHO HaJaTH BiZOMOCTI Mpo pe3ynbTaTH TIOPIiBHSAHHA (GiToXiMiuHOI OymoBH
MiKapCchbKOro 3aco0y, KWt BUKOPHUCTOBYETHCS Ha MiATPUMKY Oibsmiorpadiunmux gaHux,
Ta JIikapChbKOT0 3aco0y, Ha KU MMOAAHO 3asiBY.

IX. BUMOTI'Y IO MATEPIAJIIB PEECTPAIIMHOI'O JOChE
(Y POPMATI 3ATAJIBHOI'O TEXHIYHOI'O IOKYMEHTA)

1. Bumoru g0 Martepia/iiB peecTpalilHOr0 J0Chb€, HaBeieHHMX y Moaymi 1
«ApMiHicTpaTuBHa iHQopMmanisa»

1.1. 3micrT:

HeoOxifHO HaziaTh MOBHUM 3MicT MOAyJiB 1 - 5 peecTpauiiHOTO JOChE, sKe
TIOZIAE€THCSI pa30M i3 3as1BOIO MPO Jiep>KaBHY PeeCTpariito JikapcbKoro 3aco0y.

1.2. ®opma 3asBu:

Y 3asBi MaroThb OyTH 3a3HaueHi Ha3Ba JIIKAPCHLKOTrO 3aco0y, SKWi MOZJAEThCS Ha
Jlep>kaBHY peecTpaliito, Ha3Ba /itouoi(Mx) peuoBHMHU(H), JiKapcbka ¢dopma, MIIAX
BBeJleHHs, cusia [ii (J0o3yBaHHsS) Ta popMa BUITYCKY TOTOBOTO JIiKapChKOTO 3aco0y,
BKJ/TFOUAIOUX YIIaKOBKY.

3a3HauaroThbcsl HaiMeHyBaHHS/I1. 1. B. Ta Micije3HaxopkeHHs/MicCLie TTPO’KUBaHHS
3asBHMKAa pa3oM 3 HaiiMeHyBaHHsAM/II. I. B. BUPOOHMKIB Ta Miclie3HaXOMKEHHSIM
BUPOOHUYMX TIOTY)KHOCTEH, 3af[iTHUX Ha Pi3HUX CTaJisAX BUPOOHUIITBA (BKIFOUAIOUU
BUPOOHHWKA TOTOBOTO JliKapcbkoro 3acoby Ta BuUpoOHHWKA(iB)  [itouoi(ux)
peuoBUHU(H)), a TAaKOXK 3a MoTpebu iHdopmMaiiito 11[010 iMIiopTepa.

3asBHUK Ma€ BH3HAUMTH TWUI 3asBUM Ta BKa3aTH, $IKi 3pa3kd (SIKIO BOHU
JI0J1al0ThCST) HaJlaHo.
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o afMiHICTpaTUBHUX [IaHUX [10Jak0Th:

KOTito JiirjeH3ii Ha BUPOOHUIITBO (SKIIO 3riZHO i3 3aKOHO/ABCTBOM KpaiHU
BUPOOHWKA JlilleH3isT Ha BUPOOHMIITBO iCHY€ J/iville B eJIeKTPOHHOMY BUIJISIi
(naripuknaz, CIIIA), Mae OyTH Ha/laHa PO3/PYKiBKa i3 TTOCUIAaHHAM Ha BiATIOBigHUH
oirfifiHMIA caliT, 3acBiZiueHa TiAMMCOM/TIeUaTKO0 3asiBHHUKA) ab0 iHIIOTo ZI03BiTbHOTO
JIOKyMeHTa Ha BUPOOHUIITBO 3asiB/ieHOI JlikapchbKoi (popmMu y KpaiHi BHpoOHHKa (€
HeoOXiJHUMU SIK [I7Is1 TIOBHOTO, TaK i HEMOBHOTO BUPOOHMUIITBA, a TaKOX /il Pi3HUX
rpoiieciB (hacyBaHHsI, MaKyBaHHS i MapKyBaHHS);

3aCBiflueHy KOIIif0 JOKyMEeHTa, II[0 MiATBep/KY€ BiAMOBiAHICTH BHPOOHHUIITBA
nikapcekoro 3acoby Bumoram GMP, BumaHoro [lep)kKmikcay»k0010 BiAmoBigHO 10
BUMOI' Haka3dy MiHicTepcTBa 0XOpOHM 30pOB’st YKpainu Bif 27 rpyads 2012 poky
Ne 1130 «IIpo 3aTtBepmkeHHsi IlopsiiKy TmIpOBeleHHsS TIIiATBEPIKEHHS YMOB
BUPOOHMIITBA JIiIKADCHKMX 3aco0iB BHUMOraM Ha/Ie)KHOI BHPOOHHMYOI TMPAaKTHKN»,
3apeecTpoBaHoro y MiHicrepctBi roctunii Ykpainu 21 ciu"s 2013 poky 3a
Ne 133/22665, abo rapaHTiiiHMI TUCT Bif 3asiBHUKA IT0/I0 HAaZlaHHS TaKOTO JJOKyMeHTa
MPOTSATOM CTPOKY MPOBEJIEHHs Crielliasi3oBaHoi ekcrepTusu (kpim A®I, giroumx
PEYOBUH);

TriepesTik KpaiH, /le JaHu JIiKapCbKUii 3acib 3apeecTpoBaHui/TiepepeeCTpOBaHN;

KOTil0 KOpPOTKOI  XapaKTePUCTUKUA JIiKapChKOro  3aco0y/iHCTPYKIHI  [/1st
MeJMYHOI0  3aCTOCYBaHHsS, PpO3po0/ieHOI Ta 3aTBep/)KeHOI  BiAMOBiAHO 70
HOPMAaTUBHUX BHUMOT KpalHM 3assBHUKa/BUPOOHMWKA, BiAMOBIJHO [0 BCTAaHOBIEHUX
BUMOT;;

Triepesiik KpaiH, y SKUx Oy/10 1o/jaHo 3asiBM Ha peecTpailito.

Y 3asBi 3asgBHUK HaZla€ JOK/IaAHY iHGbOpPMaLlif0o Mpo JIiKapChbKUi 3acib, Ipo
MPOIIOHOBAHOTO BJIaCHWKA PEECTpAIliiHOTO TIOCBilueHHsS Ta BuUpobHMKa(iB),
iHdopMaiiito mpo cTatyc rperapaTy 0OMe>KeHOTO 3aCTOCYBaHHs (TIperapaTy-CUPOTH),
HayKOBi KOHCy/bTallii Ta TporpamMu po3poboK y rmegiaTpii Ta iHmty iHdbopwMaiiito,
nepei0aueHy JoAaTKoM 1.

1.3. KopoTka XapakTepuCTHKa JIiKapCbKOro 3aco0y, MapKyBaHHsS Ta iHCTPYKLIisI
JUUISL MeJUYHOT0 3aCTOCYBaHHS:

1.3.1. Kormisgs KOpOTKOi XapaKTepHUCTHUKU JIiKapChbKOTO 3aco0y/iHCTPYKINi /st
MeJMYHOr0 3aCTOCYBaHHS, 3aTBEPKEHOI BiIMOBITHO O HOPMAaTUBHUX BUMOT KpaiHU
3assBHUKa/BUPOOHWKA ab0 iHIMMX KpaiH, PperyJyiATOpHi OpraHd SIKUX KepyHThCS
BUCOKHMMU CTaHJapTaMM SIKOCTI, L0 BiATOBIJarOTh CTaHJapTaM, PeKOMeHJO0BaHUM
BOO3.

1.3.2. MapKyBaHHS:

3asgBHUK Ma€ HaJaTW MPONOHOBAHUM TEKCT MapKyBaHHS [Jisi TEePBHHHOI Ta
BTOPMHHOI YIIaKOBOK, CKJ/IaJIeHUH 3rijHo 3 BuMoramu po3aiiny X VIII ysoro Ilopsaky.

1.3.3. IHCTpyKUis A/151 MeAUYHOT O 3aCTOCYBaHHS:

3asBHUK Ma€ HaJaTU [POMOHOBAHUW TEKCT IHCTPYKUil [/ MeJUUYHOIO
3aCTOCYBaHHS1 (Ha TariepoBOMYy Ta €JeKTPOHHOMY HOCIfIX), CK/IaJIeHUM 3TiIHO 3
BuMoramu po3zgiy XVI uporo Iopsaaky.

1.3.4. KopoTKa xapakTepUCTHKa JTiKapCbKOTo 3aco0y:

3assBHUK TIPOTIOHYE TIPOEKT KOPOTKOI XapaKTepUCTHUKH JIiKapCbKOro 3acoly,
CKJIaJIeHuH 3rigHo 3 BUMoramu po3ziny X VII nworo ITopsaxy.
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1.4. Tndbopmatiist mpo He3asieXKHUX eKCIepTiB:

EKcriepTd MarOTh HaJlaBaTH pe3loMe i3 3ayBaKeHHSIMH, 3pO0OjeHUMH TIpH
PO3IJISiZii JOKYMEHTIB Ta MaTepiasiB PeeCTpaLliiHOTO JOChE, 30Kpema A0 Moayis 3, 4
i 5 (ximiuHa, dapmaileBTMUHa Ta OiosoriuHa JOKyMeHTallis, [JOK/TiHiuHa
IOKyMeHTallisi Ta KJ/iHiYHAa [JOKyMeHTallis BiAmoBigHo). Pe3tome He3asmexHOro
eKCrieprTa Ma€ BHUCBIT/IIFOBATU KPUTHUYHI MOMEHTH, TOB'A3aHl 3 AKICTIO JIIKAPCbKOr'O
3aco0y, AOKJIiHIYHUMU [OC/IPKEeHHSIMU Ta K/IiHIUHUMU BUTNPOOYBaHHSIMMU, i MiCTUTH
BCi JlaHi, HeoOXi/Hi /1T OI[iHIOBaHHSI.

[Tux BUMOr HeOOXiJHO JOTPUMYBATHUCS TIPU CKJ/aJlaHHi 3arajJibHOrO pe3ioMe 3
AKOCTi, AOK/IiHIUHUX J[OCTi/PKeHb Ta KIiHIYHMX BHUIIPOOyBaHb, SIKi BK/IIOUEHO [0
Mogayns 2 peecTparjiiiHOr0 OCh€ Ha JIiKapChKui 3acib. Y Mogysi 1 mae OyTu HajjaHa
iHdopMaliisi, migmyMcaHa He3aneXXHUMU eKCcIiepTaMu, TIpo iX OCBITy, crieljiasi3allito Ta
nipocdeciiinuii focBif. B ekcriepTiB Mae OyTH BifiloBiHa KBasTidhiKarfis.

1.5. CrnerjiasibHi BUMOTM 10 Pi3HUX TUIIIB 3asB:

CrnewnianbHi BUMOTHM [|0 Pi3HUX TUIIIB 3asB HaBeeHO B po3Auii X 1poro ITopsgky.

HopaTtok 10 Moayns 1. OrjiHka Hebe3meku /s TOBKi/IIS.

3asiBa TIpPO [JiepkKaBHY peeCTpaLlito JIiKapchbKux 3acobiB 3a HeoOXimHOCTI Mae
MICTUTH pe3toMe OLIIHKU PU3KKY, Y AKOMY OL|IHIOIOTb MOXK/IUBI PU3UKU IS JOBKL/LJIA
yepe3 BUKOPUCTaHHs Ta/abo yTuWmi3allifo JiKapchbKoro 3aco0y, a TaK0)X HaBOJSTH
nporno3uliii 1moAo BiAmoBigHoi iHdopmallii B MapkyBaHHi. HeoOXifHO pO3riasiHyTH
PU3UK /ISl TOBKIi/IsA, TIOB'SI3aHUM 3 BUBITbHEHHSIM JTIKAPCHKUX 3ac00iB, 1[0 MiCTSTh
reHeTUYHO MojubiKoBaHi opraHizmu (gaai - 'MO), BiANOBiAHO A0 BUMOT 3aKOHY
Ykpainu «IIpo pepkaBHy cucTemy 0ioOe3reku IpH CTBOPEHHi, BUITPOOyBaHHI,
TPaHCIIOPTYBaHHI Ta BUKOPHCTaHHI reHeTUYHO MO/IM(PiKOBaHUX OpraHi3miB».

IHdbopmallis 111070 pU3MKY JJs [AOBKiJINS HAJA€TbCA y BUISAAL AojaTka o
Mopys 1.

[HdopMallis BK/IHOUAE:

BCTYTI;

KOMi0 MHUCbMOBOIO [03BOJIy, BHUJAHOIO YIIOBHOB&)XEHHWM OpPraHOM KpaiHu
BUPOOHMKA, Ha HaBMHUCHe BUBiJbHeHHd ['MO y HaBKO/MIIIHE CepeJoBHIIEe TIpU
BUKOPMCTAaHHI 3 JOCTIJHALILKOIO MeTOl0;

JlaHi, BK/TFOUar0UM MeTO/IM BUSIBIEHHS Ta i/leHTUdiKallil, a Tako)K yHiKaJbHUN KO/
I'MO i 6yap-siKy nogaTkoBy iHdopmaiiito mpo I'MO abo mikapceKuii 3acio, siKi MatoTh
3HaueHH$ MPU OLIHL PU3UKY [JIs1 JOBKILIS;

3BiT MpO OL[iHKY PU3UKY A/ JoBKins (mani - OP/l), miAroToBaeHuid Ha MifcTaBi
HasiBHOI iH(opMaliii;

Ha OCHOBi BwuIleBUKIafeHoi iH¢opmailjii Ta OPJlI - BHCHOBOK CTOCOBHO
BiATMOBiAHOI cTparerii ympas/iHHA pusdkamMu 1mozo OPJl 1 mociimkyBaHOro
miKapcbKoro 3aco0y, IUIaH MOHITOPMHTY B ITiC/ASpPeeECTpaliiiHuii  Tiepiog Ta
BU3HAuUeHHS Oyb-sKO1 crielfia/ibHOI iHpopMariii, sika TTOBMHHA HaJjaBaTUCS B KOPOTKii
XapaKTepUCTULI JIiIKapChbKOro 3aco0y, MapKyBaHHiI Ta iHCTPYKLii AJii MeJUUHOTrO
3aCTOCYBaHHS;

Bi/IMOBiHI 3axX0/u 1110710 iHPOPMyBaHHS Hace/eHHS.
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HaBegena iHdopmariis Mae OyTu 3acBigueHa TiZTICOM aBTOpa i3 3a3HAUEHHSIM
JaTH, [JaHUX IIOAO0 OCBITH, CTa)KyBaHHS Ta TipodeciiiHoro zAocsigy. HeobOxigHo
BKa3aTu rpodeciliHi CTOCYHKU Mi>XX aBTOPOM i 3asiBHUKOM.

2. Bumoru 0 MarepiajiiB peecTpanjiiiHOro A0Ch€, HaBeJeHUX y Mopaysai 2
«Pe3roMe 3arajibHOT0 TeXHIYHOT0 JOKYMEHTa»

Y 11bOMy MO/IyJli HaBOZATh pe3toMe XiMmiuHoOi, dapmalieBTHUHOI Ta GiomoriuHoi
JOKyMeHTaL|ii, JOK/JIHIYHMX Ta K/IIHIYHUX JaHuX, HajaHux y Mogynax 3, 4 1 5
peecTpaiiiiHOro JOCh€ Ha JIKApChKWM 3acib, a TakoXX y pe3ioMe He3a/le)KHUX
eKCIIepTiB.

Heo0xiflHO BM3HAUMTH Ta TIpOaHasli3yBaTy BaKauBi nutaHHsa. Crig nepeabaunTu
y3arajsbHeHi ¢haKTHUHi JaHi, BK/IIOUalOUM MaTepiany y BUT/ISAL Tabmuiib. Y 1[uX 3BiTax
repenbavaroTh IepexpecHi MocWIaHHA Ha Tabmmii abo Ha iHdopmariito, 1110
MICTUTBCSI B OCHOBHIM [JOKyMeHTalil, HafaHii B Mogyni 3 (Akicte. XimiuHa,
dapmaiieBTuHa Ta OionoriuHa iHdopmailis mpo JiKapcbKi 3acobu, IO MiCTSATh
Ximiuni Ta/abo 6Giosoriuni Aitoui peuoBuHM), Moayni 4 (3BiTM Mpo [OK/iHIUHI
pociimkenss) i Moayi 5 (3BiTv Tipo K/TiHIUHI BUTTPOOYBaHHS).

Ornigau 1 pestoMe TIOBMHHI BIATOBiJaTM OCHOBHUM TMIPUHLIMIIAM 1 BHUMOTaM,
BUKJIaJIeHUM HUXKYe:

2.1. 3arajibHUM 3MICT:

Y Mopayni 2 HafaroTh 3MICT HAYKOBOI JJOKyMeHTaLlil, HaBeZeHol y Mopaynsax 2 -

2.2. Bcrym:

Mae OyTth HajaHa iHdbopMallis mpo (apMakoJoTiuHy TpyIly, MeXaHi3Mm [ii Ta
3arporioHOBaHe KJTiHiUHe 3aCTOCYBaHHS JIiIKapChKOTO 3aco0y.

2.3. 3aranbHe pe3toMe 3 SAKOCTi:

Y 3aranbHOMY pe3toMe 3 SIKOCTi CJ1iJi HajlaBaTy Orvisi[ iHopMallii, 1MoB's3aHol 3
XiMiuHUMH, (hapMaL[eBTUUHUMU Ta 6io/IOTiYHUMY JaHUMHU.

HeoOxigHO 3BepHyTH 0COO/MBY yBary Ha OCHOBHI KPUTHWYHI TlapaMeTpu Ta
MTUTaHHS, TOB'A3aHi 3 acreKTaMH SIKOCTi, a TaKOXX HaJaTH OOIPYHTYBAaHHS y THX
BUMAJIKaX, KOMM He AOTPMMAaHO BiAMOBiJHMX BHMOI Ta HacTaHOB. llel MOKyMeHT
TMOBHMHEH OXOIUIFOBAaTU TUTaHHA 1 OINUCYBaTHM BIAMNOBIAHI [aHi, SKI [JOK/JIaJHO
BUCBIT/IeHO B Mogyi 3.

2.4. Ornsin JOKJTIHIYHUX JaHUX:

HeoOXigHO HaBOAWTH y3araJibHeHy Ta KPUTHUHY OI[HKY JOK/IiHiUHHAX
JIOCJTi[KeHb JIiKapChbKOro 3aco0y Ha TBapHHax/in Vitro, a TakoXX OOroBOpeHHsSI Ta
oOrpyHTyBaHHsS cTpaTerii BurpoOyBaHHd i 3a HeoOXigHOCTI BigXuieHHA Bif
Bi/ZITIOBITHUX BUMOT.

HeoOXilHO BK/IIOUWTH OI[iHKY /JOMIIlIOK i TIPOAYKTIiB pO3Mafy JiKapChbKOTO
3aco0y pa3oM 3 iX TMOTeHLitHUMU (HapMaKOJIOTIYUHUMHA Ta TOKCHUKOJIOTiYHUMU
edeKTaMH, 3a BUHSTKOM JIiKapCbKMX 3aco0iB OiomoriuHoro moxomkeHHs. Crrif
pO3MJIIHYTA OyJb-sKi PO3XOZPKeHHS y Xipa/JbHOCTi, XiMiuHiMi ¢opmi Ta yMcTOTI
CIIO/YK, fIKI BUKOPUCTOBYBA/IUCh y [OK/IIHIUHUX AOCTIKEeHHAX 1 Y JIIKapCbKOMY
3aco0i, 110 6ye BUPOOISTHUCS.
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Ins  jmikapcbKuX 3acobiB  0iosOriyHOro IMOXO/MKEeHHS HeoOXimHO OI[iHHUTH
TOPIBHSAHHICTbL MaTepiany, BUKOPUCTAHOI'O Y AOK/IIHIUHUX JOC/II)KeHHAX, KIIIHIUHUX
BUTIPOOYBaHHSIX i TikapcbkoMy 3aco0i, sikuii Oyzie peeCcTpyBaTHUCS.

By/b-fika HOBa [OTIOMi’KHa peUYOBMHA Ma€ OyTH TIpe]METOM OKPEMOi OIiHKH 3
Oe3mekwu.

HeoOXilHO BH3HAUMTH BJIACTUBOCTiI JIIKAPCHKOTO 3aco0y, /[oBelieHi ¥y
JIOKMIHIYHUX JOC/TiKeHHSIX, a TaKOXX Mpe/CTaBUTH 3HaueHHs pe3y/bTaTiB 3 Oe3reku
niKapcbKoro 3aco0y /i/is TiJJaHOBAHOTO K/TiHIYHOT'O 3aCTOCYBaHHS 3a yUacCTIO JIFOIUHHU.

2.5. Ornsig KIHIYHUX JaHUX:

Ornsig, KAiHIYHMX JaHUX Ma€ MICTMTH KPUTUYHUM aHa/i3 K/IiHIUHUX JaHUX, SKi
BK/IIOUEHO y pe3toMe Ta Moaynb 5. HeobxifHo HazaTy criocib KaiHiYHOI po3poOKu
miKapchbKoro 3aco0y, BK/IIOUAIOUM [JU3aliH BUIIPOOYBaHHS, pillleHHS, MPUMHATI
CTOCOBHO JOCJII/IKEeHHS, a TAKOX MPOBeJeHHS JOC/IiIKeHb.

Heo0XigHO Ha/aTH KOPOTKHUM OIJISAJ AAHWX K/IiHIUHHUX JOC/i/PKeHb, BKIIOUAIOUH
Ba)K/MBi 00MeXXyBa/ibHi (PAaKTOPH, a TaKOXK OI[iIHKY PU3UKY/KOPUCTI, sika 6a3yeThCsl Ha
BHUCHOBKAaX K/TiHIYHUX JOC/TiKeHb, OOTPYHTYBaTH 3alIPOIIOHOBAHY /103y Ta MOKa3aHHs
JIIS1 3aCTOCYBaHHS, BUXO/ASIUM 3 OTPUMAaHUX K/TIHIYHUX [JaHUX 1100 e()eKTUBHOCTI Ta
Ge3meKku, a TaKOXK OL[iHWTH, 5K 3a IOTIOMOT'0F0 KOPOTKOI XapaKTepHUCTHUKH JTiIKapChKOTO
3aco0y Ta iHIIKX IMiIX0/1iB MOYKHA OMTUMi3yBaTh KOPHUCTh Ta 0OMEeXUTH PU3UKU.

HeoOxiflHO TIOSICHUTA BCi TUWTaHHS IWI0J0 e(QeKTUBHOCTI Ta Oe3meku, sKi
BUHMKAIOTh Y TIPOLeCi pO3POOKH.

2.6. Pe3toMe JOK/MIHIUHUX [TaHUX:

Pe3toMe [OK/IiHIUHMX [JaHUX TIIOTPIOHO HaZaBaTM HAa OCHOBiI (aKTUUHUX
pe3yabTaTiB  (apMako/loriyHUX,  (apMaKOKiHETUYHHUX 1  TOKCMKOJOTiUHHX
JloCipKeHb, TTPOBeZIeHWX Ha TBapuHax/in vitro, y TeKCToBOMY (opMarti Ta y BUIJISIAI
TabJUI[b Y TAKOMY TIOPSJKY:

BCTYTI;

pe3roMe (PapMakKoJ/IOTiUHKX JaHUX Y TEKCTOBOMY (hOpMarTi;

pe3toMe (hapMaKOJIOTiUHUX JAaHUX Y BUTTISIZi TaOJAIb;

pe3toMe (PapMaKOKIiHETUUHHUX J@HUX Y TEKCTOBOMY (hopMarTi;

pe3tome hapMaKOKiHETUUHUX JIaHUX Y BUTJISIAI Tab/IULIb;

pe3toMe TOKCUKOJIOTIYHUX JJaHUX Y TEKCTOBOMY (popMari;

pe3toMe TOKCUKOJIOTIYHUX JJaHUX Y BUTJISIZI Tab/IULb.

2.7. Pe3toMe K/IIHIYHUX JJaHUX:

HeoOxigHo HajgaTh mAoK/mIagHe i3 HaBeAeHHAM (aKTUUHUX [JaHUX pe3foMe
K/IiHiuHOI iHdopMmallii 3 BUBYeHHs JiKapchbKOro 3acoly, BKIodueHoi B Mogysnib 5.
Pe3toMe Mae BK/IIOUaTH pe3ylbTaTH BCiX OiodapmarieBTUUHUX IOC/TiIKeHb,
JocmimkeHb 3 KiaiHiuHOI dhapMakosiorii, a TakKOX [JOC/i[)KeHb 3 KJIiHiuHOl
edekTUBHOCTI Ta Oe3meku. HeoOxigHO HazaTh KOPOTKWW OIS iHAMBiAyambHUX
JIOCiI>KeHb.

KninivyHa iH(Qopmalis y BUIVISAL pe3toMe T[IOBHHHA HAaJlaBaTUCSd B TaKOMY
TOPSAJKY:

pestome GiodapMalleBTUUHUX [AOCTi/PKeHb Ta TOB'A3aHUX 3 HUMH aHaTiTUUHHX
MEeTO/|iB;

pe3toMe JOC/TiIKeHb 3 K/IiHIYHOT (hapMakoJIorii;
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pe3toMe 3 K/iHiuHOI e()eKTUBHOCTI;
pesioMe 3 KJIiHiuHO1 Oe3mneku;
KOPOTKI OIVISIAV IHAUBIyabHUX JOC/Ii/IKEHb.

3. Bumoru g0 marepiaiiB peecTpanjiiHOro J0Cchb€, HaBejeHUx y Mopaym 3:
«SIkicTe. XimiuHa, hapmaneBTHuuHa Ta OiosioriuHa iHdopmanis npo iKapcbKi
3aco0u, o MicTATH XiMiuHi Ta/ab0 Oios1oriuHi Airoui peyuoBUHN»

3.1. ®opwmar Ta rnogaHHs.

3arasbHa cxema Mopayiisa 3:

3MICT;

OCHOBHI [1aHi;

[liF0ua peyoBHHa.

3aranbHa iHbopMaLlis:

Has3Ba;

CTPYKTYypa,

3araJibHi BJIaCTHUBOCTI.

ITporjec BUpOOHMIITBA /IiF0U0i(HX) PeUOBHUHU(H):

BUPOOHUK(M);

OTKC BUPOOHUUOTO MPOLiecy Ta KOHTPOJIIO Yy MpoLieci BUPOOHUIITBA;

KOHTPOJIb MaTepiasis;

KOHTPOJIb KpUTUYHUX CTaZlil i TPOMiXKHOI MPOAYKLIii;

BaJTiZia1list ripoiiecy Ta/abo MOro OIfiHKa;

po3pobka BUpOOHHUYOTO TIPOLiecy.

Ornuc XxapakTepuCTHK [Jir04oi(1X) peuoBUHU(H):

JIOKa3 CTPYKTYPH Ta iHIII XapaKTepUCTHUKH;

JTIOMIIIKH.

KoHTposb Air0uoi(ux) peyoBUHHU(H):

crieruikaryis;

aHa/IITUYHI MeTOUKY;

BaJ/liIallisl aHA/IITUYHUX MEeTO/UK;

aHasli3u cepiu;

oOrpyHTyBaHHS crierjudikariii.

CraHpapTHi 3pa3Ku Ta MaTepiaiu.

CucremMa ynakOBKH/yKYTIOPKH.

Crabi/bHiCTB:

pe3ioMe Moo CTabibHOCTI Ta BUCHOBKY;

TIPOTOKOJI TTiC/IIPeECTPALliiHOr0 BHBUEHHS CTa0i/IbHOCTI Ta 3000B'I3aHHS II[0/I0
cTabi/ILHOCTI;

JlaHi TTpo CTabiMBHICTB.

["oToBMiI1 JTiKapchbKUii 3acib.

Ommc i ckaf JlikapcbKoro 3aco0y.

dapmarjeBTHUYHA po3po0Ka:

KOMITOHEHTH JliKapChbKOro 3aco0y;

niroya(i) peuoBrUHa(M);

JIOTIOMI>KHI peuyOBUHY;
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JiKapChbKHi 3acio;

po3pobKa ckiagy;

Ha/|/TUIIKY;

¢i3uKo-ximiuHi Ta 6ion0riuHI BIAaCTUBOCTI;

po3pobka BUpOOHUUOTO TIPOLIecy;

CUCTeMa YTaKOBKW/yKYTIOPKU;

MiKp00io/oriuHi XapaKTepUCTUKY;

CYMICHICTb.

BupoOHUIITBO:

BUPOOHUK(M);

CKJlaJ| Ha Cepito;

OTMC BUPOOHUYOTO TIPOIIeCy Ta KOHTPOJIIO Y TIpolieci BUPOOHUIITBA;

KOHTPOJIb KpUTUYHUX CTaJ[ik i TPOMi>KHOI MPOAYKIIii;

BaJTifallist rpotiiecy Ta/abo Moro olfiHKa.

KOHTpO/b JOMOMI>KHUX PEUOBHH:

crietdikariii;

aHa/IITUYHI MeTOVKY;

BaJ/liIallisl aHA/IITUYHHUX MEeTO/UK;

0OIpyHTYyBaHHs crieljudikariiii;

JIOTIOMi>KHi peUOBUHM JIFO/ICKOTO ab0 TBAPUHHOTO TTOXO/IPKEHHSI;

HOBI [IOTIOMI)KHI peUOBHHU.

KOHTpPO/Tb TOTOBOTO /TIKAPCHKOTO 3aCO0Y:

crietudikariis(i);

aHaJIiTUYHI METOIUKMU;

BaJ/Ii/Iallisl aHA/IITUYHUX METOJUK;

aHaJsi3u cepiy;

XapakKTepuCTUKa JOMILIOK;

o0rpyHTyBaHHs criefiuikariii(i).

CraHpapTHI 3pa3Ku Ta MaTepiajiu.

Cucrema ynakoBKHW/yKYTIOPKHU.

CralbinbHiCTh:

pe3toMe 111070 CTabiIbHOCTI Ta BUCHOBKWY;

TIPOTOKOJ TIiC/ISIPeECTPaLliiHOr0 BHBUEHHS CTabi/IbHOCTI Ta 3000B'I3aHHS I[0/I0
cTa0i/IbHOCTI;

JaHi mpo cTabiNbHICTS.

Hopatku:

TIPUMIITIeHHS Ta 00/1aAHaHHS (TiIBKM J71s1 610/10TiYHKX JTiKapChbKUX 3ac00biB);

OLTiHKa Oe3ITeKH I1107I0 CTOPOHHIX areHTiB;

JIOTIOMi>KHI peUOBUHM.

HoparkoBa iHpopMaris:

cxeMa Bastifiatlii BUpOOHUUOTO TIPOLiecy JiikapcbKoro 3aco0y;

TIPUCTPI J71s1 BBeIeHHs JIiKapChKOro 3aco0y;

ceptudikat(1) BiiMOBiAHOCTI;

IS MiKapchbKUX 3aco0iB, ski MicTtarb abo B rporieci BUPOOHHUIITBA SIKHUX
BUKODUCTOBYIOTH ~ Marepiajii TBapuMHHOrO Ta/abo  JIIOACHKOTO  TIOXO/KEeHHS,
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ceprudikar  BigmoBigHOCTI  €Bpomeilicekiii  (apmakomei  mogo  ry6uaToi
eH1ledasonarii;

TOCUJIaHHS Ha JKepesia JiTepaTypH.

3.2. 3MICT: OCHOBHI IMPUHLUIY Ta BUMOTHU:

a) ximiuni, dapmareBTruHi Ta OGiosioriuHi gaHi, sSKi HeoOXiZHO HajaBaTH,
BK/IFOUAIOTh /Il [1if0U0i(KMX) peuoBHWHU(H) i TOTOBOro J/iKapChKOro 3aco0y BCHO
indopwmatiiito po po3pobky, BUpOOHUUMI TMpOIiec, XapakKTepPUCTUKK Ta BIACTUBOCTI,
TpoLieZlypy Ta BUMOTH KOHTPOJIIO 3a SIKiCTIO, CTabibHICTh, a TaKOX OMUC CKIafy Ta
o(opmsieHHsI TOTOBOT'O JIiIKapChbKOro 3acoby;

6) HeoOXigHO HajgaTH [ABI OCHOBHI CKmafoBi iHdopmarliii mpo #irouy(i)
pevoBHHY(HM) Ta TOTOBUM JIiKapChKH 3acib BiAMOBiIHO;

B) Y IIbOMY MOAY/i J0JaTKOBO Ma€ OyTH HajaHa [AOK/JajHa iHdopMaillis Ipo
BUXiJJHi MarepiaiM Ta CHpPOBUHY, $SIKi BHKOPHCTOBYIOTbCSI TIPM BHPOOHHIITBI
JiF0Y0i(MX) peuOBUHU(H) i JOMOMI)KHUX PEUOBHH, 10 BXOZAATh A0 CKJ/IaJy FOTOBOTO
MiKapchKoro 3acoly;

r) yci METOJUKA Ta MeTOAW BUMpPOOyBaHb, BUKOPHUCTaHi IMPH BHUPOOHUIITBI Ta
KOHTpO/T [1ifouoi(X) peuoBHWHHM(H) Ta TOTOBOTO JIiIKAPCHKOTO 3aco0y, MaioTh OyTu
BUKJIaZIeHi YiTKO i JieTasbHO, 100 MoXXHa Oy/0 BiTBOPUTU iX TIpU TIPOBeZeHHi
KOHTPOJIbHUX BUIPOOyBaHb, Ha BHMOI'Y BIIOBHOBa)K€HOTO OpraHy. Yci MeToau
BUTIPOOYBaHb TOBWHHI BiAMOBilaTM Cy4acHOMY HayKOBOMY piBHIO, a Tako)X OyTu
BasigoBaHumMu. (i HagaBaTu pe3yJbTaTul AOC/AIIKeHb 3 Bajiganii. fAKiio
BUKOPHCTOBYIOTHCSI MeTOAW BUIIPOOyBaHb, BK/MOUeHi g0 JIPY abo €BporieiicbKoi
dapmakoriei, To 1l BHK/IaA HeOOXiJHO 3aMiHWATH BiJMOBIZHUM TIOCHJIAHHSM Ha
MoHorpadito(i) Ta 3aranbHmii(i) po3ain(u);

I) [/Is BCiX peuyoBMH, MpernapariB i JiikapcbKuX (popM, BKazaHHUX y MoHorpadisix
NdY abo €Esporeiickkoi (apMakoriei, HeoOXifHO poOUTH TMOCHIAHHSA Ha IIi
dapmakoriei. CTOCOBHO peuoOBHH, $IKi He BKa3aHO B LUX (apMakoresiX, MaroTh
Ha/laBaTUCS MOCUJIaHHS Ha iHIII HalliOHaJIbHI (papMakorel.

OpHak, SIKIo MaTepias, 3a3HaueHuit B JJ®Y, abo €Bporechkiii dapmakoried,
abo B iHMMX HalliOHA/ILHUX (apMakoresX, OAepXKYIOTb CrocoboM, TIpU SKOMY
MOXXYTh BUHMKATU JOMIIIIKH, 1[0 He KOHTPOJIIOIOTLCS 3a MOHOrpadiero (apmakoriei,
TO HeoOXiZHO BKa3aTH 11i AOMIIIIKM Ta IX AOIMYCTUMi MeXi, a TAaKOXX HaZlaTU METOIUKY
iXHbOrOo BM3HaueHHs. Y pa3i sKio creuudikailisi, BKIroUeHa Ao MoHorpadii 1PV,
abo €gporieiicbkoi ¢apmakornei, abo iHmoi HaiioHankHOI (apmakomnei, €
HeZI0CTaTHBOIO ZIjisi 3a0e3reueHHsI TKOCTi peUOBHHH, MOXKe 3HaZI0OOUTUCS [OK/IaHiIIa
cnerudikaiis. LleHTp Moxke HagaTu iHQopMallil0 BIOBHOBa&)XKEHHWM OpraHaMm,
BifiMOBifanbHUM 3a BiAMNoBiAHY (apmakorieo. 3asBHUK TIOBUHEH HaJaTH
BIIOBHOBa)KEHWM oOpraHaMm Iji€i ¢apmakoriei AokKnafHi BiZoMocTi Tpo BUsB/eHi
HeJI0J1iKUM Ta MpOo A0AAaTKOBI crieljuikariii, 1110 3aCTOCOBYOTHCSI.

SIKIo MeToAM aHasti3y BKMoueHO Ao JPY abo €rporeichkoi dhapmakorei, To
HeMae HeoOXiHOCTI HaBOAWUTH iX TOBHHI BHK/A/l, JOCTaTHHO B KOXKHOMY pO3ZiJi, B
SKOMYy TUIaHyBaBCSl BUK/QZ I1IbOIO METOJy, POOHTH BiZAMOBifHE TIOCHIaHHS Ha
MoHorpadito(i) Ta 3arasbHui(i) po3aii(un);

M) SKITI0 BUXiZiHI MaTepiaji Ta CUPOBHHA, [Iif0Ui abo JOTMIOMi>KHi PEUOBUHU He
onucaHo aHi B JIDY, aHi B €Bponelicbkili hapMakomnei, aHi B iHIIMX HalliOHa/IbHUX
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(apmakoresix, To Moke OyTH MPUHUHATHAM ITOCHIaHHS Ha MOHOorpadito dapmakorei
iHII0T KpaiHU. ¥ TaKuX BUIA/Kax 3asBHUK IMOBUHEH HaJlaTU KOIIit0 MOHOrpadii pa3om
3 BaJliflalli€el0 aHAMTUYHUX MeTOAUK, OINMUCaHUX Yy MoHorpadii, a TakoX 3a
HeoOXiHOCTI mepekaz;

e) SKITo Airouy Ta/abo goroMikHy(i) peuoBuHY (M) i BUXiJHUN MaTepiajl OIMMCaHO
B MoHorpagii €Bporercbkoi (apMakornei, 3asgBHHMK MO)Ke HaJaTh CcepTUdikar
BiiMOBiHOCTI €BporenceKiv (papmakoriei y BiJIOBiIHOMY TYHKTi 1IbOTO MOJYJISI.
BBakaeTbcs, 1110 cepTudikaTti BinoBigHOCTI MoHOrpadii €Bporelicbkoi hapmakorei
3aMiHAKOTh CYTT€BI [aHi y BiAMOBIAHUX pO3Aiaax, 3a3HAUEHUX Yy LbOMY MOJY/JIL.
BUpOOHUK peuoBHMHU TIOBUHEH TiATBEPAUTH 3asiBHUKY TMHCbMOBO, 1110 BUPOOHUUUW
Tpoijec He 3MiHIOBABCS 3 yacCy BH/laui LIbOro cepTudikaTa BiJIlTOBiAHOCTI;

€) mia noOpe BHBUEHHMX [JiFOUMX PEUOBHMH BHPOOHUK if0uoi peyoBMHH abo
3asiIBHUK MOJXKe IiAr0TyBaTH Marepiaau 3:

JIOKJIaZIHOTO OTMKUCY BUPOOHUUOTO TpOoLiecy,

KOHTPOJTIO 3a SIKiCTIO B TIpoljeci BUPOOHMIITBA Ta Baslijallii rpoiiecy,

y BUTJISIZIi OKPEMOTO IOKYMeHTa, a BUpOOHUK MO)Ke TIoZiaTH iX y BUTJISZI MacTep-
(barina Ha [jirouy peuoBHHY (MaTepiany peectpaliiHoro fgocke (Drug Master File)).

OpHak y TakoMy BUTAZIKy BUPOOHUK [iF0UOi peUOBMHM Ma€ HaZlaTU 3asiBHUKY
rOTOBOIO JliKapcbKoro 3aco0y BCi /aHi, sIKi MOXKYTb 3HafiobuTucs ioMy. BUpoOHUK
TOBUHEH HAaJaTW 3asgBHUKY TMCbMOBe TIIiATBEpPJ)KEHHS, 10 BiH TrapaHTye
BiZITTOBiIHICTb MiXK cepisiMu (MapTisIMM), a TaKOXK, IT[0 BiH He Oy/ie BHOCUTH 3MiHHU y
BUpOOHMUMI TIpoilec abo crernmdikariii, He MoOiH(GOPMYyBaBIIM TIPO Iie 3asBHUKA.
IToKyMeHTU Ta AoKnaAHY iHdbopMallito, 1110 CYTIpOBO/PKYIOTh 3asiBy Ha BHECEHHS TaKol
3MiHHM, HeOOXiZJHO MoJaBaTH B YIIOBHOBA)KEHi OpPraHW; Ifi JOKYMEHTH Ta JlaHi TaKOX
HAJlal0ThCsA 3asiBHUKY B TUX pO3[UIax, Je BOHM CTOCYKOTbCS BiIKDUTOI YaCTUHU
MacTep-(Qaiisa Ha [jitouy peuoBUHY;

’K) HeoOXiJHO orvcaTH 0co0/MBi 3amo0iKHI 3axou 100 Mepefaui rybyaroi
eHLe¢asnonarii TBapuH (CMPOBMHA, OTPYMaHa BiJ| )KyYMHUX TBapWH): Ha KOXHIM cTazil
BUPOOHWUYOTO TIPOI[eCY 3asBHUK IIOBMHEH IPOJEeMOHCTPYBAaTH  Bi/ITIOBiZHICTD
BUKOPUCTAaHUX MarTepiasiB, [MOCU/IAIOUYUCh, 30KpeMa, Ha KepiBHULTBO 3 MiHiMi3ariil
pusuKy mnepejaui 30yAHMKIB TyOuaToi eHiledasonaTii TBapuH 3 JiKapCbKUMH
3acobamu. IligTBepAUTHU BiATOBIAHICTE MOXKHA, TMOCHIAIOYMCh Ha BUIILeBKa3aHUM
JIOKyMeHT, abo HajaBiM cepTU(diKaT BiAMOBIIHOCTI KOHKpPeTHiM MoHorpadii
€Bporielicbkoi  (hapmakoriei, abo UUIIXOM HaJ@aHHS HAYKOBUX [JAHUX IS
oOIpyHTYBaHHS 11i€l BiAMOBiAHOCTI;

3) ciif HazaTH iHQoOpMallito TpPO OL[iHKY PU3UKY TOTEeHIL[iMHOro 3apaKeHHs
CTOPOHHIMM areHTaMM (He3aJ/Ie’)KHO BiJj TOTO, MalOTb BOHU BipyCHe TOXO/PKEHHS Uu
Hi) 3riJHO 3 BMMOraMH, BUK/IQ[JeHWMM B CreLjia/IbHUX KepiBHUI[TBAX, a TaKOX Yy
3ara/ibHAX MoHOTpadisix Ta 3aradbHUX po3faiiax [JPY abo EsporelicbKoi
(apmakoriei;

1) HeoOXiZHO ormcaTy OyAb-sKi crielliabHI MpUIau Ta 06/1aiHAHHS, 1110 MOXKe
3aCTOCOBYBATHUCS Ha Oy/b-sKili cTaziii BUDOOHUUOrO TpOLiecy Ta eTari KOHTPOJIO 3a
NiKapChKUM 3ac060M;
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i) ans TpuUCTpOiB 3 BBeJeHHs JTiKapChKUX 3aco0iB HeoOximHo Hagatu CE-
ceptudikaT (migTBep/pkeHHs1 BiAnoBigHocTi [dupektuBi 93/42/EEC «Meauuni
npuiagu. MeauuHe o01afHaHHA. MeAWuHi PHUCTPOi») 32 HAsBHOCTI.

3.3. OcobmBy yBary IpU/isSIOTh TAKKUM Mifpo3aisiam Mogys 3:

3.3.1. Hiroua(i) peuoBuHa(n) (3.2.S.):

3aranbHa iHGopMallis 1[0A0 BUXiAHUX MaTepiaiiB Ta CMpoBUHU (3.2.S.1):

a) HafaeTbcsi iHQoOpMallisi Npo Ha3By [it0YOi pPEUYOBHMHHU, BK/IHOUAIOUU
pekomeHzoBany MHH, 3a HasiBHOCTI - ¢hapmakornieliHy Ha3By, 3a3HaueHy B DY,
€BporielickKil hapMakoriel, Ta XiMiuHy Ha3By.

HapmaeTbcsi CTPyKTypHa (Qopmysa, BK/IOUAlOUM BiHOCHY Ta aOCO/IOTHY
cTepeoximito, MosieKysspHa ¢opMmy/sa Ta BiZHOCHa MoseKyasgpHa Maca. /s
0i0TeXHOJIOTIUHMX TiKapChKUX 3aco0iB 3a mMoTpebu HeoOXiHO HajaTH CXeMaTHUHY
TMOCJIIIOBHICTh @MiHOKUCJIOT 1 BiJHOCHY MOJIEKYJ/ISIPHY Macy.

Ins GionoriuAmx JiKapCbKUX 3acobiB HeoOXifHO HazaTH mepesik (i3uko-
XiMIUHMX Ta IHIIMX Ba)K/IMBUX BJIACTUBOCTEM [iH0UOi pPEUOBWHM, BK/IHOYAKOUd Il
GiosioTiuHy aKTUBHICTB;

0) y KOHTEKCTi 1[bOr0 MyHKTY BUXiJHUMU MaTepiajiaMy BBa>KalOTb BCi MaTepiasy,
3 IKMX BUPOOJISIOTECSI a00 eKCTparyoThCs Jif0Ui peUOBUHH.

Ins nmikapcbkuxX 3aco6iB 6io/iorivHOTO TMOXO/)KeHHsI 3a BUXiZHI MaTtepiamu
BBa)KalOTb OY/b-SIKy PeuoBHHY 0i0/I0TiUHOTO MOXO/KeHHs], TaKy K MiKpOOpraHi3mu,
OpraHy Ta TKaHWUHU POCMHHOTO abo TBAapHMHHOTO TMOXOJKeHHs, KM TUHU abo pifuHu
(Bkroyaroud KpoB abo TMia3My) JIFOJCHKOTO abo TBAapMHHOTO TOXO/PKeHHS,
OioTexHOJIOTiUHI K/TITUHHI KOMITOHeHTH (pekoMOiHaHTHI abo HepeKOMOiHaHTHi
cyOCTpaTH KIiTUHU, BK/IFOUAlOUM MepBUHHI KJTITHHMN).

Y KOHTEKCTi I[bOT0 ITyHKTY JKapChbKHUM 3acO00M 0ioJIOTiuHOrO ITOXOPKEeHHS
BBA)KAIOTb YCi JiKapChbKi 3acobw, [itoua peuoBHHa SIKUX € GiOOTiuHOI0 PeuoBHHOIO.
Tak, GiosioriuHa peyoBHHaA - Ile PEUOBMHA, 1110 BUPOOJISAETHCS ab0 eKCTparyeTbCs 3
GiosioriuHOTO ZKEpena, [jisk OMUCY Ta BU3HAuUeHHs SIKOCTi SIKOI HeoOXiJHO HajaBaTh
KoMOiHarlifo ¢i3nuHux, XiMiuHMX Ta 0i0NOTiUHMX METOZiB aHali3y pa3oM i3 ommcoM
TIporiecy BUPOOHHMIITBA Ta KOHTPOJIIO 3a HUM. BioyioriyHMMu JTlikapChbKUMU 3aco0ami €
iMyHosOriuHi JliKapchKi 3acobu Ta JiKapchbKi 3acobu, 1[0 € TOXiJHUMM KpOBi Ta
T71a3MU JIFOIMHU; JIIKApChKi 3aco0M, 1110 OTpHMMaHi 3a J0TOMOro0 0i0TeXHOIOTiUHMX
MeTO/IiB (HarpuK/aj, TexHosorii pekombiHaHTHOI /THK; KOHTpO/IbOBaHOI eKcrpecii
TeHiB, 1110 KOJyIOTh 0i0/I0TiUHO aKTHBHI Oi/IKM IMPOKapioTiB i eyKapioTiB, y TOMY umcTi
TpaHC(hOPMOBAHUX K/TITUH TBapWH; METO/iB OTPMMAaHHS TiOpHAOM i MOHOK/IOHATBHUX
AHTHUTLI TOILIO), & TAKOXK Iperapary MpOrpeCcUBHOI Tepartii.

Byap-sKi iHII peuoBHMHM, SIKi BHKOPHCTOBYIOTH [yisi BUpOOHMIITBA abo
eKCTparyBaHHs [itouoi(MX) peuoBUHM(H), aje 3 $SKUX L0 [il0Uuy pPeuOBUHY
Ge3rocepeIHLO He OZIEPXKYIOTh, @ CaMe: PeareHTH, >KUBU/IbHI cepe/JoBUIL[a, CPOBaTKa
3apojika eMOpioHa, J00aBKHM Ta Oydepu, IO 3aCTOCOBYIOTHCS y TperapaTHBHIN
xpomMaTtorpadii Tol10, BBaKalOTh BUXiHUMHU MaTepiajiamMHu.

3.3.2. TIponiec BupobOHUI[TBA AAif0u0i(1x) peuoBuHU(H) (3.2.S.2):

a) 3asiBHUK 3000B'S13aHMI HaJjaTU OMKC BUPOOHMUYOrO TpoLiecy Ait04oi peuoBHHHU.
71 a/leKBaTHOTO OMMCY TIpolieCy BHUPOOHMIITBA Ta KOHTPOJIFO 3a HUM TMOTPiOHY
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indopmariito HeoOXiTHO BUK/IACTA Yy BiJIIOBiAHOCTI 70 BUMOT, BCTAHOBJIEHUX I[UM
[Topsaakowm;

6) yci marepiamu, HeoOximHi A1 BUpOOHUI[TBA [itouoi(Mx) PpeuoBUHU(H),
NMOTpiOHO TIepepaxOBYBaTH i3 3a3HaueHHsAM CTaflii BUPOOHUWI[TBA, Ha SKil
BUKODHCTOBYETbCSI KOXKHUM Matepian. HeobximHo Hagatu iHdopMariito 1po sKicTh i
KOHTPOJIb [JUX MaTepiaiB, a TaKOX iH(opmallito, sika JOBOAUTh, L0 BCi Marepiaau
BiZITIOBiIatOTh BUMOTaM IJO/I0 IXHBOTO 3allJIAHOBAaHOI'0 BUKOPUCTAHHSI.

HeobxigHO TiepepaxyBaTH BUXifHi MaTepia/id (CUPOBHHY), a TaKO)X HaBeCTH
IOKa3HUKMU 1X KOCTI Ta MeTOAY KOHTPOJIIO.

HeobxigHo Hagaty HatimeHyBaHHs/I1. 1. b. Ta Miciie3Haxo/ykKeHHSI BUPOOHUUNX
TOTY>KHOCTeH Ta BKa3aTH OOOB'SI3KM KOYKHOTO BUPOOHMKA, BK/IHOUAIOUM KOHTPAKTHIi
BUPOOHMIITBA, a TaKOX iHGOpPMaIlifo TMPO KOXKHY i3 3allylaHOBaHUX BHUPOOHUUNX
JibHULL a00 1abopaTopili;

B) /151 6ionoriuHMX JTiKapChKUX 3ac00iB BCTAHOB/IEHO TaKi 0AATKOBI BUMOTH:

HeoOXiZIHO HaflaTH OMMC Ta [JOKyYMeHTajbHe TiATBepKeHHsSI TTOXO/KEeHHS Ta
icTopil BUXiHUX MaTepiaJliB.

CTOCOBHO 0COO/MBUX 3ax0fiB 1IoA0 3armobiraHHs Tiepefaui TybOuaToi
eHljepasionarii 3asiBHUK TIOBUHEH IMiJATBEPAUTH, IO [lif04a peYOBMHA BiJIOBiJAE,
30KpeMa, KepiBHUIITBY 3 MiHiMi3allii pu3uKy mepegaui 30yAHUKIB TyOyaToi
eHLlepasionatii TBapuH 3 JiKapCbKUMU 3acobamu.

[Tpu BuKopHcTaHHi 6aHKIB KITHH HaJlal0ThCs [I0KA3U TOTO, 1110 XapaKTePUCTUKU
K/ITMH 3a/IMILIWIMCS He3MIHHHMMM TPU TiK KiJTbKOCTI MacaiB, siIKi BAKOPUCTOBYOThCS
I71s1 BUPOOHULITBA, @ TAKOXK MPOTITOM HACTYITHOTO TIepiofy.

[TociBHi MaTepiany, 6GaHKM KIIiTUH, MyJd CHPOBAaTOK abo0 Ila3MM Ta iHIII
MaTepiasu 0i0/IOriYHOro MOXO/PKEHHS, a TAKOK 32 MOXK/IMBOCTI BUXiJHI PeUOBHHH, 3
KX BOHM OTpUMaHi, BUTIPOOOBYIOTHCSI Ha HAsIBHICTh CTOPOHHIX areHTiB.

K0 TIpUCYTHOCTI TIOTEHLIMHO MAaTOreHHWX CTOPOHHIX areHTiB YHUKHYTH
HEMO>K/TMBO, TO BHUXi[IHi PEUOBMHM HeOOXiZHO BUKODUCTOBYBATU TiTbKU B TOMY
BUTIAJKy, KOJIM TIpU TIOZA/IbINiM 00pobiii Oyzae 3abe3reuyBatvcs BHaaneHHsS Ta/abo
iHaKTHBALlis JAHUX CTOPOHHIX areHTiB, i Ile Mae OyTH OBeIeHO BaJTiialli€ro.

Tam, Jie 11e MOXK/TMBO, BUPOOHUIITBO BaKI[MH MMOBUHHO IPYHTYBaTHUCh Ha CUCTEMi
MOCiBHUX MapTikl Ta BigomMux OaHkiB KaiTWH. [Ipyu BUPOOHUITBI OakTepiasbHUX Ta
BipyCHMX BaKIMH  XapakKTepUCTUKW  30yaHMKa  iHdekiii moBuHHI  OyTH
MPOJIeMOHCTPOBAaHI Ha TIOCIBHOMY MaTtepiasi. KpiM TOro, 1o >XMBUX BaKLMHAX
CTabi/IbHICTh XapaKTepUCTUKW aTeHyarlili MOBWHHAa OyTH MpPOAEMOHCTPOBaHa Ha
MOCIBHOMY MaTepiami; SKI[0 [0Ka3d OyAyTb HeJOCTaTHIMH, XapaKTepHCTHUKH
aTeHyallil TaKO>K TIOBMHHI OyTH MPO/IeMOHCTPOBAHI Ha CTa/lii BUpOOHUI[TBA.

s mikapchKuX 3aco0iB, OTPUMaHUX 3 KpOBi abo Ijia3Mu JIFOAWHU, BiAIOBiAHO
JI0 TIOJIOXKeHb, BUKIaZieHNX y po3fini X uporo Ilopsinky, HeoOXigHO ommcaTtyd Ta
JIOKYMeHTasbHO TMiATBEPAUTH TIOXO/PKeHHs, KpuUTepii Ta MeTOAuKd Bizbopy,
TPaHCTIOPTYBaHHS Ta 30epiraHHs BUXiJHUX MaTepiasiiB.

HeoOxizHO onucaty BUPOOHWYI MPUMIll[eHHSsI Ta 00/1aiHaHHS;

I) y BiAmoBiiHOMY mMOpsiKy HeoOXiAHO HazaTH iHGoOpMallilo MpO MeToAu
KOHTPOJIFO Ta KPUTepii MPUMUHATHOCTI Ha KOXKHIM KPUTUUHIW CTaAil, iHpopmaLito rpo
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AKiCThb i KOHTPOJIb MPOMDKHHUX MPOAYKTIB, a TAKOXK ITPO MPOIiec Basigariii Ta/abo Moro
aHasis;

I) SIKI0 MPUCYTHOCTI MOTEHL[IMHO TaTOreHHUX CTOPOHHIX areHTiB YHUKHYTH
HEMO>K/TMBO, TO BHIXiJ[Hi pEUOBUHM HeOOXi[HO BHUKODHCTOBYBaTH TilbKU B THX
BUTIAJIKaxX, KOJIM HaCcTymHa 00po0OKa 3abe3neuye iXHe BUjjanieHHs Ta/abo iHaKTHBAIlitO,
10 Ma€ JOBOJWUTHCH Y BIJMOBIJHOMY MOJYJI, SIKWM CTOCYETbCSI OLIHKM BipyCHOI
Oe3mneKku;

1) HeoOxiziHO mepe0aunTy /17151 [IiF0U0i PEUOBUHU OIMUC i 0OrOBOPEHHS CYTTEBUX
3MiH, BHeCEHUX y BUPOOHMUMIA MPOIieC TiJ| uac po3poOKu, Ta/abo 3amiHK BUPOOHHUYOI
TTbHULI].

3.3.3. Onuc xapakTepyCTHK [1it04oi(rx) peyoBUHU(H) (3.2.S.3):

Heo0bxigHo HajaTy JaHi 11010 CTPYKTYPH Ta iHIINX XapaKTePHUCTHK [iF0Uoi(1x)
PEUYOBUHH(H).

Cnig migTBepAUTH CTPYKTYpYy Aitouoi(MXx) pedyoBUHHU(H), IDYHTYHOUMCb Ha
cydacHUX (i3mKo-xiMiuHMX Ta/abo iMyHOXiMiuHMX Ta/abo GiosoTiuHKMX MeTozax, a
TaKO)X HalaTh iHPOpPMALIit0 PO JOMILLIKH.

3.3.4. KonTpoJib gitouoi(rx) peuoBuHU(H) (3.2.S.4):

HeoOxigHo Hazaté  JoknasHy  iHdopmariiro 1po  crienudikariii, — sKi
BUKODUCTOBYIOTBCSI  /IJI1  TIOCEPIMHOTO  KOHTPO/I  Zitouoi(MXx) peuyoBUHU(H),
oOrpyHTyBaHHSI BUOOPY 1UX crielfudikalliii, MeTO/IiB aHasli3y Ta ix Bamigariii.

HeobOxigHO HazaTh pe3y/nbTaTW KOHTPO/IIO OKPEMHMX Cepili, BUTOTOBJEHHUX Ha
eTarli po3po0OKHu.

3.3.5. CtanjapTHi 3pa3ku abo marepianu (3.2.S.5):

HeoOXigHO BHM3HAUMTH Ta [OK/JIAaJHO OIKMCATH CTaHAAPTHI MaTepiaiu Ta
CTaH/J]apTHi 3pa3Kd. 3a MOKIMBOCTI HeOOXiJHO 3aCTOCOBYBAaTU XiMiuHi CTaHAApTHi
3pa3ku Ta OiosioriuHi craHgapTHI MaTepianu, omvcaHi B J®PY abo E€EBporeichKiii
dbapMmakorei.

3.3.6. Cucrema ynakoBKU/yKyrnopk# (3.2.S.6):

HeoOXxifHO HafaTH OINMMAC KOHTeMHepa Ta CUCTeMH YITaKOBKH/YKYIIOPDKH i
cnerudikalfii 1 KOMIOHEHTiB. 3a MOXX/MBOCTI HeOOXi[HO BUKOPUCTOBYBaTH
nakyBasbHi 3acobu, ski BignosigzaroTh BuMoram [I®Y abo €EBpomneiicbKoi
dbapmakorei.

3.3.7. CrabinpHicTs (3.2.S.7):

a) HeoOXiHO HaZATU KOPOTKi BiJOMOCTI TIPO THUIT TPOBeJEHUX AOC/iKEeHb,
BUKOPUCTAaHI MPOTOKOJIA 1 OTPHUMaHI MiJf Yac AOC/TI)KeHb pe3y/ibTaTu;

6) HeoOXxigHO HazaTh oOpPMIIeHi y BiAmoBiAHOMY dhopMari J0K/IaHi pe3yIbTaTu
JIOCJTiIKeHHsI CTabiIbHOCTi, BK/IIOUAOUM BiJOMOCTI MPO aHAITHYHI METOAWKH, SIKi
BUKOPHUCTOBYIOTBCS [/ OJlepKaHHSA JaHUX, 1 BajlijaLiito UX MeTOJVK;

B) HeOOXi[HO HaZaTHM TIPOTOKOJ TMpPO [AOC/Ti/PKeHHS CTa0ibHOCTI B
Tic/ispeecTpaLiiHuii repiof Ta rapaHTil 3asiBHUKA 11[0/I0 CTabiTbHOCTI.

3.4. 'oToBwmi slikapchKuid 3aci6 (3.2.P.):

3.4.1. Omumc i cknaz mikapcbkoro 3aco0y (3.2.P.1):

HeoOxifHO HajaTM oOMUC TOTOBOTO JiiKapChKOro 3acoly i #oro ckiafg,.
IHdbopmallis TOBUHHA OXOTUIFOBATU OMMC JIiKapChbKOi (hDOPMU Ta CK/IaJly 3 TepesikoM
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yCiX KOMITOHEHTIiB T'OTOBOT'O JTiIKAPCHKOTO 3aco0y, iX KiIbKOCTeM B IepepaxyHKy Ha
OJMHUITIO 03U, GYHKIIil B TikapcbkoMy 3aco0i:

niroya(i) peuoBUHa(M);

noriomikHa(i) peuoBuHa(M) He3aneXXHO Bif i (iX) moxopkeHHs abo KilMbKOCTI,
BK/IIOUalOud OapBHUKH, KOHCEpPBaHTH, MojAudikaTtopu, crabisiizatopu, 3ryiiyBadi,
eMyJ/IbraTOp1, CMaKOBi Ta apOMaTU4Hi peYOBHUHU TOILLI0;

CK/a/IOBi KOMIIOHEHTH JIiKapChbKOi (hOpMH, 30BHIIlIHIX OOOJIOHOK JiKapChbKUX
3aco0iB, 1[0 MOTPAIVIsIOTh B OpPraHi3M TaljieHTa MpPH 3aCTOCYBaHHI BHYTPIlIHbO abo
Oyab-IKUM iHIIIMM IIUISXOM BBeZIeHHS (TBepZi KariCy/u, M'AKi KarcyJ/id, Karcy/u
peKTasbHi, TabseTKH, BKPUTI 000/I0HKOIO, TabeTKU, BKPUTI TIJIIBKOBOIO 0000HKOIO
TOILI0);

I[i BiZjoMoCTi HeoOXiJHO JOMOBHUTH OY/b-SIKMMH CYTTEBUMH J[IaHUMH, II[0
CTOCYIOTBCSI TUITy KOHTelHepa Ta 3a MoTpedu crioco0y Moro yKyroproBaHHS, pa3oM 3
JOK/MTaJHOIO  iHopMallielo Tpo  TMPHUCTPOi, 3a /IOTIOMOTOI  fKUX  Oyze
BUKOPHUCTOBYBATUCS ab0 BBOJUTHUCS TIKaPChKU 3aCib i sIKi MOCTaB/IATUMYTbCS pa3oM
3 TiKapChKUM 3aco00oM.

Bupa3 «mpuiiHSTa TEPMIiHOJIOTIS», SKAM BUKOPUCTOBYETHCS TIPM  OIMUCI
KOMITOHEHTIB JIiIKapChKHX 3aco0iB, He3a/e)KHO Bifi 3aCTOCYBaHHS iHIIWX ITOJI0XKEHb,
O3Hayae Take:

JJIsl peuoBUH, siKi HaBogsAThCs B [J®PY, abo €Bponeiichkili ¢papmakoriei, abo X B
IHIIMX HallioOHaIbHUX (papMakoresix, - OCHOBHA Ha3Ba, HaBeJeHa Yy 3aroJjioBKY
BiAinoBiHOT MOHOTpadii, Ta mocuIaHHSI Ha KOHKPeTHY (hapMakorero;

s iHmmx peuoBuH - MHH, pekomengoBana BOO3, abo 3a BifcyTHOCTI Takoi
TOYHA HayKOBa Ha3Ba; J/Is peUoBHH, 1[0 He MatoTb MHH abo TouHOi HayKoBOi Ha3Bw;

JlaHi PO Te, SIKUM YMHOM Ta i3 4Oro BOHM BHUpOOJIeHi Ta sIKi JO0ABKH y HUX
BBO/IWIMCS, CYTIDOBO/KYIOUH 3a TIOTpebu 1ffo iHdhopMallito BiAIIOBi JHUMY /e Ta/IsIMU;

sl OapBHUKIB - BiamoBignumii Kopx «E», Bu3HaueHwil [IupekTuBoro Pagu
78/25/€EC Big 12 rpyans 1977 poky «IIpo 36mmkeHHs: mipaBui KpaiH €C 11070
OapBHUKIB, [03BOJIEHUX /i 3aCTOCYBaHHS Yy JIiKapCbKMX 3acobax» Ta/abo
HupektuBoro €Bpornericbkoro Ilapnamenty ta Pagu 94/36/€C Big 30 uepBHa 1994
poky «IIpo 6apBHUKH, 11]0 3aCTOCOBYIOTbCS Y XapUOBHX MPOJYKTax».

Ins Toro, 1100 HaJlaTH «KiMbKiCHUM CK/Iaf» Aitouoi(1x) peuoBHUHHU(H) y TOTOBUX
nMiKapCchbKHUX 3acobax, HeoOXiHO 3a/Ie)KHO Bif pO3T/ITHYTOI JliKapCbKoi (hOpMU BKa3aTH
Macy abo0 KilbKiCTb OJUHUIb 0i0/OTiUHOI aKTUBHOCTI B pO3paxyHKY ab0 Ha OAMHUIIIO
J03u, ab0 Ha OJIMHUIL[I0 MacH, ab0 Ha OJIUHUIL[IO0 BMICTY [I/IsT KOJKHOT [1iF0u0i peYOBUHH.

SIKio0 firoui peyoBWHM TIPEICTAB/IEHO Y BUIJIA/I CHOAYK abo0 TOXiJHUX, TO
HeoOXiJHO HaZaTH iX KiJIbKiCHe BHpaKeHHs, yKa3aBIIM iXHIO 3arajJbHy Macy, a 3a
noTpedu - Macy aKTUBHOI YaCTHHU MOJIEKYJIH.

Iyis mikapcbkux 3aco0iB, 110 MiCTATH /Iif0Uy peUYOBHHY, SIKY BIIepIile 3asiB/IEHO y
CK/lai mikKapchbKOro 3aco0y, KilbKiCHy XapaKTepUCTUKY [il04uoi peuoBWHU, IO €
cinto abo rizpaToM, HeoOXiZIHO 3aBXKAU 3a3HAuUaTH B TlepepaxyHKy Ha Macy aKTUBHOI
yacTUHA MoJieKynd. Lg KinbKicHa XapakTepuCTHKa Ma€ OyTH OJHAaKOBOKO Yy BCiX
Marepiasiax peeCTpaLliiHOIO JOChE He3a/le>KHO Bifi KpaiHU MOJjaHHS.

IOns A®I abo girouoi peyoBWHHM, SIKi He MOKHA BH3HAuaTH XiMiUHUM IIUISIXOM,
YKa3yl0Th OAWHMII 0io/I0TiuHOI akKTMBHOCTI abo, SIKIT0 Taki €, Mi>KHapOAHI OZAMHMIT
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6ionoriuHoi akTUBHOCTI, ycTaHoBiAeHi BOO3. flkio mixkHapoaHi oaunuili BOO3 He
BCTaHOBJIEHO, TO OJJUHUIi 6i0/I0TiUHOT aKTUBHOCTI MOTPiOHO BUpaXkaTH TaKUM UHMHOM,
abu HagaT TOUHy iH(opMariito Tpo akTuBHiCTE A®DI abo Air04oi peuoBUHH,
BUKODUCTOBYIOUM, [le HeoOXigHO, oauHuIli €EBpomeichkoi ¢apMakorei. 3a
MO>K/TMBOCTi Ma€e OyTH BKa3aHa OiojioriuyHa akTUBHICTb Ha OJJUHUIIIO MacH.

3.4.2. ®apmarieBTruHa po3pobka (3.2.P.2):

Y 1uboMy po3fini HajaeTbcsi iHdbOpMallis PO AOCTiHKeHHS 3 PO3pPO0KH,
TpOBeJleHi 3 MeTOH [0BeZleHHsI TOro, 10 JiikapchbKa (opma, CK/aj, BUPOOHWUMIA
Tpoliec, CUCTeMa YIaKOBKW/YKYTIOPKHA KOHTelHepa, MiKpo0io/IoTiuHi BIaCTUBOCTI Ta
IHCTPYKLil  [jsi  MeAWYHOrO  3aCTOCYBaHHSA  BIJAMNOBIJAIOTb  I[JIAHOBAHOMY
3aCTOCYBaHHIO, 3a3HAUeHOMY B MaTepiasiax peeCTpaLiiHOro JOChE 3asBHUKA.

HocnipkeHHs, ONMYCaHi B LIbOMY PO3Zi/i, MalOThb BiJPi3HATHUCS BiJ MOCEPiMHUX
KOHTPOJIbHUX BHWMPOOYBaHb, $Ki IIPOBOJATHLCS BiJINOBiJHO [0 crerudikariiii.
Heo0xifiHO BU3HAUMTU Ta OINMMCATH KPUTUUHI TTapaMeTpU CKJ/IaZy Ta XapaKTepUCTHUKU
rporecy, $IKi MOXXyTb BIUIMBaTA Ha BiJITBOPIOBaHICTh Cepii, [il0 Ta SKIiCTb
mikapcbKoro 3aco0y. 3a moTpebu TIpU HaZlaHHI JI0JJaTKOBUX ITiATBEPKYBaJTbHUX
JAaHUX HeoOXiJHO TIOCWIATHCS Ha BiAmoBigHI mTyHKTH Moayns 4 (3BiTH mpo
JOKJiHIYHI focmi/pkeHHsT) Ta Mopayns 5 (3BiTM mpo K/iHiuHI BUNIPOOYBaHHS)
MaTepiasiB peeCcTpaLifiHOr0 JOChE:

a) HeoOXiZIHO OOIPYHTYBaTH CYMICHICTb [if0U0i PEUYOBUHU 3 [JOTIOMi>KHUMH
peUOBMHAMM, a TaKO)K OCHOBHIi (Di3WKO-XiMiuHi B/IaCTUBOCTI [Iit040i peuoBUHM, SIKi
MOXXYTb BIUTMHYTH Ha [if0 TOTOBOTO JIiKapCbKOTO 3aco0y, abo CyMmicHICTh pi3HHX
JIiIOUMX PpEUYOBHMH OJfHA 3 OJHOI Yy BWIIQJKY JiKapChbKUX 3aco0iB y BUrsmdi
KOMOiHaIli;

6) HeoOXigHO OOIpyHTYBAaTH BHOIp JOMOMDKHHX DEUOBHH, OCOOMBO IIOZAO iX
BiZIMOBiAHMX (YHKIIiM i KOHLIEHTpaLlilf;

B) HeoOXi/JHO HaJaTH OMHUC PO3POOKK TOTOBOTO JiKapchbKoro 3aco0y, 6epyuu mo
yBary MpoTIOHOBaHWH IIJISIX BBeIEHHS Ta CTI0CiO 3aCTOCyBaHHS;

I') HasIBHICTb OY/b-SIKUX HAJJIUIIKIB Y CK/Ia/[i Ma€e OyTv 0OTpyHTOBaHOIO;

) HeoOXiZHO BKa3zaTH Ta OOTPyHTyBaTh Oyab-iKi ¢i3uko-ximiuni i Giosoriuni
BJIaCTUBOCTI Ta Oy/b-sKi TapaMeTpH, 1110 CTOCYHOThCS il TOTOBOrO JIiKapChKOTO
3aco0y;

) HeoOXimHO Hazatu iHdopmarljito Tpo BUOIp i omTuMi3allif0o BUPOOHHUYOTO
Mpoiiecy, a TakKo)X TMpo po30DKHOCTI MK BHPOOHHUMM IIPOLIECOM, SIKMM
BUKODUCTOBYBa/IM TPU BUIOTOBJEHI cepi, 3afisHUX y (a3ax KIiHIUYHUX
BUTIPOOYBaHb, i TIJITAHOBAaHMM CEePiMHUM TIPOL[eCOM BHUPOOHHUIITBA TOTOBOTO
niKapcbKoro 3aco0y;

e) HeoOXiHO OOIPYHTYBaTU TPUJATHICTb KOHTeWHepa Ta CHCTEMH YKYTIODKH,
fIKa BUKODHMCTOBYETbCS /il 30epiraHHs, TiepeBe3eHHs Ta 3aCTOCYBAaHHS TOTOBOTO
nikapcekoro 3acoOy. Ilpy 1bOMYy MOXKe 3HaZIOOMTUCS OIKC TIOTEHI[iMHOI B3aeMOZil
MiX JIiKapCbKUM 3ac000M i MaTepiasioM KOHTelHepa;

€) K [T HeCTePW/IbHUX, TaK i JI/Is1 CTEPU/IbHUX JTIKapChKUX 3ac006iB HeOOXiHO
HaZlaTU Ta 3aJ0KyMeHTyBaTH MiKpoOio/ioriuHi BacTUBOCTI JiKapcbkoi (opmu
BizinoBigHO f0 BuMor JI®PY abo EBporielicbkoi Gapmakoriei;
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’K) 3 MeTOIO ITi/ITBep/I)KeHHs BiZIMOBiJHOI 104aTKOBOI iH(popMaliii, sska MiCTUTbCS
y MapKyBaHHi I[0/I0 3aCTOCYBaHHsS pO3YMHHMKA(iB) ud [Jo3aTopa, HeoOXigHO
OOIPDYHTYBaTH CYMICHICTh TOTOBOTIO JIiKapCHKOTO 3aco0y 3 pO3UMHHUKOM(aMH),
nipu3HaueHUM(1) [JI7Isl pO3BeZieHHsI Iepeji 3aCTOCYBaHHsIM, a0 Z103aTOpOM.

3.4.3. TIpouiec BupobHUI[TBA JTikapchbKoro 3acoby (3.2.P.3):

a) ormuc criocoby BUpOOHUIITBA, 3a3HAUEHOTO B 3asiBi PO /iep>KaBHY PeECTpaLlito
nikapcekoro 3acoby (mozaTok 1 0 1poro ITopsiKy), BUK/IAZ@EThCSI TaKUM UWHOM,
11100 HaZlaTH a/ieKBaTHe KOPOTKe pe3toMe XapakTepy BUKOHYBAHUX OTlepallii.

3 LJi€F0 MEeTOI0 BiH Ma€ BKJIFOUATH, SIK MiHIMYyM:

OMMC Pi3HUX CTajii BUPOOHUWI[TBA, BK/IIOUAIOUA KOHTPOJIL Vy IpoIieci
BUPOOHMIITBA Ta BiAIOBiJHI KpUTepii MPUMHATHOCTI /IS0 OL[iHKM TOTO, YA MOXXYTh
TIPOLIeCH, 1[0 BUKOPHCTOBYIOTHCS TIPU BUPOOHUIITBI, CLIPUUMHUTU OyAb-aKi Heba)kaHi
3MiHM KOMIIOHEHTIB JlikapChbKoi (popmu;

y BUragky Oe3mepepBHOr0 BHUPOOHWYOTO TIPOIECY - [IOK/IAQJHUN  OIUC
3aMo0DKHUX 3aXOfiB, HEOOXigHMX [ 3a0e3reueHHs OAHOPIJHOCTI TOTOBOIO
MiKapCcbKOro 3acoby;

eKCTiepUMeHTabHI  ZI0C/i/pKeHHsT 3 Bajifailii BHPOOHWYOTO TIpolieCcy TIpH
BUKOPHUCTAHHI HECTAHJaPTHUX METOZiB BHUPOOHHUIITBA ab0 y BWMAAKY, KOJIU IPOILieC
KPUTHUYHUH 71J1s1 JIiKapCbKoro 3aco0y;

J7IsT CTepUTbHUX JIiIKapCbKUX 3acobiB - JOKMIaJHUM OMUC iCHYHOUMX TIPOLieciB
cTepwJIi3ariii Ta/abo acenTUYHUX TPOIIeCiB;

JleTanbHy BUPOOHUUY pelienTypy (CK/Iaj Ha Cepito).

HeobxigHo Hagaty HatimenyBaHHs/IT. 1. b. Ta Micrie3HaxopKeHHSI BUPOOHUUNX
TOTY>KHOCTeHM Ta BKa3aTh 00OB’SI3KM KOXKHOT'O BHPOOHMKA, BK/IHOYAIOUM KOHTPAKTHIi
BUPOOHMIITBA, a TaKOX iHGOpPMaAIlifo IMPO KOXKHY i3 3allJlaHOBaHUX BHUPOOHUUHX
IinbHULB abo maboparopiii;

0) HeoOXiHO HABECTH OIMKC AHAJITUYHUX METOAUK J/si KOHTPOJIIO SIKOCTi
miKapcbKoro 3acoby, fKi MOXKYyTh 3aCTOCOBYBAaTHCSI Ha TPOMDKHHX CTafisix
TEXHOJIOTiUHOTO TpOIiecy, 3 MeTol 3abe3reueHHs CTaHJAPTHOCTI BUPOOHUUOTO
TpoLiecy.

LIi MeTOAUKU € Ba)K/IMBUMU 3 TOUKU 30pYy MepeBipKU BiANOBIIHOCTI JIIKAPCHKOIO
3aco0y BUPOOHMUIM pellernTypi, 0COOJUBO y TUX BUIAJKaX, KO 3asiBHUK MPOIIOHYE
aHa/liTMYHUM MeTOZ, KOHTPOJIF0 TOTOBOTO JIiKapChKOTro 3acoly, KWl He BK/IOYAE
Ki/IbKiCHOTO BH3HAUEHHs YCiX AifounX pedyoBUH (a0 BCiX JOMOMI>KHUX PEUOBHH, SIKi
TOBUHHI BiJIMOBiJaTV TAKUM CaMMM BUMOTaM, 1110 1 [Iitoui).

Ile cTocyeTbCsi U BUMAJKIB, KOJA KOHTPOJIb 3a SIKICTHO TOTOBOTO JIIKAPCHKOTO
3aco0y 3a/1eXXUTh Bi/l KOHTPOJIBHUX BUITPOOYBaHb y ITpolieci BUPOOHUIITBA, 0COOIMBO
B TUX BUIAZKaX, KOJM METO/] BUTOTOBJIEHHS JTiKapChKOT0 3aCc00y CYTTEBO BIUIMBAE Ha
MOTO0 SIKiCTh;

B) HeoOXiJHO HaJlaTH OIKMC, [AOKYMEHTAllif0 Ta pe3y/bTaTH AOCTiKeHb 3
BasTifaiii A1k KpUTHUHUX CTa/[ili BUPOOHMIITBA a0 KPUTHUUHHX METO/IB KilbKiCHOTO
BU3HAUEHHS, SIKi BUKOPUCTOBYIOTBCS Y BUPOOHHUUOMY ITPOLIECi.

3.4.4. KoHTpoJb JONOMiKHUX pedyoBUH (3.2.P.4):

a) CJIiJ] HaJjaTu TepesliK yCiX BUXiJIHUX MarepiasiB, IIJ0 BUKOPUCTOBYIOTBCS AJIS
BUPOOHMIITBA OTIOMIKHUX PEUOBMH, i3 3a3HaUE€HHSIM TOTO, Ha SIKOMY eTarli Mpoljecy
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3aCTOCOBYETbCS KOXKHUM i3 HUX. Mae HajlaBaTtucs iHdopmallisi mpo [KiCTb i KOHTPOJIb
LIMX BUXiJHUX MaTepiasiB, a Tako)K iH(opMaliisi, sika CBi[UUTb TIPO Te, 1110 MaTepiaau
Bi/ITIOBiZIAfOTh CTaHZApTaM 3 TOUKU 30Dy iX repefbauyBaHOTO 3aCTOCYBaHHS.

[TporioHOBaHi MeTOAWKH BW3HAUEHHS TOTOKHOCTI OAapBHUKIB TIOBHHHI JaTH
3MOTy BCTaHOBUTH iX BiJTIOBiAHICTb mepesiiky OapBHUMKIB, HaBeJeHOMY VY Hakasi
MinicTepcTBa 0x0poHM 370poB’st YKpainu Bif 19 uepBHsi 2007 poky Ne 339 «IIpo
3aTBep/pkeHHs [lepenikiB Ha3B [JOMOMI>KHUX PEUYOBUH Ta OApBHUKIB, 110 BXOASTH /10
CK/JIa/ly MiKapchbKux 3aco0iB» Ta [JupekTuBi €Bporieiicbkoro Ilapiamenty 78/25/€EC
Bim 12 rpyaHs 1977 poky «IIpo 30mwkeHHs TipaBun KpaiH €C 1jomo 6GapBHUKIB,
JI0O3BOJIEHUX [IJI1  3aCTOCYBaHHS Y JIiKapCbKUX 3acobax» Ta/abo JIupekTuBi
€sponericbkoro Ilapnamenty ta Pagu 94/36/€C Bim 30 uepBHs 1994 poky «IIpo
GapBHUKH, 1110 3aCTOCOBYIOTHCS y XapUyOBUX MPOAYKTax». KpiMm Toro, 6apBHUK Mae
BiJITIOBiaTM KpUTEPisIM UMCTOTHU, HaBeJeHUM Yy [ldpekTuBi €EBpONeNCbKOro
[Tapsiamenty Ta Pagu 95/45/€C Bim 26 munHsa 1995 poky «IIpo BCTaHOBJ/IeHHS
KpUTEpPiiB UMCTOTH A0 OApBHUKIB, 1[0 3aCTOCOBYIOTHCS Y XapuOBUX IMPOAYKTaxX» 3i
3MiHaMU;

6) J/1s1 KO>KHOI [IOTIOMiXKHOI peUOBUHU MarOTh OyTH HajlaHi crierjudikariii Ta ixHe
o6rpyHTyBaHHsA. HeoOXigHO omvcaTH Ta Ha/Ie)KHUM UYMHOM BaslilyBaTH aHaiTHUHi
MEeTO/IUKH, 1110 BUKOPHUCTOBYIOTBCS [IJI1 KOHTPOJIIO IX SIKOCTI;

B) 0co0/IMBY yBary HeoOXiIHO TIPUAI/IUTH [JOTIOMi>KHUM PeUOBHMHAM JIFO/ICHKOTO
abo TBapUHHOTO MOXO/KEeHHSI.

3 MeTow [JOTpPMMaHHS OCOONMMBHUX 3aXOAiB II0Z0 3arobiraHHs Tepeaaui
30yIHMKIB TyOuUaToi eHrjedasnornarii TBApuH 3asBHUK TaKO)X TTOBHHEH MiATBEpAWTH i
JUIST TIOTIOMDKHMX PEYOBHH, IO JKAapChKWM 3acid BHPOOJSETbCS BiAMOBiAHO [0,
30KpeMa, KepiBHui[TBa 3 MiHiMi3amii pu3MKy mepegaui 30ygHUKIB Tyb6uaToi
eHrledasionarii TBapyH 3 TiKapCHKUMH 3aco0amH.

BigrnoBigHICTE BUMOramM BHILE3ralaHOr0 KepIBHUI[TBA MOXKHA ITiATBEPAUTH,
HaJ|aBlIM CcepTU(IKAaT BIANOBIAHOCTI KOHKpeTHiM MoHorpadii EBpornencbKoi
dapmakortei 100 30yaHUWKIB rybuatoi eHijedanornatii abo HaykoBi faHi, sKi
0OIPYHTOBYIOTb 1[I0 Bi/ITTOBiZIHICTD;

I') HOBI /IOTIOMi>KHI peUOBUHU:

[ [ONOMDKHUX pPeYyOBUH, 1[0 BUKOPUCTOBYHOTHCS yIlepllie B JIIKAPCHbKOMY
3aco06i abo 3aCTOCOBYIOTHCSI HOBUM IIJIIXOM BBeZIeHHs, He0OXi/IHO Ha/laBaTH TOBHUM
ONMUC BUPOOHHIITBA, BIACTMBOCTEM i KOHTPOJIIO, 3 TOCHAHHSM Ha TATBepKeHi
JOKiHIUHI Ta K/iHiuHi Aadi mozgo 6e3neku. Lls indopmaiiis mae 6yt odopmieHa
TakK, K 3a3HaUeHO BHILle /i Jit0U0i peUOBUHM.

HeobxigHO HasaTk JOKYMEHT, II0 MiCTUTh JOK/IaAHYy XiMiuHy, dapMal|eBTUUHY
Ta Giosoriuny iHdopmariito. Lls iHdbopMmaitiis Mae 6yTu odopmieHa Tak, K 3a3HaU€HO
B MopayJii 3 CTOCOBHO [it040i peUOBUHHU.

IHdopmariito Mpo HOBY JOTIOMDKHY peUOBUHY MO)Ke OyTH Ha/laHO y BWIJISAI
OKpPeMOro JJOKyMeHTa.

SIkiio 3asiBHUK i BUPOOHMK HOBOI ZIOTIOMi’KHOI PEUOBHMHU He € OJHi€l0 I Ti€ro
camoro 0co60r0, TakWil OKpeMUM ZIOKYMEeHT Ma€ HaJlaBaTUCS BUPOOHUKOM 3asiBHUKY

Juig rogaui go LleHTpy.
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HonaTtkoBa iHGopMallis TIpo pe3yJbTaTh JOCHiIKeHHSI TOKCHYHOCTI HOBOI
JIOTIOMI)KHOI peUOBHMHU TOBUHHA HajlaBaTUCs B Moayi 4 MaTepiaiiB peeCTpaLiiiHOro
[IOCBE.

Pe3ynbTatv K/IHIUHUX [JOC/I[)KeHb [Jisi HOBOI [OMNOMDKHOI PEUOBUHMU CJIif
onucysaTtu B Moayuii 5.

3.4.5. KoHrposb sikapcskoro 3acoby (3.2.P.5):

o cepil roTOBOTrO JIiKapChKOTO 3aco0y, 1110 MiJIsrae KOHTPOJ/II0, HajleXaTh yCi
OJIMHULII JIiKapCcbKoi ¢dopMM, sKi BUpPOO/s/IM 3 OfHi€l KiJIbKOCTI CHUPOBUHU Ta
Ti/i7laBav OZJHAKOBIM TTOC/TiIOBHOCTI TeXHOJIOTiUHMX oriepalliii Ta/abo cTepwitizariii,
abo B pa3i Oe3repepBHOr0 BUPOOHUUOTO TIPOLIECY YCi OJWHULI TOTOBOI MPOAYKIIil, sKi
BUPOO/ISi/IM 3a TIeBHUM MIPOMIKOK Yacy.

MakcuManbHO MPUITYCTUME BiJXWJIeHHS BMICTY [iH040i PEUOBMHU B TOTOBOMY
miKapcbkoMy 3acobi Ha [aTy #oro BUPOOHMIITBA He TIOBMHHO I1epeBHUIIyBaTH
+ 5 %, 3a BUHSATKOM BiZITIOBiTHUM UMHOM OOIDYHTOBAHUX BUTIA/IKIB.

Heo0OxigHO HajgaTu MOKMaAHYy iH(opmariito mpo crenudikariii (pu BUMYCKY U
MIPOTSATOM TEPMiHy TIPHUAATHOCTI) 3 OOIPYHTYBaHHSIM iXHBOTO BHUOOpY, MeETO/IiB
aHasti3y Ta Baiijanii.

3.4.6. CtaHgapTHi 3pa3ku Ta maTepianu (3.2.P.6):

HeobOxigHO BM3HAUMTM Ta [OK/IaJHO OIKMCAaTH CTaHAApPTHI MaTepiaid Ta
CTaHJapTHI 3pa3ky, IKi BUKOPUCTOBYIOTHCS IMif] YaC KOHTPOJ/I0 TOTOBOI'O JIIKAPCHKOIO
3aco0y, SIKIIIO TIPO HUX He BKa3aHO B PO3/i/i, 1[0 CTOCYETHCS /1iF0U0i peUOBUHM.

3.4.7. CucreMa yrakoBKH/yKyTiopku (3.2.P.7):

Heo0xiiHO HaflaTH OMMC KOHTeMHepa Ta YKYIOPOBaIbHOI CUCTEMH, BK/IIOUAIOUM
MaTepianu, 3 TKUX BUPOO/IeHO KOXKHHM KOMITOHEHT TIePBUHHOI YTIAKOBKH, a TaKOX ixX
crietuikariii. Crietuikariiii MOBMHHI BK/IHOYATH OIMWC i MeTOAW KOHTPOJO. 3a
rnoTpeby Ma€ HajaBaTHCh iHdOpMariisi Mpo HedapMakomerHi MeToAy (BK/IHOUAHOUM
Baslifiallito).

Onst He(pyHKIIOHa/IbBHUX 30BHIIIHIX MaKyBaJbHUX MaTepialiB HaJla€TbCs TiJIbKU
KOPOTKUM omucC. 151 GyHKI[iOHaTbHUX KOMIIOHEHTIB BTOPUHHOI YIIaKOBKU Ha/la€ThCSl
JlofaTKoOBa iHhopmaljis.

s TIpUCTpOIB 711 BBeZleHHST JiKapCchKuX 3acobiB HeobxigHo HazatTn CE-
ceptudikaT (migTBep/pKeHHs1 BiAnoBigHOCTI [upektuBi 93/42/EEC «MeauuHi
nipuiaad. Meauure o6s1afHaHHA. MeMuHi MPHUCTPOi») 3a HasBHOCTI.

3.4.8. CrabinpHicTs (3.2.P.8):

a) HeoOXiZHO HaZaTU KOPOTKi pe3ioMe TPO BHUAU TIPOBEAEHHUX O0C/IiKEeHb,
BUKOPMCTAaHI MPOTOKOJIA 1 OTPUMaHI MiJl Yac AOC/TI)KeHb pe3y/bTaTu;

6) HeoOXigHO HazaTk oOPMIIeHi Yy BimoBiAHOMY dhopMari J0K/IaHi pe3yIbTaTu
JIOCJTiIKeHHsT CTabiIbHOCTi, BK/IIOUAOUM BiJJOMOCTi MPO aHAITHYHI METOAWKH, SIKi
BUKOPHUCTOBYIOTBCS [/ OJlepyKaHHS JaHUX, i BaJliaLjito [UX MeTOUK.

[nsi BakIMH MOTPiOHO Hazaty iHdopMaljito Mpo KyMyJATUBHY CTabi/lbHICTh 3a
HeoOXimHOCTi;

B) HeOOXiZIHO HalaTH TIPOTOKOJT 3 BUBUEHHS CTabi/IbHOCTI y micasipeecTpariiiHui
repio/ i rapaHTii 3asiBHMKA 111040 CTabibHOCTI.
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4. Bumoru 0 marepiaiiB peecTpaniiHOro J0Chb€, HaBeJjeHUX y Mopayi 4:
«3BiTH NIPO JOK/IiHIUHE JOC/TiPKEHHA»

4.1. 3aranbHuy riad Mopyis 4:

3MICT;

3BITH TIPO [JOC/IiIPKEHHS.

dapmakosoris:

repBUHHA (hapMaKoJAUHaMIKa;

BTOPUHHA (papMaKOJAUHAMIKa;

dhapmakosoris 6e3reku;

dhapMakoAMHaMiuHi B3aeMO/Iii.

dapMakKOKiHeTHKa:

aHa/IITUYHI METOAWKH Ta 3BITHU I[OA0 1X BaiarLiii;

BCMOKTYBaHHS;

PO3IIOLT;

MeTab0J1i3M;

BUBE/IeHHS;

(hapMaKOKiHEeTMYHI B3aeMOZI1 (HOKTiHIYHI);

iHIII (hapMaKOKiHETUYHI [JOC/TiI)KEeHHSI.

TokcukoJiorig:

TOKCHYHICTh TIPU OJHOPAa30BOMY BBeJ|eHHI;

TOKCUYHICTb IIpY ITOBTOPHUX BBeJeHHSIX;

FeéHOTOKCHUYHICTB;

KaHLIePOT'€HHICTh;

PernpoAyKTUBHA TOKCUYHICTh Ta TOKCUYHUM BIUIMB Ha PO3BUTOK IMOTOMCTBA;

MiCL{eBa [TIepeHOCUMICTh.

JomaTKOBI JOC/TipKeHHSI TOKCUYHOCTI.

ITocunaHHs Ha [)KepeJa J1iTepaTypHu.

4.2. 3BiTH PO JOC/iJ)KEHHS.

Oco6nuBy yBary HeoOXiJHO 3BEPHYTH Ha TakKe:

y Marepianax peeCcTpaliiHOTO  [J0Ch€ LOAO0  (hapMakKOJOTiYHMX  Ta
TOKCHKOJIOTIYHUX BUTTPOOyBaHb TTOBUHHI BU3HAUATHU:

a) TIOTeHI[itHy TOKCHYHICTh JIiKapCchKoro 3aco0y Ta Oy/b-ski HebGe3meuHi abo
Heba)kaHi TOKCHUHI peakilii, 110 MOXKyThb CIIOCTepiraTucs 3a 3ampOIIOHOBAHUX yYMOB
Hioro 3acTocyBaHHsI JIIO/IMHOIO; Mae OyTW HaBeZieHa iX OLiHKa 3 ypaxyBaHHSIM
BIZIMOBIJHUX T1AaTOJIOTIYHUX CTaHIB;

6) dapmakosioriuHi BIaCTUBOCTI JIiIKApChKOTr0 3ac00y 3a SAKiCHUMU i Ki/IbKiCHUMHA
MOKa3HMKaMU CTOCOBHO 3arlpOIIOHOBAHOI'0 KJIIHIYHOTO 3aCTOCYBaHHS. Y Ci pe3y/bTaTi
MOBUHHI OyTH [OCTOBIDHMMH i MaTW 3arajibHe 3acTOCyBaHHs. [Ipu TraHyBaHHi
eKCITIePUMEHTA/IbHUX  AOCTi/PKeHh 1  OI[iHI[i OTPpUMaHUX [JaHUX HeoOXimZHO
BUKOPHCTOBYBaTH METOZM MaTeMaTHUHOI Ta CTaTUCTUUHOI 0OpPOOKH pe3y/bTarTiB.

Kpim Toro, y marepiasiax peecTtpariliHoro /0cbe€ HeoOXifHO HajaTu iH(opMaliito
TIPO TepareBTUYHHWM i TOKCUKOJIOTiUHHI MOTEeHI[ial TiIKapcbKoro 3aco0y.

Y matepianax peecTpaliiHOro [JOCh€ 1[0/I0 TPOrpaMu AOC/TiKeHHsT HeoOXifAHO
BpaxOBYBAaTH, 110:
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yci mociimpKeHHs, 1[0 BUMaramTh TOBTOPHOI'O BBeJIeHHS JIiKapChKOro 3aco0y,
MaroTh [JIaHYBaTUCS 3 OIVISIy Ha UMOBIPHY CTUMY/JISILIiF0 YTBOPEHHSI aHTUTLI | BIUIUBY
aHTUTIJI HA OpraHi3Mm;

TaKOXX HEoOXi[HO PO3T/ISHYTH IMWATaHHS [OLIJILHOCTI TIPOBeZIeHHS AOCTiIKeHb
PenpoAyKTUBHOI (GYHKIIi1, eMOpioHambHOI/(heTanbHOI i TIeprHATaIbHOI TOKCUUHOCTI i
MOJK/IMBOI MYTareHHOI Ta KaHLIePOTreHHOI [Aii. AKI0 NPUUYMHOK TOKCUUYHOCTI € He
Jlif0Ua peuoBUHa, a iHIIli PEYOBHUHU, TO MOKHA He TIPOBOJUTU AOC/IiIPKEHHS, 38 YMOBH,
KOJIM ICHY€ [OCTOBIpHE TIiATBEepKEeHHSI BUyUYEeHHS LIUX KOMIIOHEHTIB 3 JIIKapCbKOr0
3aco0y.

SIKillo AOTOMi>kHa peuoBHHA BUKOPHCTOBYEThCS y (hapMalleBTUUHIN TpaKTUILi
BIIepiiie, He0OXiJHO MPOBECTH ii TOKCUKOJIOTiuHi Ta (papMaKOKiHeTHUHI [JOC/Ti/PKEeHHSI.

SK1110 icHye WMOBIpHICTh 3HAUHOTO PO3May JiKapChKOro 3aco0y mif yac ioro
30epiraHHs, HeoOXigHO PO3T/SHYTH ITUTAHHSA TIPO TPOBEJEHHS TOKCHKOJIOTiUHOTO
JOCJIiIKeHHS IPOJYKTIB po3najy.

4.2.1. ®apmakosoris:

Y wMarepianax peecTpaliiHOrO [AO0ChE€ IIOAO0 (PApMaKOIOTIUHUX JOC/Ii/I>KEHb
HeoOXiTHO BUCBIT/IMTY /iBa Pi3HUX TAXOIU:

no-repiiie,  (apMakoJWHaMiUHa  aKTUBHICTb  JiKapCchbKoro 3aco0y, 1110
TIPOTIOHYETHCST [0 TeparieBTUUHOIO 3aCTOCYBaHHS, Ma€ OyTWU BiZIMOBiAHMM UMHOM
JocmipkeHor 1 onmcaHow. [lo 3mM03i MOBMHHI BHUKODHMCTOBYBATMCSI BU3HaHI M
Ba/liIOBaHI METOJMKHK [OCJIPKeHHs $K in vivo, TakK 1 in vitro. Omnuc HOBUX
eKCrepyuMeHTa/lbHUX MeTOAMK TIOBUHeH OyTH [OCTaTHbO [JJOK/JIaJHUM, 1100
3abe3neunT iXHE BiATBOpeHHs. Pe3ynbTaTé MOTPiOHO HaZaBaTH 3a KiJIbKiCHUMU
TOKa3HWKAMMU, HaTIPUK/Ia[l, KPpUBUMHU Zl03a-edeKT Ta/abo uac-epekT Toirjo. Pe3ynbraTtu
TIOBWHHI 3iCTaBASTHCS 3 JaHUMHU, 1[0 XapaKTepH3yIOTh PeUuoBHHY abo peuoBWHM 3
aHaJIOTIYHOK TepareBTUYHOI [i€r0. BifCyTHICTH TMOPIBHA/IIBHUX [OC/I)KeHb Ma€e
OyTu 06IPyHTOBAHOLO;

No-7pyre, AaHi PO OCHOBHI (papMakKOJ/IOTiuHI BaCTUBOCTI AiOUOl PEUOBHWHH, i3
3a3HaveHHsM ii 1ob6iuHoi il Ha ocHOBHI (QyHKIil (i3ionoriuHux cUcTeM opraHismy.
sIkmo fo3u mikapcbkoro 3aco0y, 10 BUK/IMKAIOTh HeraTHMBHI MOOiuHi peaxiiii, €
6/IM3bKUMU 10 /103, PEKOMEeH/JOBaHUX /IJIsI MeJIMUHOTO 3aCTOCYBaHHS, I[i JOC/Ti[KeHHS
MaroTh OyTH NoranbIeHUMHU.

SIKII0 eKcriepUMeHTa/lbHi MeTOAU He € CTaHJapTHUMM, BOHM MalwTh OyTH
JIOCTaTHBO JIeTaZlbHO OIMMCAaHWMH, ab0M MaTH MOJKIMBICTb iX BigTBOpPeHHS i
MiATBepPKeHHsT 1X AOCTOBipHOCTi. Pe3ysibTaTH eKCliepUMeHTy MarwTb OyTH YiTKO
BUKJ/IaJJCHUMH | [0BeJEeHO iX CTaTUCTHUYHY AOCTOBIPHICTb. By/b-siKi KUIBKICHI 3MiHU
peaklliu, 1110 BUHUK/IM Yy Bi/JIMOBiZib Ha MMOBTOPHE BBeJ|eHHS [it040i peUOBUHHU, MAKOTh
OyTH JOC/TiPKEeHUMHU.

Martepianu peecTpaliiHOrO [OCh€ IIOAO0 BHBYEHb (DiKCOBAaHMX KOMOiHAIIiM
JIFOUMX PEYOBUH CTOCOBHO iX (hapMakKoJAWHAMiUHOI B3a€MO/Iii MTOBUHHI TPYHTYBAaTUCS
abo Ha (hapMaKoJIOTiUHUX TTepelyMoBax, abo Ha TTOKa3aHHSIX I IX 3aCTOCyBaHHS. Y
MepuioMy BUMAAKy (apMakoAuHaMiuHe [OC/Ti/PKeHHsI TIOBUHHE MiATBepAUTH
B3aeMO/Iil, 1110 poOMsATh TaKy KOMOiHaIlif0o 3HAuUMMOIO JijisS TepareBTUYHOTO
3aCTOCYBaHHS. Y JPYroMy BUITIJIKY, KOJIM HayKOBe OOIPYHTYBaHHS TaKoi KOMOiHarlii
pedoBUH 0a3yeTbCs Ha eKCIepUMeHTa/bHilM Tepartii, JOCTi)KeHHS Ma€ BCTAaHOBUTH
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MO>K/IUBIiCTh ITi/ITBep/PKEHHS] Ha TBapHHaX [ii, 1[0 OUiKyeThCS Bifj Takoi KoMOiHalfii
PEUOBHH, i, TPUHAWMHI, 3HAUMMICTh Oy/Ib-KUX BUSBIEHUX MTOOIUHMX peakIliil.

4.2.2. ®apmMakoKiHeTHKa:

Martepianu peecTpaliiiHOrO [OChe€ WIOA0 (PApMAKOKIHETUYHUX AOC/Ii/I’KEeHb
BK/IIOUAIOTh aHaji3 BCiX TIPOI[eCiB, IO Bij0OyBalOThCS 3 [iFOUOI0 PEUOBUHOIO i ii
MeTaboiTaMi B OpraHi3mi, Ta OXOIUTIOIOTL BUBUEHHSI BCMOKTYBAHHS, PO3IOJLTY,
6ioTpaHcdopmaiiii Ta BUBeJieHHS 1[UX PeUOBUH.

JocmimpKeHHs: KOXKHOIO 3 LIUX eTarliB MOKe BHUKOHYBAaTUCA K 3a JOIMIOMOIO
di3nuHux, xiMiuHUX abo GionOriyHMX MeTO/iB, TaK i MIIIXOM BHUBUeHHS (haKTHUUHOI
cdhapMakoiMHaAMiUHOI aKTUBHOCTI CaMoi [1it0uoi peuoBHUHU.

IHdopMallis TIpo po3Mofin i BUBeAeHHsS 3 OpraHiaMy € HeoOXigHOIO y BCix
BUTAJKax, KOJM TakKi /laHi € 00OB'I3KOBUMH [ijisi BU3HAUEHHS 7103 [I/Is JIFOJUHH, Ta
CTOCOBHO XiMiOoTeparneBTUUHHUX JIiKapChbKUX 3ac0biB (aHTHOIOTHKIB TOII0) i PeUOBHH,
BUKODHCTaHHS SIKUX 3a/Ie)KUTh Bifl iX HedapmakoAuHaMiuHUX edeKTiB (Harpukias,
YKMCJ/IeHH] [1iarHOCTHYHI 3aCc00H TOIII0).

Mo)kHa TakOX TIpOBeCTH [OCJi[)KEHHd in Vitro, TIiepeBarord SKUX €
BUKODUCTAHHS TeCT-CACTEM JIFOACBKOTO TIOXOJKeHHsI Ta TIOPIBHAHHA 3 TeCT-
CUCTeMaM{ TBapUHHOTO ITOXO/PKeHHsI (TOOTO 3B'si3yBaHHsI 3 Oimkamu, MeTabostism,
B3a€EMO/ist MiXK JliKapCbKUMU 3aco0aMmu).

Y MaTepiajsiax peecTpaijiiHOro [J0Che€ HeoOXilHO 000B’SI3KOBO HABOAUTU
iHpopMaliito 1010 (PapMaKOKiHETUUHUX [JOCTi/pKeHb (apMakKoJIOTiYHO aKTUBHUX
peuoBuH. [Ipy BUKOpHCTaHHI HOBUX GikcoBaHMX KOMOiHaliM BifjoMux Aitounx
PEYOBUH, II[0 BXKe Oy/IM JOC/TiHKeHUMH, BiJIOBiIHO 0 MOJ0XKeHb 1boro [lopsaky
iHdopMaliisi 110710 hapMakOKiHETUUHUX [AOC/i/[PKeHHb MOXXe He HaBOAUTHUCH, SIKII[O
TaKke pillleHHsd OOIPYHTOBAHO pe3ylbTaTaMH JOC/iHKEHHS TOKCHYHOCTI Ta
eKCTiepUMeHTaTbHUX TepareBTUYHUX BUTIPOOYBaHb.

Nwzaiii  ¢apMakoKiHETUUHUX [OC/i/PKeHb Mae 3abe3reuyBaTH TOPiBHSIHHS
JlaHUX [J/11 TBAPWH 1 JIFOJWHU Ta €KCTPAarioJIsALIit0 Ha JIFOJWHY Pe3yJIbTaTiB, OTPUMAaHUX
[LIsl TBAPUH.

4.2.3. Tokcukonoris:

a) TOKCUYHICTb MIPU OJJHOPa30BOMY BBeZIeHHi

Martepianyu peecTpailjiiHOrO0 [JOChE€ IIOJ0 /[AOC/iKeHHS TOKCUYHOCTI TMpH
OJIHOPA30BOMY BBe/IeHHI BKJ/IFOUAKOTh SIKICHUM 1 KIJIbKICHUM aHasi3 TOKCUYHHX
MpPOSBIB, M0 MOXYTb BUHUKHYTHU BHAC/IIJOK OJHOPA30BOTO BBEeJEHHsS [ir0uol
pedyoBUHU ab0 PeuoBHH, 5Ki MiCTATHCS B JIKapChbKOMY 3ac00i y TaKUX MPOIOPIISX i
¢i3nKO-XiMiuHOMY CTaHi, K i B TOTOBOMY JIiKapCbKOMY 3aco0i;

0) TOKCUUHICTh TIPH IMMOBTOPHMUX (0aratopa3oBHX) BBeJAEHHSIX

Marepianu peecTpaliiiHOrO [O0Ch€ IIOAO0 [JOC/iKeHHSI TOKCHYHOCTI TIpU
MOBTOPHOMY (OaraTopa3oBOMY) BBe/leHHi MalOTh OYTH CITPSIMOBAHWM Ha BUSIBIEHHS
Oyab-sakux (iziosoriuAMx Ta/abo TIATA/IOTOAHATOMIUHMX 3MiH, III0 BHUHUK/IH
BHAC/TiIOK 0araropa3oBOro BBe/leHHSI [if0UOi peuoBHHH abo KomOiHallii gitounx
PEUYOBHH, Ta BU3HAUEHHS TOTO, SIK Lii 3MiHU 3aJie)KaTh BiJ 10O3MU.

Y MaTtepianax peecTparliiHOTo /JoCche Oa’kaHO HaBOJIUTH iH(opMallito 1110710 TBOX
JOC/TiKeHb - KOPOTKOCTPOKOBOI'O, TPUBAMICTIO 2 - 4 TWXKHI Ta JOBCOCTPOKOBOIO.
TpuBamicTb OCTAaHHBOI'O 3aJIe)KUTh BiJl TPUBAJIOCTI KIIIHIYHOTO 3aCTOCYBaHHS
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nikapcekoro 3acoby. Moro MeTol € eKcriepiMeHTa/lbHe BH3HAUEHHS i OIHUC
TOTEHLIMHMX TMOOIUHMX peakififi, 1[0 MalTh OyTH BpaxOBaHWUMH IPH TMPOBeAEHHI
KJIiHIUHUX BUTNTPOOYBaHb;

B) F€HOTOKCHUYHICTh

Y wMarepiaslax peecTpaliiiHOTO [JOCh€ HaBOAWUTLCS iH(OpMaLls 1100
MyTareHHOTr 0 Ta KJIaCTOTeHHOT 0O MOTeHL{ialy, MeTOI SKOI € BUSB/IEHHS TTOPYIIEHb, SKi
MOJKe CIIPUYMHUTH [iif0Ua peyoBHHA B T€HETUUYHOMY Marepiaji OKpeMOro OpraHi3my
abo B kiiTMHax. MyTareHHi pedyoBUHU € Hebe3meuHWMM [iisi 37I0POB'Sl JIFOAWHU,
OCKIJIbKMA [iii MyTareHy CIIPUUYMHSAE MyTalil B CTaTe€BUX KJIITMHAX | BUHUKHEHHS
CIaJKOBUX MOPYILIeHb, a TAKOXK Y COMAaTUYHUX KJIITUHAX, I[0 MOXe MPU3BOAUTHU [0
PO3BUTKY 3/I0SKiCHUX HOBOyTBOpeHb. Lli mocnimkeHHs € 0OOB'SI3KOBUMH [/s1 BCiX
HOBHX [JIIFOUUX PEUYOBUH;

I') KaHL|ePOTeHHICTh

Y Marepiasiax peecTpaijiiHOro 0Cb€ HaBOAUTHLCS iHhOPMallis 11100 A0C/IiIKeHb
KaHL[ePOTeHHOTr0 MOTeHLia/y, sKi 3a3BU4au POBOASTHCS, SKILO:

TKapChbKUM 3acib TIpu3HaueHo /IJisi TPUBA/IOTO Oe3repepBHOro abo MepioguuHOTro
(3 mepepBaMM) 3aCTOCYBaHHS MPOTATOM yChOT'O KUTTS XBOPOTO;

TPy NPOBEJEeHHI TOKCUKOJIOTIUHUX [OC/iIP)KeHb TOKCAYHOCTI TIPA MOBTOPHOMY
(baraTopa3oBoMy) BBeJieHHi JTiIKapChKOTO 3aco0y BUSIBJIEHO 3MiHH, 1110 BUK/IHUKAIOTh
3aHETOKOEHHS 3 TIPUBOAY IXHBOTO KaHLIEPOTeHHOT 0 TOTeHLiay;

Jlitoua peyoBMHA HaJI&KUTh [0 XiMiUHOTO K/acy abo € 6/IM3bKOI0 32 CTPYKTYPOIO
JI0 BiJOMMX KaHIIeporeHiB ab0 KOKaHI|EPOTeHiB.

Hemae HeoOXifHOCTI MpPOBOAWTH TaKi  [AOCT/PKeHHS 3  0e3yMOBHO
FeHOTOKCUYHMMM CIIOJIyKaMH, OCKIJIbKM BBaXKa€TbCsl, L0 BOHU € TPaHCBUIOBUMU
KaHIleporeHaMH i CTaHOBJ/IATb HeOe3meKy /151 JIF0IUHY;

I') penpoAyKTUBHA TOKCUUHICTh Ta TOKCUUHWW BIJIUB HA PO3BUTOK TTIOTOMCTBA

Y wMarepiajlax peecTpalifHOrO [J0Ch€ HaBOAWUTLCS iHdOpMallis 1110/0
JOCJTIKEHHSI MOXK/IMBUX TIOpPYIeHb PerpoyKTUBHOI (DYHKLII y YO/IOBIKIB Ta JKIiHOK,
a TAaKOXX HEeraTMBHOrO BIUVIMBY Ha IOTOMCTBO, SKi 3/iMCHIOIOTBCS 3@ [IONIOMOTIOH)
BiMOBiAHMX  BUTNpOOyBaHb. BOHWM BK/IIOYAIOTH JOCTIPKEHHS BIUIUBY Ha
PernpoiyKTUBHY (PYHKIIiF0 CTaTeBO3PiJIMX CaMIiB i CaMUILIb, JOC/IiI)KEHHSI TOKCUYHOTO
Ta TepaTOreHHOr0 BIUIMBY Ha MOTOMCTBO Ha BCiX CTaZifAX PO3BUTKY BiJ 3a4aTTsd [0
CTaTeBOI 3pi/IOCTi, a TaKOX JaTeHTHUX e(eKTiB, KOMIU AOC/i)KyBaHUM JTiKapChbKUU
3acib 3acToCoOBYBaBCs /151 TiKyBaHHS BariTHUX CaMHIIb.

BigcyTHicTh TOAIOHMX AOCTIIKeHb y MaTepiasiax peecTparjiiHOrO I0ChE Mae€
OyTH BiAMOBiIHUM YMHOM OOTPYHTOBAHO.

Y Marepiasax peecTparjifHOro /JOCb€ HaBOAWUTHCS iH(OpMaLlisi 3a/le)KHO Bif
TOKa3aHb [I/I1 3aCTOCYBaHHSI JIiIKApCHKOTO 3aco0y I1[0/I0 TIPOBeZieHHsS A0ZaTKOBUX
JOCTTi/KeHb (PO3BUTKY TOTOMCTBA) (3a HeoOXifHOCTi), HArpWK/aJ, 3a HasBHOCTI
0OIPYHTYBaHHS BBe/IeHHS JTiIKapCbKOT0 3aC00y CTaTeBOHE3Pi/IMM TBapHHaM.

Matepianu peecTpaLiiiHOTO [0Che€ IWI0/I0 [AOK/IIHIYHUX [JOCTi[I)KeHb MaroTh
MiCTUTH iHbOpMaILlifo 100 JOC/TiPKeHHsS] eMOpPiOTOKCUYHOCTI, sIKi TTPOBOASATHCS, SIK
MpaBU/I0, Ha [BOX BUJAAX CCABLIB, OJHUM i3 SKHMX He € TpuU3yHHU. [oC/iIKeHHs
repuy- Ta MOCTHAaTa/IbHOI TOKCUYHOCTI Ma€ MPOBOJUTUCS MPUHAWMHI Ha OZJHOMY BUZi
TBapuH. SIKI[O0 BioMo, 1[0 MeTabosIi3M JIiKapChbKOTO 3aco0y /s TIeBHOTO BHUAY
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TBAapUH € aHaJIOTiUHUM MeTabosi3My y JIIOAWHU, TIPY ITIPOBEAEHHI /IOC/iIKeHb
JIOLI/TEHO BUKOPHICTOBYBATH caMe 1ieit Bu. ba)kaHo TakoxK, 100 OfWH 3 BU/iB TBAapUH
OyB TUM caMuM, STKUMi BUKOPUCTOBYBABCS TIPU TIPOBe/IeHHI 0C/Ti[KeHb TOKCUUHOCTI
TIpY TTOBTOpPHOMY (baraTopa3oBoMy) BBe/leHHi;

1) MicClieBa ITepeHOCUMICTh

MaTepianu peecTpaliiiHOTO [0ChE€ I0/I0 [AOK/IIHIYHUX [JOCTi[I)KeHb MaroTh
MICTUTH iH(OpMaLIil0 00 MiCLIeBOI NMEepPeHOCUMOCTI, METOI SIKOi € BHUBUEHHS Ta
BM3HAuUeHHsI MiclieBoi Ail jikapchKoro 3acoby (Zirouux i JOMOMI>KHHUX peuoBHH) Ha
TKaHWHU OpraHi3My B THX [UIAHKaX, 10 MOXXYTb KOHTakKTyBaTU 3 JIIKapCHKUM
3aco00M, BHAC/Ti/IOK OT0 BBeIeHHs TP K/IiHIYHOMY 3aCTOCYBaHHI.

Crpateris gociimpkeHHs Mae OyTH CIIPpIMOBAHOIO Ha Te, 100 BigpisHUTH OyAb-
KWK MeXaHiuHWd BIUIMB BBefieHHS abo [ifo, 3ymoB/eHy Gi3HKO-XiMiuHUMH
BJIACTUBOCTSIMU JIiIKapCbKOr0 3aco0y, Bifg TokcumuHoro abo dhapmakKoAuHaAMiuHOTO
edekry.

Y wMarepianax peecTpaliiHOTO A0Che Mae OyTW [OBeeHO, 10 AOC/iKeHHS
MiCI[eBOI TTepeHOCHMOCTi 3MiMCHIOBA/IMCA 3 BUKOPHCTAHHSM JIiIKapChKOTO 3aco0y,
pO3po06sieHOro /IJIsi 3aCTOCYBaHHS JIFOJWHOIO, MiJ| YacC SIKOTO TBapWHAM KOHTPOJILHOT
rPYyNM  BBOJUTHCA  HANOBHIOBAY/PO3YMHHUK [J/I1  BBEJEHHS  OC/IiIKYBaHOIO
nikapcbKoro 3acoby Ta/abo mormomikHi peyoBMHM. 3a HeoOXigHOCTI ciif HazaTH
iHdopmariito 1070 10AAaTKOBOTO BK/IFOUEHHSI TPYMU TIO3UTUBHOTO KOHTPO/IO abo
PEUYOBUHU TIOPIBHAHHS.

IHdopMaliis 11010 AW3aiHy JOCTiIyKeHHS MiCI[eBOi repeHOCUMOCTi (BUOip BUIiB
TBAapWH, TPUBA/IiCTh, YaCTOTa, Criocib BBeZieHHs, J03HW) MOBUHHA MICTUTH 3aB/aHHS
JOCJTi/PKeHHS i peKOMeH/I0BaHi yMOBU K/TiHIUHOTO 3aCTOCYBaHHS JIiIKapChbKOTro 3aco0y.
3a HeoOXigHOCTI HAaBOAATH iH(OpMAILlit0 I1[0I0 TIPOBEIeHHX JOC/TiPKeHb 3BOPOTHOCTI
MICL[eBUX YIIKO/KEeHb.

[Hdopmallito 110/[0 AOCTi/KeHb Ha TBapMHAX MOXKHA 3aMiHHUTU iH$opMalii€ro
o0 BunpoOyBaHb 3 BUKOPHUCTAaHHSIM BaJli/[OBAHUX METO/IB in Vitro, SKIIO
pe3yJibTaTy JOC/i)KeHb J03BOJISIFOTh BUSHAUUTH CITiBBiJHOILIEHHS] KOPUCTh/PU3KK.

[nst XiMiyHMX PEUYOBHH, 1110 3aCTOCOBYIOTHCSI MiClLleBO (HarpuKIaj, AepMasbHi,
peKTasbHi, BariHanbHi), Ma€ HaBOJAUTUCH OILliHKa iX ceHCHOiMi3yrouoro moTeHijiany 3
BUKODUCTAHHSIM IIJOHaliMeHIlle OfHi€i TeCT-cUCTeMHU (JOC/Ii[)KeHHsI Ha MOPCBKHX
CBHMHKAX abo MicIieBuX JliMpaTUUHUX By3/1aX).

5. Bumoru Ao marepiajiiB peecTpaniiHOro Jochb€, HaBeJeHUXx y Mopayi 5:
«3BiTH NPO KJTiHIYHI BUTIPOOYBaHHS»

5.1. Mogynb 5 Mae Taky 3arajbHy CXxemy:

3MICT;

TriepestiK yCixX K/IiHiYHMX BUTIPOOYBaHb y BUTJISIZ TaOMULIb;

3BiTH MPO K/IiHiUHI BUTIPOOYBaHHS;

3BiTH TIpO GiodapmarieBTHUUHI JOC/TiPKeHHS;

3BiTH, W0 CTOCYKOThCA [OCTi/PKEHHSI (apMaKOKiHeTUKW TIPpM BUKOPUCTaHHI
b6iomarepianiB MOCHKOT0 TTOXO/KEHHS;

3BiTH TIpO (papMaKOKiHeTUUHI [JOCTi/PKeHHs y JTFOJUHU;

3BiTH TNpO (hapMaKoAWHAMIUHi JOC/TiI)KeHHS y JIFO[AVHMY;
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3BiTH PO AOCTiKeHHs e(eKTUBHOCTI Ta Oe3IeKw;

3BITM TIPO KOHTPOJIbOBaHI KJIIHIYHI JOC/IIPKEHHSI 1040 MigTBepA KeHHS
3asBJ/IeHMX I10Ka3aHb [i/I1 3aCTOCYBaHHS;

3BITU IIPO HEKOHTPOJ/IbOBaHI KJIiHIYHI JOC/IipKeHHs], 3BiTY PO aHasli3u JaHUX 3a
KiJIbKOMa JOC/IIIP)KeHHSIMH 1 3BITH TIPO 1HIII K/IIHIYHI JOC/TIpKeHHS;

3BiTH TPO MiC/AsIpeECTPALIiMHUAN [TOCBi/l 3aCTOCYBaHHS;

3pa3ku IHAUBilya/lbHUX peecTpaliiHuxX (opM Ta IHJWBiAyanbHI CIIUCKH
Talli€HTIB,;

TIOCUJIaHHSA Ha JKepesia JIiTepaTypH.

5.2. Tlepenik ycix KmiHiYHMX BUNTPOOYBaHb Y BUTJISI/i TaOMHIIb:

OcobsmBy yBary HeoOXigHO 3BepHYTM Ha HasBHICTb Yy Marepiajax
peecTpaLiiHOro Joche iHpopMaLlii 11100 TaKOoro:

a) KiiHiuHa iHdopMmariisi, sKy HeoOXiJHO HaJaTH, IIOBUHHA [03BOJIUTH
copMyBaTH [JOCTaTHLO OOTPYHTOBAHI 1 IOCTOBIPHI 3 HAYKOBOI TOUKH 30pPy BUCHOBKHU
10710 e)eKTUBHOCTI Ta 6Ge3reku yikapcbkoro 3aco0y. OTKe, BaXK/IMBOIO BUMOTOIO €
Te, 110 OTPWIIOJHEHHIO Ti/JIATal0Th pe3y/ibTaTH BCiX K/IHIUHUX BUMPOOYyBaHb SIK
CIIpUAT/IUBL, TaK 1 HECIIPUAT/IUBI;

0) KIiHiYHUM BUIIPOOYBAHHSM 3aBXKJW MalOThb IIepelyBaTH  BiJIOBiAHi
(dapMakoJIoTiuHi Ta TOKCHKOJIOTiIUHI [OCJi/)KeHHs, TpOBeJleHi Ha TBapUHaX,
iHopMaliisi 1[0fl0 TKUX HaBeJleHa Y Moayni 4 MartepiaiiB peecTpaljiiHOr0 JOChE.
Moc/migHUK TIOBMHEH O03HAallOMUTHCS 3 BHUCHOBKaMH, 3p00/ieHMMU B pe3y/bTari
(hapMakoJIOTiyHUX i TOKCMKOJIOTIUHUX JOC/Ii/I)KeHb, i TOMY 3assBHMK MOBHWHEH HaJlaTu
fioMy TIpMHalMHi Opollypy [AOCTifAHWKa, y Ky TOBMHHA BBIiWTHM BCS BiAmoBigHa
indopwmariis, BifomMa Ha JaTy MoyaTKy K/ITiHIYHMX BHUITPOOyBaHb, BK/IIOUAIOUN XiMiuHi,
cdapMakoJioriuni Ta Giosoriuni JlaHi, pe3yJ/bTaTu TOKCUKOJIOTIUHUX,
cdapMakokiHeTMUHUX 1 (apMakoAMHAMIUHMX [JOCTi/PKeHb Ha TBapHWHAX, a TaKOX
pe3y/ibTaTH TIOTiepeiHiX KIiHIYHUX BUMpPOOyBaHb, 1[0 HafalOTh afieKBaTHi /AaHi s
OOTpYHTYBaHHsI XapaKTepy, MaciiTady Ta TPUBA/OCTi IJIAHOBAHOTO OCIi/KEeHHS;
MOBHI 3BiTM MOpo (DAapMakKo/OTriuHi Ta TOKCUKOJOTIUHI [OCTiIKeHHsI TIOBUHHI
Ha/laBaTUCS Ha BUMOTY. BifgHOCHO MaTepiamiB JtOACEKOrO abo TBapUHHOTO
TOXO/I)KeHHsI TIOBUHHI OyTH 3afiisiHi BCi HasiBHI 3aco0M 111010 3abe3reueHHs Oe3mneku y
3B'S13KY 3 MOK/TUBUM TIOIIMPEHHSIM 30y JHUKIB iH(DeKIIil /10 T0YaTKy JOC/TiIKeHHS;

B) BJIAaCHUKU PEECTPAL[iiHOTO TTOCBiJUeHHsS MTOBUHHI 3a0e3reunTH, 11[06 OCHOBHA
JIOKyMeHTallisl KJIiHiUHOro A0C/i)KeHHs (y TOMYy UHMCJIi iHAMBiyanbHi peecTpaliiiiHi
¢dopmu) 36epiranacs y B/IaCHUKIB OTPUMaHUX pe3y/IbTaTiB, 3a BUHATKOM MeAUUHUX
KapT CTallioHapHHX/aMOy/IaTOPHUX XBOPUX (TMALli€HTIB).

MeauuHi KapTH CTallioHapHUX/aMOy/IaTOPHUX XBOpUX (TIAL[i€EHTIiB) TOBWHHI
30epiraTucs y BiAMOBiJHMX yMOBaxX Ta TPOTATOM CTPOKY, Tepes0aueHOr0 YMHHUAM
3aKOHO/]JaBCTBOM.

Indopmariisi momo OyAb-AKOI 3MiHU TIpaBa BACHOCTiI CTOCOBHO HasiBHUX JAaHUX
MOBWHHA OyTH BiZITTOBiZIHO 0)OPMIIEHOTO;

I) ONMC KOXKHOTO KJ/IHIYHOTO [OC/i/PKeHHS TIOBMHEH MICTUTU [IOCTaTHIO
Ki/IbKiCTb iH(opMmaliii, 11100 ckinacTu 06'eKTUBHUI BUCHOBOK TIPO:
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IIPOTOKO/, III0 MICTUTh OOIDYHTYBaHHS, IIi/li, CTAaTUCTUUHUMA MeTOx i
MEeTOZ0JIOTi0 JOC/TiIPKeHHSI 3 yMOBaMU MOro TPOBeJieHHs Ta OpraHisallii, i JoKIagHy
iHhopMaiiito 1po AoC/TiKyBaHUM JTiKapChKUi 3acib;

cepTudikat rpo MpoOXOpKeHHs ayAuTy (SKILO0 TaKUK NMPOBOJWBCS);

CIUCOK JOC/IIJHUKIB;

KOXKHUM [TOCTIJTHUK TMOBUHEH TIOBiIOMUTU CBOE TIpi3BHILe, MiClle MPOKWBaHHS,
Miclie poboTH, 3aliMaHy nocafy, KBasidikalliiiHi fgaHi Ta 000B'sI3KM TIpU MPOBe/IeHHi
K/IIHIYHUX JOC/TiIKeHb;

BKa3aTH, [le MPOBOJIWJIOCS AOC/i/)KeHHs, HaJaTyh iH(opMallilo 11100 KO>KHOTO0
OKpeMOro MallieHTa, BK/IF0UYarouy iHIWBilya/bHi peecTpaliiiiHi (opmu;

3aK/IFOYHMM  3BiT, MiANMMCAaHWM [JOCTiAHMKOM, a TIpM 0OaraTOIeHTPOBOMY
JIOCTiHKeHHi - BCiMa CIiBIOC/ifHUKaMU ab0 BiIIOBiIa/IbHUM [0C/IiTHUKOM;

I') MOBHA JOKYMEHTALlisl I]0/I0 OMUCY KJIIHIYHOTO AOC/Ii/PKeHHs, PO sIKe MIIIOCS
BUILle, MOJKe Ha/laBaTUCh Ha BUMOTY.

Y Marepiasiax peecTpaliiiHOTO /JOChe Mae OyTH BifmoOpakeHa AyMKa AOC/TiIHUKA
Ha OCHOBi eKCrepuMeHTaJbHUX [0Ka3iB TMpo Oe3meky Jiikapcbkoro 3aco0y 3a
3BUUalfHUX YMOB HOT0 3aCTOCyBaHHS, HOT'0 MepeHOCUMICThb, e(heKTUBHICTb, PO Oy/1b-
Ky KOPUCHY iH(opMmaljit0 BiJHOCHO MOKa3aHb [/ 3aCTOCYBaHHSI Ta MPOTUIOKA3aHb,
JlI03yBaHb, TPUBAJIOCTI Teparlii, a TaKoX I1[0/I0 0COO/IMBUX 3ar00KHUX 3aXO/IiB, SIKUX
HeoOXiZHO BXXWUTM TiJ, 4Yac JIiKyBaHHS Ta TpH TOSIBi K/IiHIUHUX CUMITOMIB
repefio3yBaHHS. Y 3BiTi TIPO pe3y/bTaTd 0araTol[eHTPOBOIO JOC/IiKEHHS, SKUM
HaBOAUTBLCS y MaTepiajiax peeCTpaLjiiHOro JOChe, BiMOBiAaIbHUM JOCTIJHUK Y CBOIX
BUCHOBKAax TIOBMHEH BHUCJOBUTH [JyMKy T1po 0Oe3neky Ta edeKTHBHICTb
JIOCJTiI)KYBaHOTO JTIKapChbKOT'0 3ac0o0Y ITi/l yac 6araTorieHTPOBOIO JAOC/TiHKEHHS;

M) KiHIYHI CcrocTepe)XeHHS IOAO0 KOYKHOTO MOC/i/PKeHHS TIOBWHHI OyTH
y3arajibHeHUMHU i3 3a3HaUeHHSM:

KIJIbKOCTI Ta CTaTi IMaLli€HTIB, IKI OTPUMa/IU JIiKyBaHHS;

Bifbopy i posmofiny 3a BiKOM TaLi€HTIB y [JOC/iZ)KyBaHUX Ta KOHTPOJIbHUX
rpymnax;

Ki/TbKOCTIi TIAITi€HTIB, fAKi JOCTPOKOBO BHOY/IN 3 [OC/Ii/PKEHHS, i TIPUUWH, 3 TKAX
11e Bi0ys1ocs;

SKIL0 KOHTPOJIbOBaHI AOC/TIIpKEHHS MPOBOAW/IMCA 3a 3a3HauyeHUX BUILE YMOB,
yKa3arTH, 1110 BiZi0yBanocsi 3 KOHTPOJIbHOIO TPYTIOHO:

He OJiepyKyBaJla JIiIKyBaHH4,

oJlep>KyBaJia Tareoo,

oJlep>KyBaJia iHINH TiKapCchbKUi 3acib 3 BijoMOlO JIi€ro,

oJlep>KyBaJsia iHIINH BUJ, TiKyBaHHS 0€3 3aCTOCYyBaHHS JIiIKapChKUX 3ac00iB;

YaCTOTH MOOIUHMX peakiliif, 0 CTIOCTepiramcs;

MOIPOOHITs 1[O/I0 TAL[i€HTIB, 1[0 BXOAATH A0 TPYIl TiZBUIIEHOTO PH3UKY,
HaTpUK/a/, JIOAU JITHBOTO BiKy, AiTH, BariTHi abo KiHKM penpoAyKTHBHOTO BiKY,
abo xBopi, (iziosoriuHuit abo MaTOMOTiUHKI CTaH IKUX BUMarae 0Cco0/IMBOI yBary;

rapameTpiB abo KpUTepiiB OI[iHKK e()eKTUBHOCTI Ta OTPUMaHUX pe3yJIbTaTiB,;

CTaTUCTUYHOI OLIIHKU pe3y/bTaTiB, SIKIIO 1[bOr0 BUMarae Au3aH JOC/iI>KeHHs, i
BUKOPHCTaHUX 3MiHHUX (DaKTOPIB.
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Y MaTepiasiax peecTparjiifHoOro 0Ch€ IMTOBHMHHA BiJoOpaXkaTHCh iHdOopMaIiist 1010
CTIOCTePEeKeHHs [AOC/IiTHUKA TIPO:

OyAb-AKi O3HAKW 3BUKAHHS, 3a/eXXHOCTI abo TPYAHOINB y TAI[i€HTiB, II[0
BUHHUKAIOTh MPH BiZiMiHi JlikapchbKoro 3acoby;

Oyab-AKi B3aeMofiii, 1[0 MajM Miclle TIPM OJHOYAaCHOMY BBeZIeHHi 3 iHIIMMU
NMiKapchbKUMU 3acobamu;

KpUTepii, 1[0 BU3HAUalOTh HEOOXiZHICTh BUK/IIOUEHHS [esSKUX IIallieHTiB i3
JOCTTiIKeHHS;

daranbHi BUMAAKA TIiJ, Yac JOCHiKeHHS abo B TepioJ, TOabIIOro
CIIOCTepeKeHHsI.

IHdopMaiiist Tpo HOBY KOMOiHALlifO [Iif0UMX PeYOBHUH TTOBHHHA OyTH iZleHTUUHOIO
JlaHAM TIpPO HOBMM JTiKapChbKHUM 3acib i 0 Hei HeoOXiZHO BK/IOUATH OOIPYHTYBaHHS
6e3mneku Ta eheKTUBHOCTI KOMOiHaLTii.

Y pasi moBHOI ab0 YaCTKOBOI BifICyTHOCTi BHIlleHaBe/leHHUX JJaHUX y MaTepiasax
peecTpaLifiHOro A0Che HEeoOXiHO HaZaTh TOSICHEHHS. 3a HeoOXiIHOCTI MOBWHHA
HaJlaBaTUCh iHQoOpMalLlii Tpo OrJsA Ta aHaldi3 [JO0JaTKOBUX JOKIIHIUHUX
TOKCUKOJIOTIUHUX Ta (PapMakKO/OTiUHUX [JOC/Ti/pKeHb y Ppa3i OTPpUMaHHS TIpU
MpOBeJleHHI K/IIHIYHUX JOC/TiKeHb HeCroAiBaHUX pe3y/bTaTiB.

fkio mikapchKui  3aci6 TpH3HaueHO [T TPHMBAJIOTO 3aCTOCYBaHHS, V
MaTepiasiax peeCcTpaliiitHOro [IOCh€ HeoOXiJHO HaJaTh OIMUC Oy/b-SKUX 3MiH
dapmakonoriudHoi fii B pe3ynbTaTi 6araTopa3’oBOro 3acTOCYBaHHSI JTiIKAPChKOTO
3aco0y, a TakoX HeoOxigHO 0OrpyHTYBatTM BMOIp [103yBaHb [Jjisi TPHUBAJIOrO
3aCTOCYBaHHS.

5.3. 3BiTH PO KJIiHIYHi BUTIPOOYBaHHS:

5.3.1. 3BiTu mipo GiodapmarieBTUUHI AOCTiIKeHHS:

ITo maTepiasiiB peecTpaliiHOT0 10Che HEOOXiHO HAJAaTH 3BiTH MPO AOC/TiHKeHHS
biomocTymHOCTi, TIOpiBHs/IBHOI OiofocTymHOCTI, OioekBiBaseHTHOCTI, Kopessiii in
vitro - in vivo i omuc 6ioaHa/IITUYHUX Ta aHAIITUYHUX METO/IVK.

Kpim Toro, 3a motpebu aeMoHcTpailjii OioeKBiBaleHTHOCTi /TiKapChbKUX 3aco0iB
Mae OyTv HaBeJieHa iHopMariisi po MPOBe/ieHy OL[iHKY iX 0i0[0CTYITHOCTI.

Y pa3i 3actocyBaHHs Tipolleilypyd OioBeiiBep [0 MarepialiB peecTpaljiiHOTO
JIoche HeoOXiTHO HafaTU 3BiT MPO TIPOBe/IEHHS AOCTi/pKeHb in vitro. OijiHka Ta
TPOBe/IeHHS  J0C/Ii/KeHb OioekBiBaeHTHOCTI ab0 OOIpPyHTyBaHHS IIIOAO HOro
HeTpoBeZieHHs Mae OyTH HajaHa BifMoBigHO A0 BUMOTr po3zisie XIX ta XX 1poro
[TopsifKy Ta KepiBHUX HAaCTaHOB.

5.3.2. 3BiTH, 11]0 CTOCYIOTBCS AOC/iKeHHs (hapMaKOKiHETUKHY MPU BUKOPUCTaHHi
OioMarepiaiB MHOACHKOTO TTOXOPKEHHS:

o GiomarepiamiB MHOACEKOT0O MOXO/PKEHHS BiJHOCSTH Oi/IKM, KTITHHH, TKAaHUHN
Y MOB'I3aHi 3 HUMU MaTepianu, OTPUMaHI BiJ| JIFOAWUHU, IKi BUKOPUCTOBYHOTHCS TIPU
TIPOBe/IeHHi ZI0C/i/KeHb in Vvitro abo ex vivo 3 MeTor OLiHKK (hapMaKOKiHETHUHUX
BJIACTUBOCTEM [IiFOUMX PEUOBHH.

Y MaTepianax peecTpalfiiHOro 0che HeoOXiHO HaZATH 3BiTH TIPO JOCITiHKEHHS
3B'si3yBaHHS 3 OikamMu Ti71a3Mu, MeTaboJi3My B TMeuiHIli Ta B3aeMOJil /iroyoi
PEUYOBUHU, a TAKOXK JOCTiPKeHHSI 3 BUKOPUCTAHHSM iHIMX GioMaTepiamiB /ir0jCbKOTO
TOXO/PKeHHS.
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5.3.3. 3BiTH npo (hapMaKOKiHETUYHI [JOC/Ti/I)KeHHS Y JIFOAUHU:

a) y Marepiaiax peecTpaiiiHOTO [JOChe HeobOXigHO ormmcaTtd — Taki
(hapMaKOKiHETUUHI XapaKTePUCTUKHU:

abcopOilist (BUIKICTD i CTYITiHb);

pO3MOALT;

MeTab0J1i3M;

BUBE/IEHHSI.

HeobxigHo HagaTu iHdopMallifo IIOZ0 OMUCY KIHIYHO  Ba)KIMBUX
XapakTepuCTUK, BK/IOUAKOUM 3HAUEHHS KIHEeTUYHUX JaHUX IpU BU3HAUEHHI CXeMU
TIPUHOMY JIiIKapChKOTO 3aco0y [is1 TAI[i€HTIB i3 TPyI PU3WKY, i BigMiHHOCTEM MiX
JIIOJVHOK Ta BUJAMWA TBapWH, BUKOPUCTAaHUX TIpU TIPOBEJEHHI [JOK/IIHIUYHUX
JOCJTiKeHb.

Y Matepianax peecTpaliifHOTo /[J0Chbe KpiM iH(opMaliii 1[0fl0 CTaHAAPTHUX
(hapMaKOKiHETUUHUX [AOC/TiIP)KeHb 3 BUKOPUCTAHHSIM 3HAUHOI KiJIbKOCTi 3pa3KiB Mpu
(hapMakoOKiHETUUHUX aHasIi3ax y MOMy/IsLii, 10 0a3yr0ThCs Ha pO3pifkeHOMY Bifoopi
npo0 mif yac KMiHIYHUX JOC/TiKeHb, TaKOXXK MOyKe HABOJUTHCS iHdbopMailis 100
BIUVIMBY BHYTPIIHIX i 30BHiHIX ()akTOpiB Ha BapiabesbHICTH B3a€EMO3B'SI3KY MiXK
J103010 i (hapMakoKiHeTUYHUM BiZirykoM. HeobxigHO HajaTy 3BiTH MPO AOC/Ti/HKeHHS
(apMakoKiHEeTUKM Ta Tiepili [JOC/IipKeHHs TepeHOCUMOCTi JiKapchbKoro 3acoby
3/J0POBUMHM 10OPOBOBIIMH Ta TalliEHTaMM, 3BiTU MPO BUBUeHHS (hapMaKOKiHETUKH 3
MeTOI0 OLIiHKA BIUVIMBY BHYTPIlIHiX i 30BHIilIHIX (akTopiB, a TaKOX 3BiTH IIpO
dhapMakoKiHeTUYHi A0C/Ti[yKeHHsI B TIOMYJISALIi;

6) sKO0 J/iKapCcbKMM 3acibd 3a3BUuaili  3aCTOCOBYETHCS Pa30oM 3  iHIIUMU
NMiKapCbKUMH 3ac00aMu, y MaTepiasax peecTpalfiiHOro 0Chbe Ma€ OyTH HaJJaHUI OTIHC
JOCJII)KeHHs1 IX OJHOYaCHOr'0 3aCTOCYBaHHf, L0 TIPOBOJWJIOCA [Jig [JAeMOHCTpaLiil
MO>K/IMBOI 3MiHU (hapMaKO/IOTiuHOl [ii.

Heo0bxigHo HagaTH iHbOpMaLIiio 1110710 BUBUEeHHS (papMaKOKiHeTUUYHOI B3a€MOIii
[it0Y0i peYOBHHMU 3 iHIIIMMHU JTiIKapCHKUMH 3aco0amu abo peuyoBHHAMM.

5.3.4. 3BiTK nipo (papmMakKoOgVMHAMIUHI AOC/Ii/PKeHHS Y JIFOIVUHU:

a) y MarepiajaX peecTpallifHOro J0Chbe€ HeoOXiHO TMiJTBepAUTH KOpesliiito
(dhapMakoiMHaMiuHOI fiii Ta e(PeKTUBHOCTI, BK/IFOUAOUH:

B3a€MO3B'130K /1034 - BIJTYK Ta I PO3BUTOK Y Yaci;

oOrpyHTyBaHHS [103yBaHb i CII0c0biB BBeJeHHS;

MeXaHi3M Jii, SKILI0 MOXX/TUBO.

HeobOxigHo wHazmatT onmc (apMakoguHaMiuHOI [ii, He TIOB'SI3aHMM 3
e(eKTUBHICTIO.

IHdbopmallis 1100 AeMoHCTpallii apMakoAuHaMiuHOI [ii B JHOJUHU caMa IIo
cobi € HemoCTaTHBIO [/ TOro, 100 3pPOOMTH BHCHOBKH CTOCOBHO Oy/Ib-IKOI
KOHKDETHOI MOTEeHL[iHOI TepareBTUYHOI Ail;

0) sKkio miKapchbKui 3acib, 3a3BUYali, 3aCTOCOBYETHCS pa3oM 3 iHIIKMMU
MKapCbKUMH TIPOAyKTaMH, TIOBUHEH OyTH HaJaHWK OIMUC [JOCTiHKeHHS iX
OJIHOUACHOT0 3aCTOCYBaHHS, L0 TPOBOAW/IOCS [Jisi JeMOHCTpaLii MOX/IMBOI 3MiHU
(hapmMako/oriyHoi fii.

HeobxigHo 3a3HauuTH iHdoOpMaliito 111010 BUBYeHHS (apMaKoguHaMiuHOI
B3a€eMO/IiT [1if0U0i peuoOBUHU 3 iHIIIMMM JIiIKapCbKUMU 3aco0amMu abo peuoBUHAMH.
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5.3.5. 3BiTH TIpo AoCiHKeHHsS e)eKTUBHOCTI Ta be3meku:

5.3.5.1. 3BiTH TIPO KOHTPOJILOBAHI K/IIHIUHI AOCTIKeHHS 00 IiATBepIKEeHHS
3asBJ/IeHUX TTOKa3aHb [J1s1 3aCTOCYyBaHHS:

Indopmariiss moBrHHA OyTH HajaHa I[OJ[0 TPOBEEHUX KITiHIYHUX AOCTi/IKEHb,
AKI 38 MOJIMBOCTI € paHAOMIi30BaHUMU «KOHTPOJIbOBAHUMU  KJIIHIYHUMU
JOCJTi/DKeHHAMI», [ie AOCTiIKYBaHUM JTiKapCbKHUM 3aci0 IMOpiBHIOETHCS i3 Tu1aiiebo Ta
Bi/JIOMUM JTiKapChbKUM 3aco00M BiZiloMoi TeparieBTUUHOI e(eKTUBHOCTI; BUKOPUCTAHHSI
OyAb-KOr0 iHIIOro AW3aiiHy AOC/TifKeHHs HeoOXigHO oOrpyHTyBaTW. IH(OpMariis
I10/10 JIiIKyBaHHSI KOHTPOJIbHUX TPyN Oy/Zie pi3HOI Y KOXXHOMY KOHKPETHOMY BUIA/IKY
Ta Oy/le 3a7e)kaTu BiJ, eTUUYHUX HOPM U rajysi Tepariii, TOMy B OKpeMUX BHIa/KaX,
MO>K/TMBO, Oyzse HaBOAWTHUCS iH(opMallisa moA0 TOpiBHIHHSA e(eKTHBHOCTI HOBOTO
miKapcbKoro 3aco0y 3 edeKTHBHICTIO BiJoMOro J/iKapCchbKoro 3aco0y Bigomoi
TeparieBTUYHOI e)eKTUBHOCTI, HiXK 3 [li€ro Tu1ate6o.

[Tix yac HajaHHS OI[iHKM HeOoOXiJHO 3aCTOCOBYBAaTH 3axO[, III0 [O3BOJISIOThH
YHUKHYTH He00'€KTUBHOCTI, BK/TFOUAlOUX METOJM paHZOMi3allii Ta C/TMoro KOHTPOTIO.

[IpoToKO/ AOC/IIKEeHHSs], 1[0 MiCTUTLCA y MaTepiajiaX peecTpaLiiiHOTrO JOChE,
MOBUHEH BKJIFOUATU JOK/IaJHUMA OMUC BUKOPHUCTAHUX CTaTUCTUUHUX METOZIB, UUCI/IO
MallieHTiB ¥ NOpPUUYMHMU [/ IXHBOTO BK/IIOUEHHS (BK/IFOYAKOUM PO3PaxXyHKU
CTaTUCTHUYHOI TOTY>KHOCTI [JOC/Ti/PKeHb), 3aCTOCOBAaHUM piBe€Hb 3HAUMMOCTI Ta OIUC
CTAaTUCTUUHOI OJWHMUII. 3aX0/1, 3aCTOCOBaHi /i1 YHUKHEHHSI He00'€KTUBHOI OI[iHKH,
0Cco0/IMBO MeTOZM paH/|oMi3allii, MatoTh OYTH BiJ[TTOBiJHO OOIPYHTOBAH.

[Hdbopmallis 111070 BK/IOUEHHS BeMKOI KiJIbKOCTi TIAlliEHTIB JJis y4acTi B
JOCJipKeHHI He TIOBMHHA BBa)KaTUCS PIBHOL[IHHOI 3aMiHOK  BIATIOBIJHOMY
KOHTPOJIbOBAHOMY [OCJ/Ii/I)KeHH!O.

[Tpu HaBeseHHi iHdopMarii MmoAO0 aHamizy AaHMX 3 0e3rneku HeobOXigHo
TIPUJITMTA yBary oOCTaBWHAM, III0 TIPM3BeNM A0 3MiHU /03U abo HeoOXigHOCTI
CYIyTHBOTO 3aCTOCYBaHHS iHIIOTO JIiKAapCBKOTO 3aco0y, ceplo3HUX TI00iUHMX
peakwiid, peaki|id, SIKi CTaly MPUYMHOK BUKJIFOUEHHS 3 y4dacTi B JOCJipKeHHI Ta
cmeprti. HeobxigHo ifeHTHdIKyBaTH MalfieHTiB abo rpyIy Maiji€HTiB OC/TiPKeHHS 3
TiIBUITIEHUM CTyTIeHEM PH3UKY U 3B€PHYTH 0COOJIMBY yBary Ha MOTEHIIHHO Bpa3/vBi
IPyNH, KiNbKICTh SIKUX MOKe OyTHM HeBeJMKOW, HarpuK/aaj, AiTH, BariTHi, JHOAU
MTHBOTO BiKy 3i C/1laOKUM 370pOB'sIM, JItO[M 3i 3HAUHUMM TIOPYIIEHHSIMU OOMiHY
pedyoBuHM abo ekckperii Ta iH. HeoOXimHO mOpuIimuMTH yBary 3HAue€HHIO OI[iHKH
Oe3meku /111 MOYK/TMBUX BU/IB 3aCTOCYBaHHS JTiKapCbKOT0 3acoby.

5.3.5.2. 3BiTM PO HEKOHTPOJILOBaHI K/IIHIUHI JOC/IKeHHs, 3BITH MPO aHasli3u
JIaHUX 3a KiJIbKOMa AOC/iI)KeHHSIMU 1 3BITH TIPO IHIII K/IIHIYHI JOC/TiIKeHHS:

L1i 3BiTM HEOOXiAHO HAagATH IO MaTepialiB peecTpalfiiHOTO JAOCHE.

5.3.6. 3BiTH NP0 Mic/ApeecTpaLiiHuM JOCBiJ 3aCTOCYBaHHS:

SIkmmo JikapchKui 3acib yyke 3apeecTpoBaHO B iHIMX KpaiHax, y marepiamax
peecTpaljiiiHoro A0ocke HeoOXigHO HazaTH iH(opmalito Tpo MobiuHi peakijii Ha
PO3TISHYTHH JHiKapchKU 3acibé Ta mikapcbki 3acobu 3 Tieo(MMH) caMOrO(MMM)
JIiF0YOr0(MMH) PeYOBUHOIO(aMHU), 3a MOK/TMBOCTI, TIOPiBHSHO 3 MOKa3HUKAMM IXHBOTO
3aCTOCYBaHHSI.

5.3.7. 3pa3ku iHAuBilyaJlbHUX peecTpaliiHuX (OpPM Ta iHJWBiAyanbHI CIOUCKA
TMAalLli€HTIB:
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o wMarepianiB peecTpaliiiHOrO0 [JOChE€ [AOJAOTbCS 3pa3Ku IHJWBiJyanbHUX
peecTpaiiiinx ¢GOpM Ta CIHUCKM TIALli€EHTIiB 3i 30epe)keHHsIM KOHQimeHI[iliHOCTI
TepCOHa/IbHUX [IaHUX MAlli€HTIB JaHOTO JO0C/IiKEeHHS.

X. CIIEIIIAJTBHI BUMOTI'M 10 MATEPIAJIIB PEECTPAIIIMHOI'O JJOChE
(Y ®OPMATI 3AT'AJIBHOI'O TEXHIYHOT'O JOKYMEHTA)
3A PI3BHUMU TUITIAMMU 3A5B

1. CnenianbHi BHMOrd /[0 MaTepialiB peecTpaIjiiHOrO [0Ch€ [IsA
JKapCHKHUX 3aco0iB 3 j00pe BUBUEHUM MeJUYHUM 3aCTOCYBAHHAM

s nikapcbKux 3acobiB, AD®I abo airouy(i) peuoBuHy (1) KuX 1006pe BUBUEHO B
MeJJMUYHOMY 3aCTOCYBaHHI 3 MiATBEPI>KEHO e()eKTUBHICTIO Ta MPUMHSATHUM DiBHEM
Oe3meku, 3aCTOCOBYIOTHCSI TaKi Creljia/ibHi BUMOTM [0 MarepialiB peecTpaLiiiiHOro
JIOCBE.

3asBHUK MOBHWHEH mnozgaBatd Mogyni 1, 2 1 3, gk 3a3HaueHo y po3aiai [X msoro
[Topsaxy.

Hns maTepiasiB peecTpanjiiHoro Aocke MoayiiB 4 i 5 y JOK/Ia[HIA HAayKOBiM
6ibmiorpadii HeoOXimHO BKa3yBaTH [IOKJIiHIUHI Ta KI/IiHIUHI XapaKTePUCTHKU
niKapcbKoro 3acofy.

Ins miaTBepfykeHHsT J00pe BUBUEHOTO MEAMUYHOTO 3aCTOCYBAHHS MarOTh
BUKOPUCTOBYBATUCA CrieLjia/ibHI BUMOTU:

a) (dakTopu, sKi HeoOXiHO BpaxOByBaTH TMpH BU3HAUEHHi A00Ope BUBUEHOTO
MeZIMUHOTO 3aCTOCYyBaHHS KOMITOHEHTIB JTikapChbKUX 3aCO0iB:

Yac, MpOTAroM SIKOTO BUKOPUCTOBYEThCsI ADPI abo zitoua peyoBrHa,

KiJIbKiCHI acriekTy BUKopucTaHHsi AD@I abo fitouoi peuoBuHMY,

CTYIiHb HAyKOBOTo iHTepecy y BuKopucTaHHi A®PI abo gitouoi peuoBuHu (3
TIOCH/IAaHHSM Ha OIy0/TiKkoBaHi HayKOBi /pKeperia),

TOC/TiJOBHICTh HAYKOBUX OL[IHOK.

TakuM UMHOM, [/ BU3HAUeHHS o0pe BUBUEHOrO 3acTOCyBaHHS pisHux A®I abo
Jit0uMX peyoBHH MOXKe 3HaloOUTHCS OLiHKa 3a pi3Hi mepioau uvacy. OfgHak y O6yzab-
AKOMY pa3i mepioa yacy, HeoOXigHUI A/ BU3HAUEHHs 10Ope BUBUEHOT'O MeJUUHOTO
3actocyBaHHsi A®I abo mirouoi peuoBrHH, Mae OyTH He MeHIMM 3a 10 poKiB 3 yacy
TIepIIIOr0 CUCTEMATUYHOTO Ta JIOKYMEHTOBAHOTO BHUKOpHCTaHHS 1iei ADI abo amirouoi
PEUOBHHM SIK JTiIKapChKOT'0 3aco0y;

6) Marepiany peecTpalliiHOTO JOChE, HaJlaHi 3aIBHUKOM, TIOBMHHI BK/TFOUATH BCi
aCTIeKTH OITiHKH Oe3reKy Ta e)eKTUBHOCTI, MiCTUTH abo /laBaTH IMOCHIAaHHS Ha OTJIs[
BIZIMOBIIHO] J1iTEpaTypH, 3 ypaxyBaHHAM Iepe/i- Ta MiCc/IIpeeCTpaLliinHuX JOC/iKeHb,
Ta OIy0/likoBaHOI HAyKOBOI JliTepaTypyd CTOCOBHO pe3y/bTaTiB eifieMio/oTiuHux
JIOCJTiKeHb i, 0c006/IMBO, TOPIBHS/IBHUX —eMifIeMioJIOTIiUHUX — [TOC/Ti/I)KeHb; BCHO
JIOKyMeHTallito, sIK TTI0O3UTHUBHY, TaK i HeraTuBHY. 11]0/10 acmeKTiB TIpo «100pe BUBUEHE
MeZIMuHe 3aCTOCyBaHHSI» HeoOXiZHO YyTOUHUTH, 1110 «OibsiorpadiuHe rocunaHHs» Ha
iHII  pKepena  JoKa3iB  (Tic/sipeecTpaliMHi  JOC/TIKeHHS,  emifieMioJIoTiuHi
JIOCJTiIPKeHHSI TOILI0), a He TiJIbKW HasiBHI [laHi, 1110 CTOCYKOTHCSI METO/iB KOHTPOJIIO Ta
BUMPOOYBaHb, MOXKyTh OYyTH BaroMuM [JoOKa3oM Oe3rmekd Ta e(eKTUBHOCTI
nmikapcbkoro 3acoby 3a yMOBHM, II0 B MarepiajiaX peecTpaijiiHOTO JO0ChE UYiTKO
MOSICHEHO Ta 0OTPYHTOBAHO BUKOPHCTAHHS LUX JKepes iHdopMariii;
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B) 0COO/MMBY yBary HeoOXiJHO MpUIIINUTH iHbOpMallii, sSKoi He BHCTAauda€, Ta
HeoOxiZmHO OBIPyHTYBaTH, UOMY MOXKe BBa)KATUCS [JOBeIEHUM TIPUHUHATHUM piBeHb
6e3meku Ta/abo e)eKTUBHOCTI, HE3Ba)KAIOUM Ha Bi/ICYTHICTb JeSIKUX [IOC/Ti/KEeHb;

I) Yy AOK/IiHIYHMX Ta/ab0 KMiHIUHUX OT/sifiaX HeoOXiJHO TMOSICHUTA 3HAYMMICTh
OyAb-IKUX TIOJaHMX J[aHUX, 1[0 CTOCYIOTbCS B)KE 3apeeCTPOBAHOIO JIKAPCHKOTO
3aco0y, BiMiHHOTO BiJ TOro, SIKMW MPOMOHYEThCS 70 Tepepeectpalii. HeobxigHo
HaJjaTu OOIDYHTYBaHHS 3 TPHBOJY TOTO, Y4 MOXKHa 3asiBJieHHM JiKapChbKUM 3acib
yBakaTH TO/[iOHUM /10 B)Ke 3apeeCcTPOBaHOIO JiKapChKOro 3aco0y, He3Bakaloud Ha
icHyroui po36i>KHOCTI;

1) TicasipeecTpaliiHuii AOCBi/I BUKOPHUCTaHHS iHIIMX JIiIKApCbKUX 3aco0iB, 1[0
MICTSTh Ti cami KOMITOHEHTH, € OCOOMBO Ba)K/IMBUM, i 3assBHUKH IIiJi yaC HaJaHHS
MarepiasiB peeCcTpaLiiHOTO [JOChE€ MAalTh TPUJUIUTU 1[bOMY TWTAHHIO HaJIe)KHY
yBary.

2. CnpernjiaibHi BHMOTM [I0 MaTepiajsliB peecTpaniiHOro [J0ChE JIjIA
reHepUYHHX JTIKAPCHKHUX 3aCco0iB.

a) Marepianu peecTpalliiHOTO J0ChE Ha TeHepHUYHi JIiKapChKi 3aco0u TOBHUHHI
MICTUTH JaHi, onvcaHi B Moaynax 1, 2 1 3 po3giny IX ysoro Ilopsaky 3a yMOBH, 1[0
3asiIBHUK Mae JIO3BLI BJ/IACHUKA peeCcTpaLjiiHOro TOCBIJUEeHHS
opuriHaabHoOro/peepeHTHOro JiKapchbKoro 3aco0y 111010 TocuaHHs Ha Mogyi 4 i 5
MaTepiasiiB MOro peecTpaLjiiHOro [JOChE;

6) MaTepianu peecTpaliiitHOTO IO0ChE TIOBUHHI MiCTUTH JlaHi, orvcaHi B Moy isax
1, 2 i 3 po3giny IX mporo ITopsiiKy, a TaKoX AaHi, 1[0 AOBOAATh 0iOZOCTYIHICTS i
OioeKBiBa/IeHTHICTb 3 OpPHUTiHAJILHUM JTiKapCHKUM 3aco00M, 3a YMOBH, 1[0 BiH He €
6ionoriuHUM TiKapcbKUM 3ac000M.

IOns 1mx JTiKapchKUX 3acobiB  Marepiasd  peeCcTpariiiHOrO [JOChE  I[OZI0
JNOKJIIHIYHUX/K/TIHIUHUX OrsifiiB/pe3toMe (y pasi IX MpoBeJieHHsI) MarOTh BK/IFOUYATH
TaKi eJleMeHTU:

0OIPYHTYBaHHS TOTO, IT[0 JIIKAaPChKUH 3acib € 110 CyTi aHa/IoTiuyHUM;

KOPOTKHI OIMUC JIOMIIIIOK, HassBHUX Yy cepisix A®PI abo gitouoi(vx) pedoBuHu(H), a
TaKOXX Y TOTOBOMY JIiIKapChbKOMY 3aco00i, sikuii peecTpyeTbcs (Y BiAMOBIHUX BUTIAZIKaX
Mpo TIPOAYKTU PO3Mafly, 110 BUHUKAIOThb TpU 30epiraHHi), pa3oM 3 OLIHKOIO IUX
JIOMILLIOK;

OLliHKa MoC/i/pkeHb OioekBiBaseHTHOCTI ab0 OOIPYHTYBaHHS TOTO, UOMY
JOCJTiIKeHHS He TIPOBOAWIUCS BiAroBigHO f0 po3aiiiB XIX ta XX gporo Ilopsaky ta
KepiBHUX HaCTaHOB;

OCTaHHs OITy0OJliKOBaHa JiTepaTypa, 1[0 € akTyanbHOW a1 A®PI abo girouoi
PEUYOBMHHM Ta LIBOTO PEECTPALIIMHOTIO NOChe. [Is1 1[bOrO MO’KHA BUKOPHUCTOBYBAaTH
aHoTaLlil cTaTel HAyKOBUX )KypHaJIiB;

KO)KHe TBep/)KeHHS B KODOTKili XapaKTepUCTHI[i JIiKapChbKOTo 3acoly, sike [0
1[boro He Oysi0 BizoMo, abo He BUTIKae, BUXO/SUM 3 BIACTUBOCTEM JIiKApCHKOTO
3aco0y Ta/abo Hioro TeparieBTUUHOI TPy, HeOOXifHO  pO3TSHYTH B
JOK/MIHIYHUX/KMIHIYHUX ~ OrJisfax/pe3ioMe Ta  TATBEPAUTH  OMyOJIiKOBaHOO
niTeparyporo Ta/abo [A0AATKOBUMHU AOCTi/pKeHHsAMHU. [Ipyd 1[bOMY iHCTPYKIlis s
MeJJMYHOTO 3aCTOCYBaHHSI TE€HEePUYHOro JiKapChKoro 3aco0y Ma€ MiCTUTH
iHpopMailiito, ieHTUUHY Tild, $Ka HaBeJleHa B IHCTPYKLiI A MeAUYHOrO
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3acTOCyBaHHsI peepeHTHOrO JIiKapChKOro 3aco0y. Byab-aki BifMiHHOCTI iHCTpPYKIIii
JJis  MeJUUHOrO 3aCTOCYBaHHSI TeHePUUYHOro JIiKapcbKoro 3acoby  MaroThb
0OIDYHTOBYBaTHCh pe3y/ibTaTaMd, OTPUMaHUMHU TpPU 0araToljeHTPOBUX KJIiHIUHUX
JIOCI IDKeHHSIX;

SKIO /10 CKIaJly TeHepUYHOro JIiKapchbKoro 3acoby BXoAsTh coji, edipu abo
1oxi/iHi 3apeectpoBaHoi A®I abo [itouoi peuoBHHH, BiIMiHHI Bifi TUX, 1110 BXOJATb 10
CKnany pedepeHTHOro JiKapcbKoro 3aco0y, 3asiBHMK MOBUHEH HaZlaTy [JOJIaTKOBI JlaHi
3 METOI0 /I0Be/IeHHsI eKBiBa/IeHTHOCTi XapaKTepUCTHK Oe3reKy Ta eq)eKTUBHOCTI;

akimo A®I abo giroua peyoBMHA T'€HEPUUHOTO JIiKapChKOTO 3acoby Ma€e TakKy
camy TeparieBTUUHY [io, 1110 11 OpUriHa/JIbHUN 3apeecTpoBaHu JIiKapChKuii 3acib, ane
I [if TIOB's3aHa 3 iHIOIO Ciutio/edipoM/KOMIIIIEKCOM/TIOXiIHUM, Heo0XiJHO
TMiITBepAUTH, 1110 TIPU 1[bOMY He 3MiHIO€ETbCS (hapMakoKiHeTHKa, (hapMaKoAuHaMiKa
Ta/ab0 TOKCUUHICTD Ti€l YaCTUHU PEUOBHHH, SIKA € BiJITTOBiJaIbHOO 3a 1]i BJIACTUBOCTI,
i Mo>ke 3miHMTU TIpOisib Ge3reku/eeKTUBHOCTI. SIKIIIO TakKWX /J0Ka3iB He iCHYE, TO
JlaHy peyoBUHY MOKHa BBa’KaTU HOBOIO /IiF0UO0 PeUOBHHOIO;

SIKII[O JIIKapChKUM 3acib mpu3HaueHo [ijis iHIIIOTO TeparieBTUYHOT0 BUKOPHCTaHHS
abo mipeAcTaBieHo B iHIIIiM MikapchKik hopMi, abo BiH Ma€ 3aCTOCOBYBATUCS iHIIUMU
IITXaMy BBeZIeHHST, ab0 B iHIIMX [j03aX, abo 3a iHioi mo3osorii, HeoOXiHO HagaTh
pe3y/ibTaTU BiAMOBIJHUX TOKCUKOJIOTIUHUX i (papMaKOIOTiuHKX [AOC/iIKeHb Ta/abo
K/IiHIYHUX BUTIPOOYBaHb.

3. Cnenia/IbHi BUMOTH /I0 MaTepia/liB peecTPaIjiiHOro A0ChE /sl MOJi0HMX
OiostoriuyHMX JTiKapCcbKHX 3aco0iB (0iocuminspis)

Y BuMaAKy peecTtpaljii mofiOHHMX O0io/OriuHMX JiKapChKMX 3aco0iB, sKi He
MOXXYTb BBa)KaTHChb TeHEPHUYHMMH JIiKApCHKUMH 3acobaMu uepe3 criel[idiuHiCcTb
TpOIeCy BUPOOHMUIITBA, 3aCTOCOBYBAHOI CHPOBHHH, OCOO/JMBOCTEM MOJEKY/ISIPHOI
OyZoBU Ta TepameBTHUHOI [ii, A0 MaTepiasiB peecTpalliiHOr0 [J0Che HeobximHO
HaZlaTU  [JIOJIaTKOBi [laHi, 10 TIATBEp/KYIOTb HaJeKHUWA piBeHb Oe3rneku
(TOKCHKOJIOTiIUHI UM iHIIII JOK/IiHIYHI) Ta e()eKTUBHOCTI (K/ITiHiUHi).

ITpu roziaHHi 3asiBM Ha peecTpailito moZiibHoro 6iooriyHoOro MiKapchbKoro 3aco0y
Mic/ig 3aKiHUeHHsS TaTeHTHOrO 3axMCTy JaHUX I0Z0 3apeeCcTPOBAHOIrO paHillle
opuriHasbHOrO OiosioTiuHOrO /MiKapchKOro 3aco0y HeoOXigHO HajaBaTH Taki
MaTepianu:

indopwmatiiisi, 1[0 TOJAETLCSA, He TMOBUHHA oOMexyBaThcst Mopyasmu 1, 2, i 3
(bapmarieBTiuHi, ximiuHi Ta Oiomoriuni gaHi), [JONMOBHEHMMU [JAHUMH 3
bioekBiBa/sleHTHOCTI Ta GiofgocTyrHOCTI. Buj i KilbKicTh A0AATKOBUX JaHUX (TOOTO
TOKCHKOJIOTIUHUX, IHIIWX [AOK/IIHIUHMX Ta BiJIMOBIJHWX KJIIHIYHUX [JaHWUX) MarOThb
BU3HAUYaTUCA Y KOXKHOMY OKDEMOMY BUMAJAKYy 3TiZHO 3 BiJMOBIJHWMH BUMOramu Ta
KepiBHULITBaMU;

y 3B'SI3Ky 3 pi3HOMaHiTHicTIO OiosioriyHMX JliKapchbkux 3acobiB  Moke
3HaZOOMTHCS HaZiaHHd  iHdopMallii 1of0 TpoBeleHHS  ieHTH(hIKYBaTbHUX
JIOCTTi/pKeHb, TiepefibaueHnX y Moaynsx 4 i 5 peecTpaiiiiHOTO /10ChE, BPaXOBYHOUH
crerfiabHy XapakKTePUCTUKY KO>KHOT'O KOHKPETHOT'O JIiKapChKoro 3aco0y.

Y BUMNajAKy, KOJM 3apeeCTPOBaHWI OpUTiHa/bHUM GiosoriuHmi JlikapChKUit 3aci6
Mae OibIlle 0IHOTO TMOKa3aHHS [0 3aCTOCYBaHHS, e(eKTUBHICTD i Oe3reka MmoziioHoro
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GiosoriuHOro JiKapCchKOro 3aco0y TMOBHWHHI ITiITBEp/PKYBAaTUCS abo 3a HeoOXimHOCTI
JIOBOJUTHCS OKPEMO [jIsT KOYKHOTO i3 3asiBJIeHUX TTOKa3aHb.

4. CroeniasnbHli BHMOTM [0 MarepiajiB PpeeCcTpamiiHOrO [JO0ChE IS
JiKapCcbKUX 3aco0iB 3 ikcoBaHo KoMOiHaLi€0

MartepianyM peecTpaLiiitHOr0 [OChE€ TMOBUHHI CTOCYBaTHUCS HOBHMX JIIKAPChKUX
3aco0iB, BUPOO/IEHNX 3 BUKOPUCTAHHSM, TIpUHalMHi, BoX Bifjomux A®I abo airoumx
PEeuoBMH, sKi paHillle He 3aCTOCOBYBAJMCS Yy TakKik KoMOiHallil 3 TepareBTHYHOIO
MeTOHO.

Insg Takux JTKapCchbKUX 3aco0iB  HeoOXifHO HaZaTW MaTepiajd ITOBHOTO
peectpauiiHoro gocke (Moayni 1-5).

3a MoIuMBOCTI Tpeba Hazatu iHdoOpMaIlifo 00 [JibHULL BHUPOOHMUIITBA,
JIOTIOMi>KHMX PEUOBUH Ta OL[IHKU Oe3ITeKH.

5. Cnerjia/ibHi BUMOI'HM /10 MaTepiajiiB peecTpaljiiHOr0 /J0Cb€ Y BUHATKOBHUX
BUIIaAKaXx

SIK1110 3assBHUK MOJKe [JOBECTH, III0 /ISl JIIKapChKOTO 3aco00y HEMOXK/IMBO HaJaTU
MOBHi /aHi Mpo edeKTUBHICTh i Oe3neyHicTh 3a HOpMaJbHUX YMOB BUKOPMCTaHHS,
OCKI/IbKU:

MOKa3aHHs, [/is1 IKMX 3aCTOCOBYETHCS JIiKapChbKWM 3acib, 3yCTpiuatoThCsi BKpait
piZKo; y Takuii criocib 3assBHMK He MOXKe 3i 3p03yMi/MX MPUYWH HAJlaTH JJOCTAaTHBO
JlaHKUX, abo

icHyroui HayKOBi ZlaHi He 1al0Th 3MOTH Ha/laTH TTIOBHY iHbOpMaliiro, abo

30ip Takoi iHdopmarlii Oyze cyrepeunTH 3araJdbHONPUHMHATAM HPUHIIAIIAM
MeIUYHOI eTUKHU,

TO peecTpaljiiHe TIOCBilUEHHSI MOKe BHJABaTUCS 3 ypaxXyBaHHSM II€BHUX
3000B's13aHb.

L1i 3060B's13aHHSI MOXKYTb BK/TFOUATH TaKe:

3asBHUK [IOBWHEH 3JiMCHUTH TMEeBHY NpOrpaMmy JoOC/Ii/pKeHb Yy Iepiof dacy,
3a3HaueHnit MO3, pe3y/nbTaTé SIKOI MaiOTh OyTW OCHOBOIO AJIsi TIOBTOPHOI OL[iHKU
CIiBBIIHOLIIEHHS KOPUCTH/PU3HUK,

niKapchKui 3acib, 110 MOJAeTbCsl Ha peecTpaliito, Mae OyTH pelienNTypHUM Ta B
[ledKUX BUIIaJKax 3aCTOCOBYBATUCA TIBKU IIii MeAUYHUM Har/sgzoM, MOXX/IUBO B
JMiKapHi, a y BUIMAAKYy pajiodapMalieBTUUHUX TIperapaTiB - KBasiikoBaHUM
CIeLiaaiCcToM,

iHCTPYKI[iT A1 MeAMYHOTO 3aCTOCyBaHHA Ta Oyab-sKa MeguuHa iHdbopMariis
MaroTh 3BepTaTH yBary Jikapsi Ha TOu (akT, 1[0 HasiBHUW OMUC J@HOTO JIiKapChbKOTO
3aco0y € 1eBHOIO MipOI0 HETIOBHUM.

6. CnenjiaibHi BUMOTH 10 MaTepiajliB peecTpaiiiiHOro J0che 3a ribpugHoI0
3afBOK0 MPO PeeCcTPaLiio JTiKapCbKOro 3aco0y

Y TakoMmy BUMafKy 3afBHUK Mae€ rogaBatu Mogaysi 1, 2 Ta 3 9K 3a3HaueHO B
poszuti IX rporo ITopsagky.

Martepianu peecTpalliiHoro Jjocke A/t MoayniB 4 Ta/abo 5 MatOTh MiCTUTH 3BiTH
rnpo oOMejkeHi OK/iHiIUHI [JOCTifKeHHS Ta/ab0 KiiHiuHI BUMNpPOOyBaHHS, II[0
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TPOBOJIWINCS 3asBHUKOM (3a/Ie)KHO BiJl MEeBHOI CUTYyalii 11040 BiJMiHHOCTeU
3arpoTIOHOBAHOTO JiKapchbKoro 3aco0y Ta pedepeHTHOro TiperapaTy (TyHKT 6.5
po3ziny VI mporo Ilopsigky), Ta mgoknagHi Oibmiorpadiuxi gani om0 perru
HeoOximHoi iHdopmarii ana  migTBepAKeHHS Oe3rekd Ta/abo  edeKTUBHOCTI
3aIipOTIOHOBAHOTO  JTiKapCchKoro 3aco0y. HeoOXigHO HagaT OOTpYHTYBaHHS 3
TIPUBO/Iy TOTO, YM MO>KHA 3aITpOITOHOBAHMM JTIKapChKHH 3acib yBa)kaTy TOiOHUM [0
BJ)Ke 3apeeCTpPOBAHOIO JIiKapChbKOro 3aco0y, He3Ba)KarouM Ha iCHyroui po30i>KHOCTI.

7. Crhenjia/ibHi BHMOrM [0 MaTepiajiiB peecTpaliiHOrO [A0ChE JAJIA
JKapCchbKHX 3aco0iB 3 mpoaykiiii in bulk

[N TOTOBUX JiKApCBKMX 3aco0iB, sKi BHUTOTOB/IEHI 3a TaKUMU CTaisIMH
BUPOOHUYOTO TIPOLieCy SIK KiHI[eBe TMaKyBaHHSI Ta/abo MapKyBaHHS, 3aCTOCOBYIOTBHCS
0co0/TMBi TIpaBW/Ia TIpY TI0/IaHHI MaTepiasiB peeCcTpalliiHOTO 0ChE.

3asBHUK MOBUHEH ToZaBath Moay:i 1 Ta 2 MarepiasiB peecTpaLjiiHOro JOChE 3a
BUMOraMH, HaBeleHUMHU Yy po3aiii IX uporo [lopsgky.

IOnsa Mopynis 3, 4 1 5 ¢apmarieBTUYHI, JOKJIiHIUHI Ta K/IiHIYHI XapaKTepruCTHUKU
MiKapchKoro 3acoby HeoOXifHO BKa3yBaTH y TTIOBHOMY 00CsI3i Ha TTiZicTaBi MartepiasiB
peecTpalliiiHoro Ziochbe BUpoOHKKa Tpoaykiii in bulk. Biamosiaxi po3aiiu Moayns 3
TaKO)X MalOThb MICTUTH [IOAATKOBiI [laHi Ta JOKyMeHTallit0 3asiBHUKA (B/aCHUKA
peecTpaLiiiHOro MoCBifueHHs Ha Takuii JlikapChbKui 3acib) 111040 cTafili BUpOOHHUYOTO
TpOoLieCy, sIKi HUM BUKOHYHOTBCS.

KpiMm Toro, y BiAMOBiJHUX poO3Ailax MaTepiaaiB peeCcTpaLiiiHOrO JOChE
HeoOXiZlHO UiTKO BKa3yBaTH HaliMeHyBaHHS Ta MiClle3HaXO/KeHHSI BUPOOHUUMX
MOTY>KHOCTeM BUpoOHMKa MpoAyKijii in bulk (skuii BifmoBizae 3a KOHTPO/Ib IKOCTI) Ta
BUPOOHWYMX TIOTY)KHOCTeM BHUpOOHWKA, SKUM BiJTIOBiZla€ 3a BUITYCK Cepii.
[Hdpopmariis om0 BUpOOHUKIB Mae OyTH HaBe/jeHa Y TEKCTi MapKyBaHHSI.

Heo0xiziHO HajjaTH MiATBepAKeHHS peeCTpallii 3asB/IeHOro JiKapChbKOro 3acoby y
CTIO>KMBUiH yTakoBLIi B KpaiHi BUpoOHMKa npoykiii in bulk.

8. CrnenianbHi BHMOrM [0 MaTepiajiB peecTPaLjiiHOrO JAOChE [JIA
Oiostoriunmx JiKapcbKUX 3aco0iB

8.1. JlikapchbKi 3acobu, oTpuMaHi 3 KpoBi ab0 11a3Mu TIOUHMU:

[TosioxkeHHs Mogaysig 3 MOXYTb YaCTKOBO He 3aCTOCOBYBATHCS [0 JIIKAPCHbKUX
3aco0iB, oOTpMMaHUX 3 KpOBi abo0 TUIa3MU JIIOAWHM, [JId SIKMX MaTepianu
peecTpaLiiHOro A0chbe, 0POpPMJ/IEHi 3riflHO 3 BUMOTraMH, BUK/IaIeHUMU B TIyHKTax 3.2
Ta 3.3 masu 3 po3ziny IX pworo Ilopsaky, A1 BUXIJHUX MaTepiasiB, OTPUMAaHUX 3
KpoBi ab0 TmasMu JIIOJWHUA, MOXKYTb OyTH 3amiHeHi MacTep-¢aiiioM Ha IUIa3my,
odopM/IeHUM Bi/ITTOBiHO 10 1[i€l YaCTHUHU.

IonaTKOBO [0 MaTepialiB peeCcTpaLjiiHOro JOChE MOKe HaZlaBaTUCh:

MacTtep-(aia Ha Miasmy, 110 € OKPEMUM [OKYMEHTOM, SKUM He BXOJUTH [0
MarepiajiiB peeCcTpalliiHOrO [OCb€, Ta MICTUTh BCHO BIAMOBIJHY [JOK/JaJHY
iH(opMallito TTPO XapaKTepPUCTHKH LIiIbHOI TJ1a3MU JIFOAWHH, 1[0 BUKOPHUCTOBYEThHCS
K BUXiZHUI MaTepian Ta/abo cUpoBWHA A/ BUPOOHULITBA CyOGpaKi[iii/TpoMi>KHIX
dpaxkiiiii, KOMIIOHEHTIB [IOMOMIKHMX Ta /[il0UMX pEUOBHH, $Ki € YaCTHHOIO
niKapcbKoro 3aco0y;
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iHopmMmaliisi 1110710 BCiX 3aK/a/[iB OXOPOHM 3/I0pPOB’SI/yCTaHOB, SIKi 3aliMarOTbCs
dpakijioHyBaHHSIM/0OPOOKOIO TI/Ia3MU JIFOJWHHU, Ma€ TIATOTYBaTH Ta TOMOBHIOBATH
CBDKMMM JaHUMHU Habip BiAmoBigHOI gokmagHoi iHGopMariii, mpo SIKy HAeTbCs y
MacTtep-(haiiii Ha I1asmy;

SKILIO 3asIBHUK He € BJIaCHUKOM MacTep-(aiiyia Ha riasMy, TO BJIaCHUK MTOBUHEH
HaZlaTh CBi MacTep-caiin 3assBHUKY [/ MOT0 MOJaHHA. Y OyAb-IKOMY BHUIIAJIKY
3asiBHUK € Bi/ITIOBi/Ja/TbHUM 3a 1]eii JTiKapChbKUii 3acio;

y Oy[b-IKOMy peecTpaliiitHOMy [OCh€ Ha JIiKapCbKWM 3acib, 110 MiCTUTh
KOMIIOHEHTH, OTpUMMaHi 3 Tla3MU JIFOJMHU, TIOBUHHe OyTU MOCW/IaHHS Ha MacTep-
daiin Ha MiasMy, SIKMK BiJINIOBiZla€ caMe TiM Tjla3Mi, 1110 BUKOPHCTOBYBasacs SIK
BUXI/IHUM MaTepias/CUpOBHHA.

8.1.1. ¥ macrep-daiini Ha na3My MOBUHHA MiCTUTUCS iH(OpMallisi TIpO 1ia3my,
11J0 BUKOPHUCTOBYBAJIACH SIK BUXIJHAWA MaTepias/CUPOBUHA, a CaMe:

a) TIpO MOXO/I)KeHHSI [/1a3MU:

iHdopmaljis Mpo 3akgaZii OXOPOHU 3/]0POB’S1/YCTaHOBH, Yy SKUX MPOBOAUTHCS
Bifbip KpOBi/MIa3MM, YK/IOUalOUM [jaHi MpO TIPOBeZieHi iHCIeKI[il Ta OTpHUMaHy
aKpeJIMTalLlito, a TAKOXX eIi/IeMioJIOTiuHi /aHi Mpo iHQeKLil, sIKi mepefaroThCsl uepe3
KDOB;

iHpopMaliisi Mpo 3aKjaZii OXOPOHU 3[0POB’S/yCTAaHOBH, y SIKUX MPOBOJUTHCS
[OC/IiP)KeHHs1 3pasKiB [JOHOPCHKOI KpOBI 1 MyJiB I1a3MH, BK/IIOYAKOUW [JaHl IIpo
MpoBeJieH] IHCIIeKLii Ta OTPUMaHy akpeJuTallito;

KpUTepil BK/IFOUEeHHS/BUK/IFOUEHHS JOHOPIB KPOBI/TIj1a3Mu;

TpUMHATA CUCTEMA, W0 [JO3BOJIAE BiJCTEXXUTHU LUISIX KOXXHOIO JOHOPCBKOTO
3pa3Ka Bi/| 3a00py KpOBi/TIJ1a3MHM [I0 TOTOBOIO JIiKapCHKOT0 3aC00Y Ta HaBITaKW;

6) mpo sKicTh Ta Oe3reKy IIa3mMu:

BifmoBifHicTE MOHOTpadii EBpomneiicbkoi hapmakorei abo y pasi ii BigcyTHOCTI
iHIIIi M BU3HAHI HallioHa/IbHIM hapMakorel;

aHaJli3 3pa3KiB JIOHOPCHKOI KPOBi/I/Ia3MU Ta My/iB Ha HasBHICTb 30YyJHUKIB
iH(eK1i¥, YKIHUarouu OMUC METOMIB aHasily, Ta y BUMNAAKYy TyJiB Ia3Mu JaHi 3
Bastijanii BUKOPUCTAaHUX MeTO/IiB aHaJi3y;

TeXHiUHi XapaKTepUCTHKU KOHTelHepiB [ BiZbOpy KpoBi Ta T1a3muy,
YKJ/IHOUarouu iH(opmarlito Mpo BUKOPUCTaHI PO3YMHU aHTUKOATyJ/ISTHTIB;

yMOBU 30epiraHHsi Ta TpaHCIIOPTYBaHHS T/1a3MU;

Tripolieiypa 3 MiATPUMKH 00/1aiHaHHS Ta/ab0 mepioj KapaHTUHY;

XapaKTepUCTHKA ITyJ1y I1JIa3MU.

8.1.2. Y wmacrep-daiini Ha TM1a3My T[OBUHHA MiCTUTUCS iHQoOpMaLlisg Tpo
TIPUIHATY CHUCTEMY B3a€EMO/Iii Mi>k BUPOOHHUKOM O/Iep>KaHOT'0 3 IJIa3MH JIiIKapChbKOTO
3acoby, mio 3piticHioe (dpaki[ioHyBaHHS/00pOOKy I/1a3Mu, 3 OAHOTO OOKYy, Ta/abo
3aK/laZlaMM OXOPOHH 3/I0pPOB’s1/yCTaHOBaMH, siKi 3aliMaroThCsl BiZilbopoMm Ta aHasti3oM
KPOBi/T/1a3mu, 3 iHIIOTO OOKY, sika BU3HAUa€ YMOBU IXHbOI B3aEMO/I Ta ITOTOPKEeHHS
cretuikariiu.

8.1.3. Macrep-(aii1 Ha 1/a3mMy TOBHHEH TaKO)K MICTUTH MepeIiK JliKapChbKUX
3ac00iB, OTpMMaHUX 3 [JaHOi IJ1a3MH, He3a/Ie)KHO BiJl TOT0, 3apeeCTPOBaHI 1ii JiKapChbKi
3acobu uu 1ije TepeOyBalOTh y TIpoOIeci peecTpallii, BKIIOUalOUX JiKapchKi 3acobu,
BUT'OTOBJIEHI [I/Is1 K/IiHIYHMX BUNIPOOYBaHb.
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8.1.4. Y macrep-aiini Ha raasMy NMOBHMHHA MiCTUTUCS iH(hOpPMaLlisi TIPO OL[iHKY
Ta cepTUdiKallito:

Ilns 1e He 3apeecTPOBAHMX JIIKAPCBKUX 3ac00iB 3asBHUK ITOBUHEH HajaTh
Marepia/id MOBHOTO PEECTPAL[IMHOIO 0ChE Ta OKPEMO MacTep-(aiii Ha T1a3My, KO
JlaHWM MacTep-(ai1 He TPOXOUB OLIIHKY paHillle.

Mactep-tail1 Ha TmIa3My IOPiYHO TOMOBHIOETHCS CBDKMMM [JaHWUMM Ta
TOBTOPHO CEPTU(IKYETHCS.

Mactep-(aiin Ha Maa3My MICTUTh iHQOpMaLilo 1[oA0 cepTUdikallii, TOBTOPHOI
ceprudikaiii abo 3miHM A0 Mactep-daiina Ha TIa3My, SKUM BiJHOCUTBCS /10
niKapcbKoro 3aco0y.

8.2. BakuyHu:

CTOCOBHO BakLMH [JiS JIFOAWHYW, 3@ YMOBM 3aCTOCYBaHHSI CUCTEMH 3arajibHOro
dalina Ha BakiuHHUN aHTUreH (Vaccine Antigen Master File) (mani — BA3®),
rnosiokeHHs1 Mojysiigs 3 MOXYTb YaCTKOBO He 3aCTOCOBYBATUCH TpPU O(MOPMIJIeHHI
PEeECTPaL[iMHOr0 [O0ChE 3TiHO 3 BUMOramH, BUK/IaJeHUMU y po3faiiax 3.2 ta 3.3
vactunu [X nporo Ilopgaky A/ BUXiHUX MaTepiasiiB.

Matepianu peecTpaljiiHOrO AOChE AJs1 BAaKLWH, 3@ BUHSATKOM BaKLWUH TIPOTU
TPUITy JIFOJWHU, MOBUHHI BK/ItOUaTH BA3® Ha KOXXHUU aHTUIeH, SIKMM € aKTMBHOIO
PEUOBHHOIO L€l BaKLIUHMU.

8.2.1. BA3® € uacTuHOIO MaTepiasiB peecTpaliiiHOTO A0ChE, SIKa MiCTUTb BCHO
BiZINOBiIHY AeTasbHYy iHbOpMaIiito rpo Gionoriuauii, apmMarieBTUUHUN Ta XiMidHUMA
XapakTep KOXKHOI 3 aKTWUBHUX PEUOBHH, 10 BXOZSTb A0 CKJIaJy LIbOrO JIIKAPCHKOTO
3acoby. Lla okpemMa uacTMHa MO)Ke OyTH 3arasbHOIO [Jisi ofHiel Ta Oinbiie
MOHOBA/IBHTHUX Ta/ab0 KOMOiHOBaHMX BaKI[MH, II[0 TPeACTaBeHi OJHUM W TUM
CaMHM 3asiBHUKOM/B/IACHUKOM PEECTPALIiIMHOTO MOCBiJUeHHS.

BakiiHa MO)Ke MiCTHUTH OJUH ab0 [JeKinbKa pPi3HMX aHTHUTeHiB, KOXKEH 3 SIKUX €
aKTMBHOI PEUOBUHOIO.

KombiHOBaHa BaKi[iHa MiCTUTh TNPUHAWMHI /1Ba Pi3HUX aHTUTEHH, MpU3HaueHi
JU1s1 TIpo(hi/TaKTUKK OZIHOTO ab0 AEeKiMbKOX iH(MeKIIMHUX 3aXBOPIOBaHb.

MoHOBaeHTHa BakKI[MHA MICTUTh TiJIbKU OJWH aHTUI€H, TpU3HAUeHUW [Jis
MpoGiTaKTUKU OJHOTO iH(PEeKI[iIMHOTO 3aXBOPHOBAHHSI.

8.2.2. BA3® mnoBuHeH MiCTUTH iH(pOpPMAL|if0 00 SKOCTi, MPO L]0 WJEThCA y
BiiMOBiiHOMY po37i/i (gitoya peuoBrHa Mogyns 3):

a) Aiiroya peyoBHHaA:

3araqbHa iH(opMallis, BK/IHOYAaKOUM BiAMOBiAHICTE MoHOrpadism DY,
€BporieiicbKoi (papmakoriei;

indopmariis 111010 BUPOOHUI[TBA [il0UOI PEUOBHHH, BK/IIOUAOUM iH(oOpMaILlito
Tpo Tpoiiec BUPOOHUWIITBA, BUXi[HI MaTepiaiu Ta CHPOBHHY, OCOOJIMBiI 3aXxoAu 3
OLIiIHKM PU3MKY Tiepejiadi 30yIHMKIB Ta [OAaTKOBi 3aX0/1 OL[iHKK Oe3reKu CTopy/ Ta
o0J1afHaHHS;

XapaKTepPUCTUKHU [it0UOi peUOBUHUY;

KOHTPOJIb SIKOCTI /if040i peYOBHHY;

CTaHJAapTHI 3pa3Kyi PeYOBUH Ta MaTepiasis;

CHCTeMa yIiakKOBKa/yKYyIopKa AJ1s JiF0Uu0i peYOBUHWY;

CTabi/IbHICTD [1iF0U0l PEUOBUHU;
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6) oriHka Ta ceptrdikariis.

[nst HOBUX BakLUH, $IKi MICTSITb HOBUM BaKLIMHHUM aHTUTeH, 3asiBHUK MMOBUHEH
HaJlaTM Marepiaiu TIOBHOTO PeECTPaLiiMHOrO [0Ch€, BK/AOUarouu BCci BA3®, mio
HaJieXkaTb [0 KOJKHOI'O OKPeMOIr'0 aHTUreHY, sIKi € YaCTUHOK HOBOI BakKL|UHU, SKIL[O
3arasibHUM (pali Ha KOJKHUK OKPEeMHM aHTUI'eH He MPOMILIOB OL[iHKY paHille.

3miHn 70 BA3® Ha BXe 3apeeCcTpOBaHy BakKLWHY [MiJ/ISITalOTh HAYKOBiM Ta
TexHiuHii owjiHli. [Ipy MO3WUTHUBHIN OLIiHII Ha KOXXHUW (hali/l BUAAETHCS CepTUdIKAT
Bi/IMOBIZTHOCTI, SIKMM CyNPOBO/I)KYETHCS 3BITOM PO MPOBE/IEHY OLIiHKY.

3araqbHUM  (aiil BaKIIMHHOTO aHTWUreHy Ma€ MICTUTU iH(opMallito 11070
ceptudikariii, moBTopHOi ceprudikariii abo BHeceHHs 3MiH 0 3arajabHOrO (haiiia Ha
BaKLIMHHUW aHTUTeH, SIKAW Ma€ BiIHOIIeHHs /10 JTiIKapChbKOro 3aco0y.

9. CneniasibHi BHMOrM [0 MaTepia/liB peecTpaIiitHOro [0Ch€ [JIsA
pasiodapmaneBTHYHMX JIKAPCHKHUX 3ac00iB Ta ix mpeKypcopiB

9.1. PamioapmarieBTHUHi JliKapChKi 3aco0m:

[lpu peectpauii pagiodapmalleBTUUHHX JTiKapChKUX 3acobiB 3asiBU MOTPiOHO
roZilaBaT pa3oM 3 TIOBHWMM MaTepiajiaMu peeCTpaLiiiHOrO [IOCh€, SIKi TIOBUHHI
MiCTUTH TaKi crietfudiuHi 0cobMBOCTI:

9.1.1. ¥ mopayi 3:

a) y paflioHyK/iiHOMY Habopi, SIKMM Tic/s mocTayaHHS BUPOOHUMKOM Mae OyTh
MOMIYEHHUU PaJlioaKTUBHOIO MITKOIO, [iFOUOK) PEUOBUHOK BBAa)KAETHCS Ta YaCTHHA
nmikapcbKoi hopMH, sIKa 3B'S3YETHCS 3 PAiOHYK/IiZIoM ab0 € HOCieEM paflioHyKIifa.
Omrc MeToZy BUPOOHUIITBA Pa/liOHYK/IiAHMX HAOOPiB IMOBUHEH BKJTIOUATH ITOAPOOHIT
BUPOOHMIITBA HabOpy Ta mofpoOuili HOro peKoMeHAOBAaHOI KiHIeBOI OOpPOOKM 3
METOI0 CTBOpDEHHSI pafiiodhapMalieBTUUHOTO JiKapcbkoro 3acoby. HeoOxigni
cnerudikallii pafgioHyknaiza MOBUHHI (y BIAMOBIAHMX BUMaJAKax) BiJMOBiJaTH
3arajbHili MoHorpadii abo crerjianbHUM MOHOrpadisM €BponeichKoi (apMakorei.
KpiMm TOro, mae HajaBaTUChb OINMUC YCiX CIIONAYK Mg MidueHHS pPaAiOaKTUBHUM
i3oToriom. Tako)X HeoOXiZJHO HafaTH OIMMC CTPYKTYPH CIONAYKH 3 Pa/lioaKTHBHOIO
MITKOHO.

HeobxigHo HaziaBaTy iHdopMallito Mpo pafioHYKIiAW, sKi 3ajligHi B sjepHUX
peakiifix.

Ak mnepBuHHI, Tak 1 BTOPMHHI PaJIOHYKJIAXW BBaXKalOTbCd AKTUBHUMU
peyoBUHAMU reHepaTopa;

6) moBuHHI OyTM HajaHi [JOK/JaAHI [laHi TMPO XapakTep pajioHYyKIiza,
iIeHTUYHICTh 130TOMYy, MOXKIMBI JOMIIIIKM, HOCiM, BUKOPMCTaHHS Ta CrieliudiuHy
AKTHUBHICTB;

B) /10 BUXIJJTHUX MaTepiasiiB Ha/ie)kaTh MaTepiay, 110 € MeTO ONPOMiHEHHS;

r) HeoOXiZIHO PO3TISHYTH XiMiuHy/pajiiodapMalleBTUUHY UYHMCTOTY JIiKapChbKOTO
3aco0y Ta ii 3B'I30K 3 PO3MO/i/IoM B OpraHi3mi JII0IUHY;

) HeoOXiJHO Ha/laTH OMMC YKWCTOTU PaZiOHYK/ifia, pafioXiMiuHOI UMCTOTH Ta
cneu(ivyHOI aKTUBHOCTI;

1) J7s pafiioHyK/IiTHUX TeHepaTopiB HeoOXiZlHO HaZiaTW JOK/ajHi ZiaHi 110710
BUTNIPOOYBaHb TEPBMHHUX 1 BTODUHHUX pafioHyKMifiB. il reHepaTopiB-e/t0aTiB



102

HeoOXi[HO HaJaTH MeTOAMW BUITPOOYBaHHS II€PBUHHUX PAJiOHYK/IIAiB Ta iHIIMX
KOMITOHEHTIB reHepaTOPHOI CUCTeMU;

€) BUMOra BHpaXkaTH BMICT [IiFOUMX PEUOBHH y TMepepaxyHKy Ha Macy aKTUBHUX
KOMIIOHEHTIB Bi[HOCUTBCSI Ti/TBKU /10 PaflioHYK/IiAHUX HabopiB. [y pafioHyKTiiB
Pa/lioaKTHUBHICTL HEOOXiZHO BUpa)kaTH B Oekepesisix y KOHKDETHWM [eHb Ta 3a
noTpeby y KOHKPEeTHHM uac 3 MOCU/IaHHSIM Ha YacoBUM 1osic. Mae OyTH BKa3aHUM TUTT
pagiarii;

€) A/ pafioHyKmiAHMX HabopiB creuu@ikallii ToToBOro jikapcbkKoro 3aco0y
MOBHHHI BK/IFOUaTH BUITPOOYBaHHS 3 BW3HAueHHS il iKapCcbKuX 3acobiB micms
MiueHHSI Pa/licaKTUBHUM i30ToroM. MarwTh OyTH BK/IIOUeHi BiAmoBigHI 3acobm
KOHTPOJIF0 PaAiOXiMIUHOI Ta pafiOHYK/IiHOI YMCTOTH CIIOJIYKKU 3 PaJiOaKTUBHOIO
miTKoro. IloTpibHO imeHTHdIKyBaTH Ta TIpoaHami3yBatu Oyb-sIKWM MaTepias,
HeoOXifHUI /11 MiueHHsI pajlioaKTUBHUM i30TOIIOM;

) ™ae Oytd HajaHa iHdopmallis TIpo CTabi/BHICTG  paflioOHYK/IiAHUX
reHepaTopiB, paJiOHYK/IiAHMX HaOOpiB i JiKapchbKux 3acobiB 3 pafiioaKTUBHOIO
MiTKO0. HeobxifHO [JOKyMeHTyBaTH CTabifbHICTH TiZi YaC BUKOPWCTAHHS
pagiodapmalieBTUUHUX JIiIKapChbKUX 3ac00iB y (h1akoHaX, 1110 MiCTSATh JeKijibKa /103.

9.1.2. Y Mogyi 4:

Martepianii peecTpaljitHOro J0Ch€ I[0I0 OI[iHKM Oe3reku Ta edeKTUBHOCTI
paziiodapMalleBTUUHUX JiKapChbKMX 3aco0iB TMOBWHHI BiAMOBifaTW BUMOram, IO
BUCYBalOThCSI [I0 JTiKapChKUX 3aco0iB Ta pagiaifitinoi go3umetpii. HeobOxigHo
JOKYMEHTYBaTU piBeHb BIUIMBY OINPOMIHEHHSI HAa OpraHW/TKaHWHU. BiAmosBigHO A0
Mi>KHapOJHOI CHUCTeMH HeoOXiZjHO 3poOMTH TonepeAHili PO3paxyHOK TOTTMHEHOT
[l03U BUTIPOMIHIOBAHHS IIPU TIEBHOMY MeTO/I1 3aCTOCYBaHHS.

9.1.3. Y Mogyi 5:

o Marepia/iB peecTpaliiHOTO AOChE Yy BiAMOBIIHUX BUMaAKax HeobOXimHO
HaZlaTh pe3ybTaTy KIiHIYHUX BUMPOOyBaHb, B iHIIUX - OOTPYHTYBATH MMOKa3aHHS 0
3aCTOCYBaHHA 3a JOMIOMOI'OK) K/TIIHIUHUX OTJIS/IB.

9.2. Tlpekypcopu pafiOHYKi/liB, 110 BHKOPHUCTOBYIOTHCA TIpM BUPOOHMIITBI
MiueHUX pajlioaKTUBHUMMU i30TOTIaMU JIiKapChKUX 3aco0iB:

B ocobnuBuX BuUMajAKaxX, KOIM PO3TJISAETHCS TPEKYypCOp PafioHyKija, SKUi
MpU3HAUYeHO TUIbKU [JId MIYeHHd paJioakKTUBHUM 130TONOM, [0 MarepiasiB
peecTpalliiHOro J0che HeoOXiZlHO HazaTyh iH(OpMaILlito, 110 CTOCYETHCA MOKIUBUX
HacaiaKiB HU3bKOI edeKTHBHOCTI MiueHHsS abo pAucoriiamii in vivo MiueHOTo
PalicaKTUBHUM i30TOIIOM KOH'fOraTa, TOOTO NMUTaHb, TOB'A3aHUX 3 BIUTUBOM BiJTbHUX
pafiioHyK/Ii[iB Ha xBoporo. Kpim Toro, mae OyTv HajaHa BiAmoBigHa iHdopMaLliis,
NoB'si3aHa 3 TipodeciiiHoo Hebe3rneko, TOOTO BIVIMBOM OINPOMiHEHHSI HAa MeJUYHUN
TepcoHast Ta JOBKLLIIS.

30KpeMa, y BiITTOBiJHMX BUTIa[Kax MOBHHHA OyTH HaJlaHa Taka iHpopmariis:

9.2.1. Y Mogayni 3:

Ax BusHaueHo y mignyHkTi 9.1.1 myHkTy 9.1 nporo posziny, y BifIOBiAHUX
BUIAJKax IONOKeHHd Mogyna 3 Hajmekarb [0  peecTpauii MpeKypcopiB
pafiOHYKIIIZIB.

9.2.2. Y Mogyi 4:



103

Ilo wmaTepia/iB peecTparjifHOro J0Chbe MalTh OyTW Ha/aHi pe3y/bTaTH
JOCTiKeHb 111010 TOKCUYHOCTI O/IHOpa30BOi Ta Garatopa3oBoi [03H, MPOBeJeHHX
BiZIMOBiTHO [0 TPUHLIMITIB Ha/JIe)KHOI J/1a00paTOpPHOI IIPAKTHKH, SKIIO iHIIe
0OIPYHTYBaHHS Bi/ICyTHE.

Y upoMy BUMAAKy HajaHHs iHdoOpMaLii MOpo AOC/iKeHHS MYTareHHOCTI
pafioOHYKIIiZIa He BBA)KAETHCA JOCTAaTHIMHU.

[ToBunHa 6yTHM HazaHa iHdopMallis MpPo XiMiYHYy TOKCUUHICTh Ta PO3MOJiN
BIJTIOBITHOTO «XOJIOAHOT'O» HYKJIiJa.

9.2.3. Y Mogyi 5:

Ilo maTepiamB peecTpaliiHOrO [A0Ch€ HeoOXigHO HajaTH iH(opMaillito, 110
JIeMOHCTPY€ KJIiHIUHe 3aCTOCYBaHHS MPEKypCOpYy PaZiOHYK/ila, TPUEIHAHOTO /0
BIATIOBIAHMX MOJIEKYJ, OCKUJIbKA Y BUIIAAKY, KOJIA PO3IJISLAETHCS IIPEeKypCcop
pajZiioHyK/Iifla, TpU3HAUYeHWHW TibKKM [Ji1 MiueHHsI paJioaKTUBHUM  i30TOIIOM
JOCJTi/PKYBAaHOTO JIiKapChKOTO 3acoly, K/iHiuHI [JaHi, OTpUMaHi B JOC/iPKeHHIX
CaMoro IPeKypCcopy, He MarOThb 3HAYEHHSI.

10. CnenianbHi BHMOTd [0 MaTepiajiB peecTPaLiilHOrO0 [JOCh€ s
roOMeoNnaTUYHHUX JIiIKapCbKHX 3ac00iB

Lls rynaBa crocyeTbcsi ocobnmuBuX BUMOr A0 odopmieHHss Mogynie 3 i 4
MaTepialiB peecTpaliiiHoOro ZI0Ch€ Ha TOMeOoIlaTUYHi JlikapCchbKi 3acobu, siKi BU3HaueHi
B ab3ariax ciMHaIATOMY Ta BiciMHazsTomy po3ziny Il iboro I[Mopsiaky.

10.1. Y Mopayni 3:

CneuianbHi BUMOrM A0 Mopyns 3 maTepiasiB peecTpaliiiHOrO [JOChE [Jist
rOMeOTaTUYHUX JIIKapChKUX 3aco0iB:

a) TepMiHOJIOTis

JlaTUHCbKa Ha3Ba TIOMeONAaTUYHOI CUPOBMHH, OIKMCAHOI y Marepianax
peeCTpaLliiHOr0 [JI0Cb€, TIOBUHHA Bi/MNOBIlaTWM JIATUHCHKIM Ha3Bi, 3a3HaueHild B
€Bporeiicbkoi (hapmakorei, abo B pa3i BigcyTHocTi - Himernpkili romeomnatuuHii
dapmakonei (GHP), T'omeonatuuniii dapmakonei CIIA (HPUS), BpurtaHcbKiu
roMmeonatuuHiii ¢apmakornei (BHP), T'omeomaTtwuniii dapmakoriei IIIBabe). Y
Bi/ITTOBiTHMX BUIaJKax HeoOXi/THO Ha/laTH TPa/IULiiHO BUKOPHUCTOBYBaHYy Ha3BY;

0) KOHTpOJIb BUXiIHUX MaTepiaiB

Onuc Ta fAaHi 100 BUXiAHMX MarepianiB, TOOTO IOJ0 BCiX BHUKOPHUCTaHUX
MaTepiaiiB, YK/IOUarOUd CHUPOBUHY Ta TIPOMIKHI MaTepiajiv, [0 KIHI€BOTO
po3BeJileHHsI y TOTOBOMY JIiKapCbKOMY 3aco0i TMoBuMHHI OyTH migkpirnieHi
JIOAATKOBUMU JJAHMMHU PO TOMEONaTUYHY CUPOBUHY.

3arasibHi BUMOTH J10 SIKOCTI CTOCYROTBCSI BCiX BUXIZJHUX MaTepiasiB i CADOBUHY, a
TaKO>XK TIPOMDKHHMX eTarliB BUPOOHWYOTO TpOIeCy [0 KiHIIeBOTO pO3BeJeHHS Y
TOTOBOMY JTliKapCbKOMY 3aco0bi. SIKII[0 MOXXHa, MOTPiOHO MPOBECTU JOC/iKEHHS Y
pasi NpPUCYTHOCTI TOKCMYHHUX KOMIIOHEHTIB, @ TAaKOXK TOZi, KOJU SKiCTb HEMOJKJ/IMBO
KOHTDOJ/TFOBAaTU MPU KIiHLIEBOMY DO3Be/IeHHI uepe3 BUCOKWU CTYIiHb PO3BEJEHHSI.
Heo0xifiHO Ha/laTH MOBHUM OMKMC KOXKHOI CTafiii BUPOOHUYOTO IPOoLiecy, MOYMHAI0UN
Bi/l BUXi/THUX MaTepiasliB /I0 KiHIIeBOI'O pO3Be/leHHsI Y TOTOBOMY JIiKapCbKOMY 3aco0i.

SIKIII0 3aCTOCOBYIOTBCSI [IeKilibKa pO3BejleHb, I1i CTafiii po3Be/jleHHs HeoOXimHO
TPOBOJIMTH BiJITIOBIJTHO [0 METO/[iB BUPOOHMIITBA TOMEOTATHUYHMX 3aco0iB, sKi
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BUK/IA/IeHO y BignmoBigHili MoHorpadii €BpomneichKoi dapmakormei, abo, 3a ii
Bi/ICYyTHOCTI, B iHILIi¥ (papMakorei;

B) METOZI KOHTPOJTFO TOTOBOT'O JTIKAPCHKOTO 3aco0y

lo rOTOBUX TOMEOTNaTUUHUX JiKapCbKUX 3aco0iB 3aCTOCOBYHOTbCS 3arajbHi
BUMOTHU [JI0 KOCTi. Byapb-siKi BUK/IIOUEHHsS BHMaralOTh PeTebHOr0 OOIPYHTYBaHHS
3asiBHUKOM.

Heo0OxigHO imeHTH(iKyBaTh Ta TpoaHasi3yBaTU BCi KOMIIOHEHTH, SIKi MarOThb
MOTEHLIMHY TOKCUYHICTb. SIKILI0 HEMOXX/IMBO i/JleHTHU(DIKyBaTH Ta MpOaHasi3yBaTu BCi
KOMIIOHEHTH, SIKi MOXYTb BHUSIBUTHCS TOKCUYHMMY, HarlpUK/a[ yepe3 iX BUCOKUU
CTYITiHb PO3Be/IeHHsS] B TOTOBOMY JTiIKapChKOMY 3ac00i, moTpiOHO 00IPYHTYBaTH SIKiCTh
nmikapcbKoro 3aco0y 3a J0TIOMOTOI0 TTOBHOI Basifiariii BUpOOHUUOro mpoljecy Ta
MpOoLeCy pO3BeJieHHS;

') BUNIpoOyBaHHS Ha CTabiIbHICTD

Heo06xigHOo miATBepANTY CTAbi/TbHICTH TOTOBOTO JIiKapChKOT0 3aco0y. JlaHi 11[0/10
cTabibHOCTI TOMEOIIaTUYHOTO JTiKapChbKOro 3aco0y, sIK TIpaBWIO, AiMCHI K /s
PO3uMHiB, TakK i A/l TIOPOIIKiB, 3 sIKUX OyB BUPOOJIeHMM [JaHW iKapChKuii 3acib.
fkmo imeHtudikamis abo aHamiz A®PI abo gitouoi peuoBHHU HEMOXK/IWBI udepe3
BHUCOKMM CTYIiHb pO3Be/IeHHsS, MOXKYTb PpO3IJISIAATUCS [JaHi I[of0 CTabisbHOCTI
niKapcbKoro 3acoby.

10.2. Y Mopayni 4:

CneuianbHi BUMOrM A0 Mopyns 4 wmaTepiasiB peecTpaLiiiHOrO [JOChE [Jist
rOMeOoTIaTUYHKUX JIiKapCbKUX 3aco0biB:

HeobxigHo oOIpyHTYBaTH BiJCyTHICTh Oy/b-sIKOi iH(opMallii, HarpyuKIaj, Mae
HaZlaBaTUCS OOTPYHTYBaHHS, SIKUM YWHOM MOKe [JOBOJUTHCS TIPUUHSTHHUM piBeHb
Oe3meKky, He3Ba)KarOUH Ha Te, 1[0 BiZICYTHI JesiKi JOCTiHpKeHHS.

11. CnenianbHi BHMOTrd [0 MaTepiajiB peecTpaniiHOro [J0Ch€ [JIs
POC/IMHHMX JIIKapChKHUX 3ac00iB

o 3asBM Ha PpeeCTpallitfo/TiepepeecTparfiio POCIMHHUX JTiKapChbKUX 3aco0iB
J0[lal0ThCsl MaTepianv TOBHOTO DPeeCTPALiiiHOTO [0ChE, [0 SIKOTO TOBUHHI OyTu
BKJ/TFOUEHI Taki criequ@iuHi JaHi.

CrnerjianbHi BUMOTU [0 Mopyns 3 wmaTepiasiB peecTpaljiiHOr0 [10Cb€ AJIst
POCJIMHHUX JTiKapChbKUX 3aC00biB:

Y Mogayni 3:

[TonoxenHss Moaysss 3, BK/IHOUalOud BiATOBiHICTE MOHOTpadii €Bpomneicbkoi
cdapMakorei, CTOCyHOTbCSl peecTpaliii/riepepeecTpallii TOTOBUX POCIMHHUX TiIKapChbKUX
3acobiB. ITpu iboMy GepeThbCsi 10 yBaru piBeHb HAyKOBUX 3HAHb Ha MOMEHT TIO/IaHHS
3a4BU.

CTOCOBHO POCIMHHHUX JTKapChKUX 3aco0iB PpO3I/ISAAIOTLCSA Taki crienudiuHi
aCIleKTH:

a) POC/IMHHI cyOCTaHIIil Ta POC/IMHHI MpernapaTu

[TJomo HOMEHK/IAaTypyd PpOC/IWHHOI CyOcTaHIii HeoOXifHO BKa3aTH OoTaHiuHi
XapaKTepUCTUKW pocnuHU (pif,, BU/, pi3HOBH/, Ta aBTOpA), XeMOTHIT (y BiZlOBiJHAX
BUMAJIKaX) YaCTHH PpOCAWHW, IiHII Ha3BA (CUHOHIMH, 3a3HaueHi B IHIIKX
dapmakoresix) Ta 1abopaTOpHUI KO/,
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[IJomo HOMEHK/IATypH POC/JHMHHOIO MperapaTy HeoOXigHO BKasaTu OoTaHiuHi
XapaKTepUCTUKW POCIWHU (pif, BUJ, Pi3HOBH/, Ta aBTOpPA), XeMOTHIT (y BiJMOBiJHUX
BUMAJIKaX) YaCTWH POC/AWHW, BU3HAUEHHS Tperapary, CIiBBiJHOIIEHHS POCIWHHOI
cyOCTaHIlii [0 PpOC/JMHHOTO TIperapary, PO3UMHHUK(M), iHIII Ha3BU (CUHOHIMH,
3a3HaueHi B iHIMMX apMakoriesx) Ta 1ab0paTOpHUH KO/I.

[Tpy miAroToBIli AOKYMEHTIiB II0J0 CTPYKTYpU POCJMHHOI CyOCTaHIlii Ta
POC/IMHHOTO Tiperapaty (y BiAMoBiAHMX BUIaJKax) HeoOXifmHO HazaTu iH(opMaIlito
npo ¢i3uuHy ¢opMy, OMUC KOMIIOHEHTIB 3 BiZloMOIO TeparneBTHMUHOIO i€ abo
MapkepiB (MoJieKy/asipHY (opMyJly, BiJHOCHY MOJEKYJsIpHY Macy, CTPYKTYpHY
dbopmMyy, YKIIOUarOuM BiTHOCHY Ta abCOJIIOTHY CTepeoximilo), a TakoxK iHbopmariiro
TPO iHIIII KOMIIOHEHTH.

[Tpy mMmAroTOBL [OKYMEHTIB II[0I0 BHUPOOHHUIITBA POC/IHMHHOI CyOcCTaHIlii y
BiZINTOBiTHMX BUITaIKaX HeOOXiHO HaZaTH iHMOpPMaIlito PO KOXXHOTO ToCTavaIbHHUKA
CUPOBHWHHM, BK/TIOUAIOUM TTAPSJHUKIB, @ TAKOXK iH(OpMaIIifo Mpo KOXKHY TepesdaueHy
BUPOOHUYY [ATBHUIF0 abo yCTaTKyBaHHS, 3ajissHe TIpU BHUPOOHUIITBI/3aroTOBIfi Ta
KOHTPOJIi pOCJTMHHOI CyOCTaHIIil.

[lpy migroTOBLi AOKYMEHTIB 100 BUPOOHWIITBA POC/IWHHOTO TMpernapaTy y
Bi/IMOBiHUX  BUMajKax HeoOXiHO BKa3atu iH¢opMallil0o TPO  KOXXHOTO
rocTavyajbHUKa CHUPOBWHH, YK/IIOUAKOUM TIiJIPSHUKIB, a TakKoXX iH(opMallito Mnpo
KO)KHY TiepefibaueHy BHUpPOOHMUY [iIbHUII0 ab0 yCTaTKyBaHHS, 3afisiHe TIpU
BUPOOHMIITBI Ta KOHTPOJIi pOCTMHHOTO 3aco0y.

[Tomo ormucy BUPOOHHUYOrO IMPOIECY POCAMHHOI cyOcTaHIlii HeoOXigHO HazaTH
indopwmatiito, y sKiii Oyze BiAMOBiAHUM UMHOM OIMHMCAHO BUPOOHMIITBO CyOCTaHIIil Ta
3aroTiB/II0 POC/MHHOI CHPOBHHH, yKJ/IOUarouu reorpacdiuyHe Miciie BHPOIIyBaHHSI Ta
Ky/JIbTUBYBaHHS JIiIKapChbKOI POC/TUHH, YMOBH i1 300Dy, BUCYIITyBaHHS Ta 30epiraHHs.

[logo orkcy BUPOOHKMYOro TMpolecy Ta TIPOLiefypyd KOHTPOJIFO POC/IMHHOTO
nperiapaTy HeoOximHO HazaTy iHdbopMaljito, y skiii Oyze BiANOBIAHUM YWHOM
orvicaHe BUPOOHUIITBO 3aco0y, BK/TIOUAIOUM OMUC 0OpPOOKM CUPOBHHH, PO3UMHHUKIB i
peareHTiB, CTa/il OUMILIEHHS Ta CTaHAapTHU3aLlil.

[Tomo po3poOKK BHUPOOHWUOrO Ipollecy HeoOXifHO Hazaty (Y BiATOBigHUX
BUIMA/IKaX) KOPOTKUM OMUC po3poOKM pOCIMHHOI CyOcTaHIlii Ta PpOCIMHHOIO
rperiapary 3 ypaxyBaHHSM Iepe/0auyBaHOIO IIIAXY 3aCTOCYBaHHS Ta MOKa3aHb. Y
BiZIMOBiIHMX BWIA/JKaX Ma€ HaJABaTHUCS OOTrOBOPEHHSI pe3y/bTaTiB TOPiBHIHHS
ditoximiuHoi OyZOBM pOC/IMHHOI CyOCTaHI[ii Ta POCJWHHOTO TMperapaTy, 10
BUKOPHCTOBYBA/IMCh Ha TMATPUMKY 6ibiorpadiuHuX JaHUX, Ta POCJMHHOI CyOCTaHIIi1
1 PpOC/JIMHHOIO TIiperapary, L0 € /[Ji0UO0 pPEeUYOBUHOK T'OTOBOIO POC/MHHOIO
niKapchKoro 3aco0y, Ha KW TI0JjaHo 3asiBY TIPO iep>KaBHY TepepeecTpariito.

[lpu omuci CTPYKTypyd Ta iHIIMX XapaKTepUCTHUK POCIWHHOI cyOcTaHIlii 3a
HeoOximHOCTI Mae HafaBaTHCs iHbOpMallis Ipo 6oTaHiuHi, MaKpo- Ta MiKPOCKOITiUHi,
¢iToximiuHi XxapakTepucTHKH i 6i0/IOTiUHY aKTUBHICTb.

[Ipy onmci CTPYKTYypH Ta IHILKWX XapaKTePUCTHUK POCJIMHHOIO Tiperapary y pasi
HeoOXigHOCTI Mae HazaBaTucs iHdopmalis mpo diToximiuni i ¢isuko-ximiuni
XapaKTepPUCTUKH Ta 6i0soriuHy aKTUBHICTb.

3a HeoOXimHOCTI MarOTh HaflaBaTUCS crieludikariii Aj1si poCUHHOI CyOCTaHIIil Ta
POC/IMHHOIO TIperiapary.
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Y BigNMOBiAHWUX BHUIAZKax ITOTPiOHO HAZATH OIMMC aHATITUYHHUX METO[iB, IO
BUKODUCTOBYBAa/IMCA TIpA BUMNPOOYyBaHHI pOC/IWHHOI CyOCTaHIlii Ta POCIUHHOIO
riperiapary.

[Tpu ommci Bamifalfii aHaTiTUUHUX METOJAWK Y BiJITOBiAHUX BUTaZKaX IMOTPiOHO
HaJlaTh iHQOpMaLlito MPO Balifallit0 MeTO/MK, BK/IIOUAl0UM eKClepuMeHTaslbHi AaHi
JI7IT MeTOZiB aHasi3zy, $Ki BUKODHCTOBYIOTbCS TP BUMPOOYBaHHSIX POCIMHHOI
cyOcTaHI1lii Ta pOCMHHOTO TIperapary.

[Ipu onwmci aHami3y cepiii y BiAMOBifAHMX BUMajKax MOTPiOHO HajaTH OMHUC Ta
pe3y/nbTaTU aHasli3dy cepid pPOC/JMHHUX CyOCTaHIi Ta POCIMHHMX IIperapartiB y
TaKOMY BUIJISIZi, IK MOHOrpadii (apmakorieil.

Y BigNMOBigHUX BWITaJKaxX ITOTPIOHO HajgaTH OOIPYHTYBaHHS crieludikariii
POCMHHUX CyOCTaHILIiM i pOCTMHHUX TIperiaparib.

Y BiANOBiJHUX BUMaAKaX MOTPiOHO HazaTH iH(opMaIlito TIPO CTaHapTHI 3pa3Ku
abo cTaHApTHI MperapaTy, 110 BUKOPUCTOBYIOTHCS TIPX BUTIPOOYBAHHSIX POCTMHHOI
cyOCTaHIIii Ta POCTMHHOTO TIperiapary;

6) roToBi poc/IMHHI JTiKapChKi 3aco0H

KopoTkuii orc po3pobKu CK/IaAy /iKapchbKoro 3aco0y TTOBHHEH YK/IIOUaTH
iHdopMaiiito mpo po3poOKy rOTOBOTO POCIMHHOIO JIIKAPCHKOro 3aco0y 3 yBaroro Ha
riepefibauyBaHui Criocib 3acToCyBaHHS Ta TOKa3aHHSA. Y BiJMIOBiJHUX BUIaZKax
noTpibHO HajaTH BiJOMOCTI TpO pe3ynbTaTd TMOPiBHSAHHS ¢iToXiMiuHOT OyZOBU
niKapcbKoro 3aco0y, K1t BUKOPHCTOBYETHCS Ha MiATPUMKY Oibsiorpadiunux gaHux,
Ta JIikapChbKOT0 3aco0y, Ha KU1 MOAaHO 3asiBy.

12. CnenianbHi BHMOTd [0 MaTepiasiB peecTpamiiHOr0 [J0Ch€ [
JKapChbKHUX 3aCo0iB MporpecuBHOi Teparii (BMCOKOTEXHO/IOTiUHi nMperapaTH)

12.1. Tlpu mojaHHi 3asBM Ha peeCTpaljifo JiKapChbKUX 3aco0iB TPOrpecHBHOI
Tepartii (BUCOKOTEeXHOJIOTiUHI TiperiapaTH) HeoOXiHO [JOTpUMyBaTHICS BUMOT [0
MaTepiaiiB peecTpaniHoro gocee (Mogyni 1-5) gk 3a3HaueHo y po3sgini IX nporo
[Topsazky.

Iis GioyoriuAMX MiKapChbKUX 3acob0iB HeoOXiJHO 3aCTOCOBYBaTH Crerlia/ibHi
BUMOTHY /I0 MaTepiasiB peeCcTpaliiHOro ocke A1 MoayniB 3, 4 Ta 5, SIK 3a3HaUeHO y
riaBi 8 1poro po3ziny. JlogaTKOBO creljiabHi BUMOTH /10 MaTepiasiiB peeCcTpaliiiHOro
JIOChE Ha JIiKapCbKi 3acobu mporpecuBHOI Teparii (BUCOKOTEeXHOJIOTiuHiI TiperiapaTy)
ormucadi y myHkrax 12.2, 12.3 ta 12.4 11i€i rnaBu 0poro po3pisy. 3a HeoOXiJHOCTI,
BPaxOBYHOUM  OCOOMMBOCTI  /iKapCbKMX  3aco0iB  MporpecMBHOI  Teparrii
(BUCOKOTEXHOJIOTIYHI TpernapaTH), A0 MarTepiasiB peecTpaliiHOTO [10Ch€ HAaJA€ThCs
JlofnaTKoBa iHbopmaljisi.

Yepe3 crenudiudy TIpUpoAy JTiKapcbKuX 3aco0iB TpOTrpecwBHOI  Teparii
(BMCOKOTEXHOJIOTiUHUX TIperiapaTiB) MOXKyTb OyTU HaZlaHi Marepiasu, 110 CKiajeHi
BiJIIOBiIHO /710 HAyKOBUX KepiBHUIITB 3  e(heKTUBHOCTi, Oe3reku Ta sKOCTi
BUCOKOTEXHOJIOTIUYHMX TIperapariB Ha OCHOBi OLIHKU pHU3WKY [/ BU3HAUYEHHS
CTyTIeHSI SIKOCTi, JOKJIiHiIuHi Ta K/iHiuHI JaHi, sKi OyZyThb BK/IIOUEHi [0 MarepiasiB
PeeCTpaLiiHOTO JJOChE.

Matepianu peecTpalliiHOTO /I0Ch€ MOBHMHHI BK/IFOUATH aHasli3 PU3MKIB, 1110 MOXXe
OXOIUTIOBAaTH BCIO Po3poOKy. IHdopmallis 1mpo ¢dakTopyu pU3MKY, SIKi MOXXYThb
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PO3T/ISIIaTHCS, TIOBUHHA BiZiloOpakaTH: MOXO/pKeHHsI K/ITHH (ayTOJ/IOTiuHi, rajloreHHi,
KCEHOT'eHHi), 37aTHICTh J0 pO3pOCTaHHA Ta/abo BHJO3MiHIOBAaHHS Ta iHIillTiFOBAaHHS
iMyHHoi BigmoBifi; MaHiny/sALil Ha KIITUHHOMY PpiBHI; KOMOiHallis KMTUH 3
OioakTMBHUMU MOJieKy/J1aMu abo CTPYKTypHUMM MaTepiasaMu; TIPUPOAY JIiIKapChbKOTo
3aco0y TeHHOi Teparii; CTymiHb 3[aTHOCTI /0 perutikaiii BipyciB abo
MIKpOOpraHi3miB, 1110 BUKOPUCTOBYKOTHCA IN ViVOo; piBeHb IHTerparjii HyK/IeiHOBUX
KUCJ0T abo reHiB y reHoM; TpuBaja (PyHKLiOHa/JbHICTb; PU3WK OHKOTE€HHOCTI Ta
croci6 BBeZieHHsI ab0 3aCTOCYBaHHS.

Marepianu peecTpaljiiHOrO [JOChE€ IOAO aHaji3y PHU3UKIB MOXYTb MICTUTH
indopwmariito Tipo BifmoBiaHi goKmiHiUHI Ta KmiHiuHiI gaHi abo JOCBiA 3acTocyBaHHS
IHIIUX BUCOKOTEXHOJIOTIUHUX Mperiaparis.

By/b-sike BiiIXWIeHHs Bi/i BUMOT LIbOTO TIYHKTY Ma€ OyTH HayKOBO OOTPYHTOBAHO
y Mogayni 2. Marepiany peecTpaljiiHOro Aocke Moaynst 2 Tako>X MOXKYTb BK/IFOUaTH
iHdopmaliito 11]0/10 aHaMi3y pU3UKIB, 1[0 ONMKCAHWW BUIle, Y pa3i 3aCTOCyBaHHS. Y
TaKOMY BUIAIKy Ma€ OyTH OL[iHEHO BUKOPHCTOBYBaHY METO/MKY, TIPUPOAY TEBHUX
PU3UKIB Ta pe3yibTaTd MiAXOLY Ha IIiJCTaBl OLIHKWA PU3KKY JJIs TpOorpamu 3
PO3pOOKHM Ta OIL[iHKH, a TaKOXK Mae OyTW HaflaHWM omuc Oy[ab-sIKUX BifXWieHb Bif
BUMOT LIbOI'0 TYHKTY BHAC/II0K aHasli3y PU3HUKIB.

12.2. CrienjiasibHi BUMoru o Mogayiis 3:

12.2.1. CrienjiasibHi BUMOTHM [JIs1 YCiX JiKapCbKUX 3aco0iB mporpecuBHOI Teparil
(BMCOKOTEXHOJIOTiUHi MperapaTu):

Y wMarepiaslax peecTpaiiiHOrO J0Cbe HeoOXigHO HagaTH OIMKUC CUCTEMH
TIPOCTEXKYBAHOCTI, SIKYy 3asBHUK Oy/le BCTAHOBJIIOBATH Ta MiJTPUMYBATH /ISl TapaHTii
TOrO, 1[0 OKpeMHUM MPOAYKT Ta MOT0 BUXIiJHI MaTepia/M i CUPOBMHA, BK/IOYAKOUX yCi
PEUOBHHM, L0 BCTYNAKOThb Yy KOHTAKT 3 K/IITUHAMU 1 TKAaHWHAMH, L0 MOXYTb
MICTUTHCST y TIpemapaTi, MOXXyTb OyTH TPOCTEXeHi 3a [JOIOMOrOI BCTaHOBJIEHHS
TIOXO/PKeHHs1, BUPOOHULITBA, YTIaKOBKH, 30epiraHHsi, TPAHCIIOPTYBAHHS Ta JOCTABKHU Y
3aKJ/1a/l OXOPOHU 3710pOB’51/yCTaHOBY.

CuctemMa npocTe)KyBaHOCTI 100 JIFOACbKUX KJIITUH Ta TKAHWH, a TAKOX KJIITHUH
KPOBI Ma€ BIZIMOBIIaTX BUMOTaM, BCTAHOBJIEHUM Y BiJITIOBIJHUX KepPiBHULITBaX.

12.2.2. CneriianbHi BUMOTH [I/1s1 TiKapChKUX 3aC00iB TeHHOI Tepartii:

Jlikapcbkuii 3acib reHHOi Tepamii — OiosioTiuHMM JiKapCcbKuii 3acib, sKomy
BJIACTUBI TakKi XapaKTepPUCTUKMU:

Jlifoua peyoBMHA TAKOrO JKapCchbKOro 3aco0y MiCTUTh abo CKIaflaeTbCs 3
peKoMOiHaHTHOI HYK/JIeITHOBOI KHC/IOTH, III0 BHKOPUCTOBYETHCSI ab0 BBOAUTHCS
JFOZIVHI 3 METO BTIOPSIAKYBAaHHS, BiHOBIeHHS, 3aMiHM, [Jo/laBaHHS ab0 BU/IyUeHHs
FeHeTHUYHOI ITOC/IiIOBHOCTI;

fioro TeparieBTMUHA, IpodinmakTHuHa abo iarHOCTMYHA [iig TIOB's3aHa
Ge3rocepeiHbO 3 TIOC/IIOBHICTIO peKOMOiHAHTHOI HYK/IETHOBOI KHC/IOTH, $IKYy BiH
MiCTUTB, a00 3 MPOAYKTOM reHeTUYHOI eKCIIpecii 1i€l moc/TiJOBHOCTI.

o nmikapchKux 3aco0iB TeHHOI Tepartii He Ha/ieXXaTb BaKLWHU AJIs1 IPOQiaKTUKY
iH(eKIiITHMX 3aXBOPIOBaHb.

JlikapchKi 3ac00u reHHOI Tepariii BK/IFOUatoTh:

YUCTY HYKJ/IeIHOBY KUCJIOTY;

CKJIaZIHY HYK/IeTHOBY KHUC/IOTY a00 HeBipyCHi BeKTOPH;
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BipYyCHIi BEKTOpUY;

reHeTUUHO MOAU(IKOBaHiI KTiTUHU.

Y Marepianax peecTpaiiiHOrO [J0Ch€ /s JIIKapCbKHUX 3aco0iB TeHHOI Teparrii
MOBUHHO OyTH BifjobparkeHO iHhOpMallito MpO TPH OCHOBHI efleMeHTH BUPOOHHUYOTO
rporiecy:

BUXi/[HIi MaTepiasu - MaTepiaiy, 3 SKUX BUPOO/SIETHCS Jif0Ua peyoBHHa, TaKi SIK,
HarpuKJ/iaji, TeH, 1110 CTaHOBUTh iHTepec, Mia3Miziu ekcripecii, 6aHKW K/IiTUH Ta 3aracu
BipyciB ab0 HeBipyCHMI BEKTOP;

A®I abo fgiroua peuoBHUHA - peKOMOiHAHTHHI BEKTOP, Bipyc, uMcTi abo ckmazHi
MJ1a3Mmifiy, KIITHHU, 1[0 TPOAYKYHOTb BipyC, TeHeTHYHO MoudikoBaHi in vitro
KJ/IITUHY;

TOTOBUM J/TiKapCchKui 3acib - fgiroua peuoBrMHa B 11 KiHI[eBiM Oe3rocepeHii
YIIaKOBLL /i TIPU3HAUEHOr0 MeJUYHOr0 3aCTOCYBaHHS. 3ajle)XHO BiJ TUITY
mikapcbKoro 3aco0y mporpecwBHOi Teparii (BHCOKOTEXHOJIOTIUHOTO TIperapary),
criocoby Ta yMOB MOT0 3aCTOCYyBaHHS Moyke OyTHv 1moTpibHa 06poOKa KT TUH MaljieHTa
ex vivo.

ITo MaTepiastiB peecTpariiiHoro focke y Moy 3 HeobxiziHO HafaTu:

a) iHdopmaiiito Mpo BiAMOBiZIHI XapaKTepUCTUKH JiKapChKOro 3acoby reHHOI
Tepamii, BK/IKOYAlOUM KWOro eKCIpecito B MOMNy/sALii L[iTbOBUX KJIITHH, a TaKOX
iH(opMaliito 1[o/0 JyKepesa, CTPYKTYPH, XapaKTepUCTHK Ta BU3HAUEHHS CIIPaBXXHOCTI
KOJIyIouOi TIOC/Ii/JOBHOCTI TeHa, BK/IOUalOuu 1i IjticHicTb i crabinpHicTh. Kpim
TeparneBTUYHOr0 TeHa HeoOXigHO HazaTh iHdOpMallito PO IOBHY IOC/IiIOBHICTE
IHIIIMX TeHiB, PeryJ/sATOPHI eJileMeHTH Ta CKeJleT BeKTOpa;

6) iHdopmMarljito 1[0/J0 XapaKTepUCTHUK BEKTOPA, KU BUKOPHUCTOBYBABCS [IJIsl
TepeHoCy Ta JOCTaBKM TeHa. BoHa TOBWMHHa BK/IOUaTH (i3uKo-xiMmiuHi Ta/abo
6ionoriuHO-iMyHOJIOTiUHI XapaKTepPUCTUKH.

Iis ikapCcbKUX 3aco0iB, B SKMX BUKOPHCTAaHO MiKpPOOpraHi3Mu (HalpuKIaf,
Gaktepii abo Bipycu) jyis mepeHocy TeHa (GiosoriuHuii repeHoOC TreHa), HeoOXiJHO
HaJiaTH iH(pOpMaLlil0 PO MaTOreHHICTh BUXiJAHOIrO 1ITamy Ta MPO WOro TPOIHICTb 0
MeBHUX TKAHWH 1 BUJIB KJ/IITHH, a TaKOX MPO 3a/Ie)KHICTh B3a€EMOJII BiJ| K/IITUHHOTO
LIUKJTY.

s nikapcbKux 3acobiB, B SKMX BUKOPUCTAHO HeOiosioriuHi 3aco0u mepeHoCy
reHa, HeoOXigHO HagaTH iHdopMaliito Mpo (i3uKo-ximMiuHi B/IACTUBOCTI OKpPeMHX
KOMITIOHEHTIB Ta Bci€i KoMbiHaIlii;

B) OIMWC TIPUHIMIIB CTBOpeHHA abo0 TMiATpUMKKM 0aHKy KITHH Ta ix
XapaKTePUCTUK, SIKi HaJieXXaTh /10 TiIKapChbKUX 3aC00iB, 1110 TIePeHOCATh I'eH;

r) iHdopMaiiito 1mpo mpxepesno KIiTHH, 1[0 MiCTSTh peKOMOiHaHTHUIA BEKTOP.

SIKIII0 mKepesioM KIiTHH € JII0MHA, TO HeoOXigHO HajaTh iHdopmariiro mpo ii
BiK, CTaTh, pe3y/JbTaTW MiKp0biosOTiuHOrO Ta BipyCHOTO MAOCHTi/KeHb, KpHUTepii
BUKJIFOUEHHS Ta KpalHy IPOKMBaHHS.

SIKIo  KepeyioM KIIITHH € TBapWHa, TO HeoOXifHO HajaBaTH [JOKIaJHY
iH(opMaliito 1o0:

JyKeperia TBapyH;

yTPUMaHHS TBapHH Ta OISy 3a HUMU;
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TPaHCT€HHUX TBAPWH (METOAU CTBOPEHHS, XapaKTePHUCTHUKA TPAaHCTeHHUX KITITHUH,
XapakTep BBeJEHOT0 T'eHa);

3axO0/iB 111070 3arto6iraHHs Ta KOHTPOJTIO iHGhEKIIi y TBApUHHUX JOHOPIB;

TeCTyBaHHSI Ha HasiBHICTb 30yHUKIB iH(eKIIil;

MpUMILI|eHb;

KOHTPOJIIO BUXIJHUX MaTepiaiiB i CHpOBUHU.

HeoOxifHO HazaTth omuc MeToAy 300py KIIiTHH, BK/IOUAlOUM MicCle, THII
TKaHWHU, pobouunii mpoliec, TpaHCIIOPTYBaHHsI, 30epiraHHs Ta CUCTeMU Bi/iCTeXeHHS,
a TaKO>XX MPOIieAyPH KOHTPOJIIO T1if] uac 360py KITiTHH;

I') OI[iHKY BipyCHOI 6e3MeKu, a TaKO)K CUCTEMHM Bi/ICTe)KeHHS JTiIKapChKUX 3acobiB
Bi/l JOHOpA [0 TOTOBOTO JIiIKAPCHKOTO 3aco0y, 1110 € BayK/TMBOKO UYaCTUHOIO MaTepiasliB
peecTpaliiitHoro JIoChb€, 10 Haja€Thcs. Harpuknaaa, Mae OyT BHK/IIOYeHa
MPUCYTHICTb BipyCy, 10 34aTHUW [0 perviikKaiii, y [pKepejaxXx HeperliKal[iiHuX
KOMIIeTeHTHUX BipyCHUX BeKTOPIB.

12.2.3. Crierjia/ibHi BUMOTH 0 JTIKAaPChKUX 3ac00iB COMaTOK/TITMHHOI Tepartii.

Jlikapcekuii 3acib cOMaTOKMTITUHHOI Teparii — GiosoriunHuil nikapcbKuii 3acio,
SIKOMY BJ/IaCTUBI Taki XapaKTepUCTUKU:

MICTUTb UM CK/IAJA€ThCS 3 KMTUH abo TKaHWH, 0iosoriuHi XapaKTepuCTHKH,
¢izionoriudi ¢QyHKIii abo CTPYKTYpHi B/ACTUBOCTI $IKMUX € Ba)KIUBUMM IS
K/IiHIYHOTO 3aCcTOCyBaHHs, Oy/M 3MiHeHi y pe3y/bTaTi 3HAUHWUX MaHiMyssiiii abo 3
K/JIITUH YW TKAHWH, SIKI He TIpU3HauyeHi /i1 BUKOPUCTAHHA 3 TIE€H0 CaMOK METOH Y
JIoHOpa abo perurieHTa;

Ma€ BIaCTUBOCTI fijisl, ab0 BUKOPHUCTOBYETHCS Y, a0 BBOJUTHCS JFOAVHI 3 METOHO
JIIKyBaHHSI, nmpodimakTik  ab0  MiarHOCTHKM ~ 3aXBOPIOBAHHSI  IIIJISIXOM
cdapmakoJioriuHoi, imyHoioriuHoi abo MeTabosTiuHoiI Ail oro KaiTHH abo TKaHUH.

JIikapchKi 3ac061 COMaTOK/TITHHHOI Tepartii BK/TFOUal0Th:

KJIITAHW, $Ki 3a /JONOMOIOK MAaHIMNy/salid 3MIiHWAM fIKICHI Ta KiJbKICHI
rapaMeTpy CBOiX iMYHOJIOTiUHHX, MeTabomiuHux abo iHmMX GYHKI[iOHATBHUX
B/IaCTHUBOCTEH;

KJIITHHU COpPTOBaHi, BifibpaHi, 3 SKWMM ITPOBEJEHO BiJIOBiAHI MaHimysALii Ta
fKi Hagani OynyTb 3aZiisiHi y BUPOOHMUOMY TIpolieCci MpPU OTPHUMaHHi T'OTOBOTO
niKapcbKoro 3acofys;

MaHINyJ/IbOBaHI KJIITUHU Ta TMOEAHAHI 3 HEK/JITUHHUMM KOMIIOHEHTaMU
(Hanpukmag, OiosorivHUMU ab0 HEAaKTHBHMMHM MaTpULIIMH  ab0 MeJuuyHHUMU
3acobamm), sIKi UMHATh OCHOBHY ITPHU3HAUEHY /[Iit0 B TOTOBOMY JIiKapCbKOMY 3aco00i;

MOXiZHI ayTOMOriYHUX KJ/THH, €eKCIpecoBaHMX in Vitro 3a crerudiuHux
KYJIbTypa/JlbHUX YMOB;

TeHeTUYHO Mo/u(diKOBaHi KITHHU ab0 KITHHH, 3 SKMMH ITPOBOAMINCS iHIII
MaHimy/isii, 100 eKcrpecyBaTd paHillle HeeKCIpecoBaHi ToOMoOJOTiuHi abo
HeroMoJIoTiyHi (PyHKLIIOHa/IbHI BJIACTUBOCTI.

Bech BupoOHUUMIA TTpo1iec, Bijl 300py K/ITHH Y MaljieHTa (ayToJIoriuyHa CUTYarfisi)
[10 BBeJIeHHsI oMy JIiKapChKoro 3aco0y, BBXKAETLCSI OJJHUM BTPYUYaHHSIM.

Y MaTepiasiax peecTparjitHoOro /0Che /Jisl JiKapChbKUX 3ac00iB COMaTOKTITUHHOL
Teparii MoBUHHO OyTu BifoOpakeHO iH(OpMaLlito TPO TpU ejieMeHTH BUPOOHUYOTO

rpoLecy:
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BUXiJHI MaTepiasu - mMaTepiaii, 3 AKHUX BUPOOJISIETLCSA Aifoua peyoBHMHA, TOOTO
OpraHy, TKaHWHH, PiZIMHU OpraHi3My abo KIIiTHHUY;

A®I abo pgitoua peuoBHMHa - MaHIMy/abOBaHI K/IITMHW, KITWUHHI JIi3aTH,
npostiepyBaibHI KIITUHA Ta KIIITWUHM, 110 BUKOPHUCTOBYIOTBCS Y CIIOJyYeHHi 3
HEaKTHBHUMHU MaTPULIIMUA Ta MeIMYHUMHU 3aco0amu;

TOTOBMM JIiKapChbKUM 3acib - fiifoya pedoBWHa, IMirOTOB/IeHa y ii KiHIIeBiH
Oe3nocepeiHil yMaKoBLIi /IS IPU3HAY€HOr0 MeJMUHOTO 3aCTOCYBaHHS.

Y Matepiasiax peecTparjiiHoro 10cke y MogyJii 3 Mae OyTH npe/cTaB/ieHa:

a) 3arajbHa iH(popMmallisi 1po /itouy peuoBUHY

[itoui peyoBUHM JIiKapCbKUX 3aC00iB KJTITHHHOI Tepartii CKIafaioThCs 3 KIITHH,
AKi BHACTiZOK 00pOoOKM in Vitro mposB/ssiOTE MpodisaKTUUHI, AiarHOCTHYHI abo
TeparneBTHUHI BIACTUBOCTI, BiIMiHHI Bif iX mepBuHHMX (izionoriunmx i HGiomoriuamx
BJIACTUBOCTEM.

Heo0xifHO Ha/laTH OMMC TUITY KJITHH Ta BHUKOPUCTaHOI Ky/JbTypu. Mae OGyTu
HaZlaHa OKyMeHTallis Ha TKaHWHU, OpraHu abo 6iosoriuHi piuHu, 3 SKUX OTPUMaHO
K/TITHHH, a TAaKOK ayTOJIOTiUHWH, a/loreHHH ab0 KCeHOTeHHU XapaKTep JOHOPCHKUX
3pa3kiB Ta ix reorpadiuHe moxomkeHHs. HeoOXigHO HagaTH [eTaJbHUA OMUC
3aroTiB/i K/TiTWH, 3pa3KiB Ta yMOB iX 30epiraHHS [0 Tofanbiioi 006pobku. [lis
aJloreHHUX KITUH 0co0MMBY yBary HeoOXiZHO TIPUIMMTY Halrepilii cTafii mpolecy
- Binbopy moHopiB. Mae 6yTy HajjaHa iHdopMallisi PO TUIT MPOBeAEHUX MaHIMy/ s
i bizionoriuny (yHKIIit0 KIiTHH, SIKi BAKOPUCTOBYIOThLCS SIK [liF0Ua peuOBHHa;

6) indopmariis 111010 BUXiAHUX MaTepiamiB A/ Aitouoil peuoBHHH.

12.2.3.1. ComaTtuyHi KJIITUHHU JIFOJUHU:

JIikapceki 3aco0bu COMATOKIITHHHOI Tepariii 3 BUKOPHUCTAaHHSAM KITiTUH JFOAUHU
BUPOOJIAIOTECS 3 MEBHOI KiMBKOCTi (ITy/y) JKUTTE3JATHUX KIITHUH, SIKi OTPUMYIOTH y
pe3y/ibTaTi BUPOOHWYOTO TIPOLeCy, 10 MOYMHAETLCS Ha PiBHI opraHiB abo TKaHWH,
OTPUMaHMX BiJ| MIOAWHU, a00 Ha PiBHI WiTKO BU3HaueHOI cUCTeMU OaHKy KJIiTHH, /e
KIITUHHUAN TIyJT Ha/leXXuTb [0 Oe3riepepBHUX K/IITUHHUX JiHiH. Y paMKax I[bOro
PO3/iay [iF0YOK) PEYOBMHOI BBA)KAETHCS MOCISTHAW MY/ K/IITUH JIFOAUHU, @ TOTOBUM
MKapCbKUM 3aco00M BBa)Ka€ThCSl MY/ KIITUH JIOJWHWA, BUTOTOBJIEHUX ISl
MPU3HAUEHOT0 MeJWYHOr0 3aCTOCYBaHHS. Y Marepiasax peecTpaLiiHOro J0Che
HeoOXi/[HO HajaTH TIOBHY iH(opMallito Mpo BUIXi/JHI MaTepianu Ta KOXHY CTafito
BUPOOHUYOTO TIPOLIeCY, BK/IFOUAKOUM MMUTAaHHS BipyCHOT Oe3reKu.

Y Marepianax peecTparjiiHOro Joche HeoOXifHO HajaTH iH(opMallito Tpo Taki
XapaKTepPUCTUKH JIOHOpa, SK BiK, CTaTh, MIiKpoOio/OTiuHuii CTaTyc, KpHUTepil
BUK/TFOUEHHS Ta KpaiHy MPO>KMBAHHS; OIMKC BiZOOPY 3pa3KiB, BKIIOUAIOUH MiCIle, THII,
poboumnii Tpoliec CTBOPeHHs ITyJly, TiepeBe3eHHs; 306epiraHHs Ta MOHITOPUHT; METOZU
KOHTPOJTIO BiZibopy 3pas3KiB.

OkpeMi BUMOIH, BUK/aJeHI [Ji1 COMaTUUYHUX KI/ITHUH JIFOOWHU, CTOCYRHOTHCS
iHdopmaliii 1110710 TATOTOBKY Ta KOHTPOJIO SIKOCTi CUCTeM CTBOPeHHsI OaHKY KJTiTHH.
L1i ocobnmMBOCTi Hame)XaTh [J0 aJIOTeHHUX i KCeHOTeHHUX KJTiTHUH.

Y Marepiajziax peecTparjiiHOro J0oChe HeoOXiZHO HagaTH iH(opMariifo Mpo
BUKOPUCTaHHS Oy/Ib-9KOi CUPOBWHU (HANpHUK/IQ[, ITUTOKUHIB, dakTopiB pocTy abo
KY/JIbTYypaJbHOTO Cepe/loBHIlja) ab0 MOKIMBUX [IOMOMDKHHUX PEUOBMH i MeAUUHHX
3aco0iB (HarpuK/aj, 3aco0M /i COPTYBaHHS KIiTUH, GiocyMmicHi rosiMepu, MaTpHiii,
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BOJIOKHA, TPaHy/IMW) 3 TOUKMU 30py iX OiocymicHOCTI, (hyHKIIOHaJBbHOCTI, a TaKOX
PU3UKY Mepezadi 30y IHUKIB iHGeKIIii.

12.2.3.2. TBapuHHI COMaTHUYHI KTITUHU (KCEHOTeHHI):

Y Marepiaax peecTpalifHOTO [OCbe HeoOXiJHO HajaBaTH [JOK/IaJHY
iHopMaLlito 100 TAKUX MUTaHb:

JyKeperia TBapyH;

TPUMaHHS Ta AOIJIs[ 3a TBAPUHAMU;

reHeTUYHO MOJU(DiKOBaHI TBapWHU (METOAW CTBOPEHHS, XapaKTepHUCTHUKH
TPAHCI'eHHUX KJIITHH, XapaKTep BBeZileHOro abo BUITyueHOr0 HOKayTHOTO TeHa);

3aX0/IY I1[0/I0 3arto0iraHHs Ta KOHTPOUTIO iHGEKIIiM Y TBApUHHUX I0HOPIB;

TeCTyBaHHSI Ha HasIBHICTb 30yIHUKIB iH(EKIIi1, BK/IF0Ual0ul MiKpOOPTaHi3MH, 1[0
repelaloThCsl BEPTHUKAIBHO (TaKOXX €HJJOTeHHI peTPOBipyCH);

yCTaTKyBaHHS;

CUCTeMU CTBOPEHHsI 0aHKY KJTiTHH;

KOHTPOJIb BUXIIHUX MaTepiasiB i CUDOBUHHU.

Y Marepianax peecTpalliiHOro 0cke y Moayi 3 Mae OyTu rpejicTaB/eHa:

a) iHdopmallis Tpo TIpoljeC BUPOOHMUIITBA [if0UOi DPEUOBHMHM i TOTOBOIO
niKapCchKOro 3acoby - HeoOXifHO HazaTH iH(hOpMaIlito Mpo pi3Hi cTajil BUpOOGHUUOTO
TIpoliecy Taki, SIK, HaTlpuK/aj, BifiJileHHs] opraHa/TKaHWHU, BUOIp MOMy/IsALiil KIiTUH,
10 CTAaHOBUTb iHTepec, KyJbTUBYBAHHS KJITHH in Vvitro, TpaHc(opMaLlis K/IiTUH 3a
JlorioMororo ¢hi3MKO-XiMiuHHX areHTiB abo MIJITXOM MepeHoCy reHa;

0) XxapaKTepHUCTHKa [itouoi peuoBHHHU - He0OXiJHO HaflaTH BCro iH(opMailito, sika
CTOCYETHCA LIbOTO IYHKTY, MPO XapaKTepPUCTUKU TIOMYJIALII K/IITHUH, 1[0 CTAHOBJIATH
iHTepec, BK/ItOUaroud ii ieHTUUHiCTb (OpUTiHaIbHI BUAW, OEHIHTOBAa [IUTOreHETHKA
(banding cytogenetics), mopdoJioriunuii aHami3), uncToTy (mobiuHi MiKpoOHi areHTH i
KJIiTHHHI 3a0pyAHIoBadi), cumy Ail (meBHa 6iosioriuHa aKTHBHICTB) Ta TMPHUAATHICTDb
(aHasti3 KapioTuIly Ta OHKOT@HHOCTI) [/l IPU3HAYeHOr0 MeIMUHOr0 3aCTOCYBaHHS;

B) (hapmarieBTMUHa po3poOKa roTOBOrO JiKapchkoro 3acoby - Kpim iHdopmariii
npo crietiidivuHui crocib BBesieHHsI (BHYTPIlIHbOBeHHA iHGY3isl, TOKa/lbHA iH'€KITis,
XipypriuHa TpaHCIJIaHTal[is) Ma€ OyTH TaKOXK HaZlaHa iHdopMallisi PO MO’K/IMBe
BUKOPHCTaHHS JIONIOMDKHMX MeAUYHUX 3aco0iB (6iocyMicHUX To/iMepiB, MaTpUllb,
BOJIOKOH, TPaHy/) 3 TOUKU 30py iX 6ioCcyMiCHOCTI Ta 3HOCOCTIMKOCTI;

I') cCMCTeMa MPOCTeKyBaHHS - HeOOXiZIHO HaZlaTH JOK/IaJHY CXeMy TpoLiecy, sKHii
3abe3reuye cucTeMy TIPDOCTeXXyBaHHSI TIperapariB BiJj [J0oHOpa [0 TOTOBOTO
niKapcbKoro 3acoby.

12.2.4. CrernjiabHi BUMOTH [0 JiKapCbKMX 3aco0iB TIporpecuBHOI Teparii
(BMCOKOTEXHOJIOTIYHI Mperaparu), 110 MIiCTATb MPUCTPOI /151 BBeIeHHS:

Y MaTepiasax peecTparjiiiHOro [J0Che€ HeoOXimHO HagaTH ommc  (QisuuHuX
XapaKTepUCTUK Ta [ii TIPOAYKTY, a TAKOXK OMUC METO/iB IMPOEKTyBaHHS IMPOAYKTY.

HeoOxiZiHO orycaTy B3a€EMOZiI0 Ta CIIO/IyUyBaHiCThb T'eHiB, KJIiTUH Ta/abo TKaHUH
i CTPYKTYPHUX KOMIIOHEHTIB TIPUCTPOIO.

[Tpuctpiit Ayt BBeleHHsT a0 aKTHMBHUM MeAWUYHHWM BUPiO, 10 iMIIaHTYETHCS,
MOXXYTb OyTH HeBiJ€MHOI0 UaCTHHOIO [it0uoi pedyoBUHU. SKINO TPUCTPiN s
BBe/leHHs1 ab0 aKTHWBHUW MeAWUHWN BUPiO, 10 IMIIAHTYETbCS, KOMOIHYeTbCS 3
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K/IITHHAMU TIiJi YaCc BUPOOHUIITBA, 3aCTOCYBaHHS ab0 BBeJ|eHHS TOTOBUX TPOAYKTIB,
BOHM MMOBHHHI PO3T/ISIIaTUCS SIK HEBiJl'€MHa yaCTHHA FOTOBOTO JIiIKapChKOTO 3aco0y.

Y Martepiajlax peecTpalifHOro0 J0Ch€ HeoOXiJHO HazaTth iHdopmailito, II0
CTOCY€ETbCSI TIPUCTPOIO /i1 BBeJleHHST ab0 aKTWBHOTO MeAMUYHOTO BHUPOOY, II0
iMraHTyeTbest (1[0 € HEBi'€MHOI0 YaCTUHOIO [ifouoi peyoBUHU ab0 TOTOBOTO
miKapcekoro 3acofy), Ta € HeoOXifHOO JiIT  OLIHKKM  KOMOiHOBaHOTO
BHCOKOTEXHOJIOTIUHOro rpenapary. Taka iHdopmalisi Ma€ BK/IFOUaTH:

a) iHdbopmatiito rpo BUOIp Ta 3aryiaHOBaHy (YHKI[it0 IPUCTPOIO [I7Is1 BBEJIEHHS Ta
JIeMOHCTpaLlit0 CyYMICHOCTI TIpDUCTPOK [Jisi BBeJEHHS 3 IHIIMMMU CKJlaJJOBUMU
IPpOAYKTY,

0) moKa3u BiAMIOBiTHOCTI YaCTUHU MPUCTPOIO ZIJisl BBe/IeHHS 3arajbHUM BUMOTaM,
BCcTaHOBJIeHUM JIupekTrBoro 93/42/€E€C «Meauuni npunazau. Meauute obagHaHHS.
Meayuni mpucTpoi» abo iHIIMM UYWHHAM HOPMATHUBHUM aKTOM, Bi/IOBiZHOCTI
YaCTUHMA aKTUBHOTO MeJWYHOro BUPOOY, II0 iMIJIaHTYEThCS, 3arajJibHUM BUMOTaM,
BcTaHOB/ieHMM [TupektuBoto 90/385/€€C «AKTHBHI MeAWYHI TIPUCTPOI, IO
IMIIAHTYIOTbY;

B) 3a HeOOXiTHOCTi /JOKa3 Bi/IMOBiHOCTi TIPUCTPOIO /1S BBe/IeHHsT a0 aKTUBHOTO
MeZIMUHOr0 BHUPOOY, 1[0 iMIUIaHTY€EThLCS, TTOCH/Ialounch Ha KepiBHMIITBO 3 MiHiMi3allii
pusuKy nmnepejaui 30yAHMKIB TyOuaToi eHiledasionaTii TBapuH 3 JiKapCbKUMH
3acobamu (miroue BujaHHA, omybsikoBaHe Kowiciero B Odirjitinomy 6ronereHi
€BpOIeNCHKOr0 COI3Y);

r) 3a HasBHOCTiI/HAa BuUMOry LleHTpy pe3yabTaTH Oy[b-KOi  OLIiHKH
KOMITETeHTHUM OpraHoM, IO IPOBOAUB TakKy OL{iHKY, YaCTUHU T[PUCTPOIO [JIs
BBeJleHHSI ab0 YacTWHU AaKTUBHOTO MeJWYHOro BUpOOy, II0 iMITIAHTYEThCS,
TpOBeJIeHOI KOMIIeTEHTHMM OpraHoM Ha BiAMOBigHICTE BuMoOram /IMpeKTUBU
93/42/€EC «Memnuni npunaau. Meguude obsjagHaHHSA. MeawuHi MpUCTPoi» abo
HupektuBu 90/385/€€C «AKTUBHI MeIMUHI MPUCTPOI, 1110 IMIIAHTYHOTb».

12.3. CnierjiasibHi BUMoru 1o Mopayiis 4:

3araJbHOTNPUKHATI BUMOTH [0 MaTepiasiB peeCTpaLiiHOrO /10Ch€, BUK/IaIEHUX y
Mogayni 4 111010 JOK/TiHIYHOTO IO0C/TiI)KeHHsI TiKapChKUX 3aco0iB, He 3aBX/AU MOXKYTh
3aCTOCOBYBATHUCh II[0/I0 MaTepia/liB peecTpaljifHOro Z0Chbe [/s1 TiKapChKUX 3aco0iB
FeHHOI Ta COMAaTOK/IITMHHOI Tepariil y 3B'3Ky 3 BHUHATKOBMMU Ta Pi3HOMAaHITHUMU
CTPYKTYPHUMH Ta O0iO/NIOTiYHMMM BJIAaCTUBOCTSIMHA TaKUX JTIKAPCBKUX 3aco0iB,
BK/TIOUAIOUM BHUCOKWW CTYyMiHb crerudivyHOCTI BHUAIB, crerudiuHicTh cy6'eKTa,
iMyHosoriuHi 6ap'epu Ta BiAMIHHOCTI y MJIeHOTPOITHUX peakKilisiX.

Y Mogyni 2 HeoOXigHO HajgaTH BigMOBigHEe OOIPYHTYBaHHS [JOKJIiHIUHOI
PO3p00KM Ta KpUTeEPIiB, 1[0 BUKOPUCTAHI 11 BUOOPY BiATIOBiTHUX BU/IIB i MOie/el.

3a moTtpebu HeobxigHO imeHTHbiKyBaTH abo po3pobuTH HOBiI Mofen Ha
TBAapWHAaX, 11[00 MaTH 3MOTy eKCTpario/ifoBaTH Ha JIFOJUHY ZaHi Moo crieludivyHoT
aKTHUBHOCTI Ta TOKCHYHOCTI. Y MaTepiasax peecTpaljiiHOro JoCche HeoOXiJHO HazaTh
HayKoBe OOIDYHTYBaHHS BHKOPHCTAHHS ITMX MOJIe/iel 3aXBOPIOBAHHS Ha TBapWUHAX
JU1st 3a6e3meueHHs Oe3MeKH Ta ITi[TBePIKeHHS e()eKTUBHOCTI JIIKapChKOTOo 3aco0y.

12.4. CrierjiasibHi BUMoOru o Moy 5:

Y Marepianax peecTpalifHOro /0Ch€ HeoOXiZHO TMpOAEeMOHCTPYBaTH
edeKTUBHICTh BUCOKOTEXHOJIOTIUHUX JIiIKapChKUX 3aco0biB, SIK 1je ommcaHo y MogyJti
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5. OpHak, MO)Ke BUSBUTUCA, 110 Oy/70 HEMOX/IMBUM TIPOBe/leHHS KJIiHIUHUX
BUTIPOOYBaHb 3TiJJHO i3 3araJbHONPUMHATAMUA BHMOTAaMU IIIOZI0 TIEBHUX JTiKapChKUX
3ac00iB Ta MEeBHUX TeparieBTMUHUX T0Ka3aHb. Y MaTepiajiaX peecTpaljiiHOTO [J0Che
Mopgynst 2 HeoOXifHO HalaT OOIPYHTYBaHHS Oy/[b-SIKOTO BiJIXW/IEHHS Bif iCHyrOumMx
BUMOT.

Y Marepiasiax peecTpaliiiHoro gocke Mogy/si 5 oBUHHO OyTH BifjoOpakeHO Ti
0CcOo0JIMBOCTI, 1[0 MOKe MaTH KJliHiuyHa po3poOKa JliKapChKUX 3ac0obiB MpOrpecuBHOI
Teparii yepe3 CK/JaJHUM Ta /abiTbHUIN XapakTep Aitounx peyoBuH. lle muTaHHSA
rnoTpe0ye TOAATKOBOTO PO3IJIsiAy yepe3 0COBIHMBOCTI XKUTTE3AATHOCTI, TIpostidepariii,
Mirpamii Ta audepeHrialii KITUH (COMaTOK/IITHHHA Tepariisi), uepe3 0CO0/MBi
K/TiHiuHi 00CTaBMHM, 3a SIKUX BHKOPUCTOBYIOTHCS JiKapChbKi 3acobu, abo uepe3
0Ccob/IMBUI MeXaHi3M [Iii, 1110 3/[iCHIOETHCS uepe3 eKCTpecito reHa (reHHa Tepartisi).

Y 3asBi MMpo peecTpaillif0 BUCOKOTEXHOJIOTIUHUX TiKapChKUX 3acobiB HeoOXigHO
3a3HauUTH 0COOMMBHUI pU3MK, IO TIOB'SI3aHMN 3 TaKWMH JTIKADCBKUMM 3acob0amMu Ta
BUHHKAE uepe3 TIOTeHI[iliHe 3a0pyaHeHHs iHbeKiiiHuMy 30yaHukKamu. OcobvBuid
ak1[eHT HeoOXi/[HO 3pOOMTU Ha paHHIX CTafisgx po3pobKU, BKIHOUaOUn BUOIp JOHODIB,
3 ofHOTO OOKy, i TepameBTHMUHe BTPY4YaHHS B I[i/IOMY, YK/IIOUalOud BiJmoBigHe
TIOBOZIP)KE€HHS 3 JIIKapChbKUM 3ac0b0M, Ta MOT0 3aCTOCYBaHHS, 3 iHIIIOTO OOKY.

bisbllle TOro, y BiANOBIAHUWX BUIMAaJKaxX MaTepialu peecTpaljiiHOro J0Che
Mopyist 5 TOBUHHI MiCTUTH iH(OpMaLlito TIPO 3aX0/u I110/I0 MepeBipKU Ta KOHTPOJIIO
GYyHKIIH i PO3BUTKY J>XUBUX K/ITHH Yy PpeIUIlieHTa A/ 3arobiraHHs mepejauvi
30yAHUKIB iH(DeKI[ii pelUITiEHTy Ta MiHiMi3allii MOTEeHIIMHOTO PU3UKY /51 37I0POB'S
IHIIUX JIFOeH, TTOTYJISLIil.

12.4.1. dapmakosioriuHi JOCHi/pKeHHSI Ta JOC/i)KeHHS e(eKTUBHOCTI Yy
JIOIUHU:

Martepianu peecTpaLiiiHOTO J0Che 1100 (hapMaKOIOTiYHUX MAOCTi/PKEHb Y
JIOZVHUA TIOBUHHI HaZiaBaTW iH(OpMaLlilo MPo OUiKyBaHWK MeXaHi3M Jil, 04iKyBaHy
e()eKTUBHICTb, BUXO/IIUA 3 BUIIPaB/laHUX KiHLIEBUX LIiJIeld, PO3MO/i/ly B OpraHi3mi,
BiJITIOBiIHOTO peXXWMy J03yBaHHA Ta crocobiB BBeZieHHS ab0 MOAAIbHOCTI
3aCTOCYBaHHsI, HeOOXiTHOI /151 OC/Ti/KeHHsT Oa>kaHOo1 e(eKTUBHOCTI.

[TpoBefieHHs (papMaKOKiHeTUUHUX AOC/i/P)KeHb 3TiJHO i3 3araJbHONPUUHSATAMU
BUMOraMM MOJXKe BHSIBUTUCh HEMOJK/IMBUM [/l AE€SKUX BHUCOKOTEXHOJIOTIUHUX
nmiKapcbKuX 3aco6iB. IHO/Ii HEMOYKTMBO TIPOBECTU K/IiHIUHI 0C/TiHKeHHST Ha 37J0POBUX
n00pOBOBLISIX, @ BU3HAUEHHSI [J03U Ta KiHETHUKU JIIKAPCHKOTO 3aco0y yCK/afHeHO.
OpHak y MaTepiajax peeCcTparjiiHOro A0Che HeoOXifHO HazaTh iHGOpMALIi0 TIPO
BUBUEHHSI PO3MOJiIy Ta TIOBeAiHKMA JIiKapCbKOTO 3aco0y in Vivo, BK/IIOUYArOUH
nposicdepallito KJIITMH Ta iX [JOBFOCTPOKOBY (YHKI[iFO, a TaKO)X TIPO CTYITiHb
PO3MO/i/Tly TeHHO-iHKeHepHHUX JIiIKapChKUX 3aco0iB Ta TpUBanoCTi OaykaHoi eKcrpecii
reHa, TIPO BUKOPHCTAHHS Ta, 3a HeoOXigHOCTI, po3poOKy BiATOBiAHMX TeCTiB s
MOHITOPUHTY KJ/IiITUHHOTO TIperapaTy abo KJIiTHHH, 1[0 eKCrpecye HeoOXifHWM TeH B
opraHiaMmi MOAWHMW, Ta [ KOHTpo/it0 (YHKII KmiTuH, sKi Oyso BBefgeHO abo
TPaHC(EKTOBAHO.

Y Marepianax peecTparjiiHOro Jochbe Ma€ OyTU Ha/laHa OIliHKa e(eKTUBHOCTI
Oe3rmekr BHCOKOTEXHOJIOTIYHOTO JIiKapChKOTO 3acoby, 1110 TIOBUHHA BK/IHOYATH
JOKJIAHAKW OMMC Ta OL{iHKY TepareBTUYHOI TIpoLeAypyd B LiJIOMY, BKJ/IHOYAKOuu
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ocob/mBi criocobu BBeseHHs (Taki K TpaHCGEKIis KMTHH eX Vivo, MaHimyJ/siii in
vitro abo BUKOPUCTaHHA MeTOZiB iHTepBeHI[ii) i BUMPOOYBaHHS MOXK/IUBUX
[IOlaTKOBUX PEXUMIB JIIKyBaHHSl (BK/IFOYAlOUM IMyHOCYIIDECHBHE, aHTHBIpyCHe Ta
LIUTOTOKCUYHE).

Ycio rmpoueaypy HeoOXiHO arpoOyBaTv TIpU  TIPOBeZIEHHI  K/IiHIUHUX
BUTIPOOYBaHb Ta BUK/IACTH B iHPopMaLlii TIpo JlikapchbKHii 3acib.

12.4.2. HayjanHs JaHux 1110710 6e3reku:

Y Marepianax peecTpaljiiHOro /J0Ch€ HeoOXiIHO BioOpa3uTy MUTaHHS Oe3reKH,
1[0 BUHUKAIOTh Yy 3B'SI3Ky 3 IMyHHOIO peakiliel0o Ha JiKapcbKi 3acobu abo Ha
eKCIipecoBaHi OinKu i ToB's3aHi 3 iMyHHHUM BiATOPrHeHHsIM, iMyHHOCYTIpeci€o abo
BiZIMOBOIO iMYHOIi30/ISILIIMHUX CTPYKTYP.

[TeBHi JiKapchKi 3aco0M TeHHOI Ta COMATOK/TITHMHHOI Teparii (HarpuK/aj,
KCEeHOT'eHHi JIikapChKi 3aco0u Ta IeBHi JliKapChKi 3aco0M TeHHOT0 TIePeHOCY) MOXKYTh
MICTUTH pervliKalliiHO-KOMIIeTeHTHI YacTKy Ta/abo 30yAHUKIB iHbekiiid. MoX1Bo
Ha [I0- Ta TIiC/SpeecTpaliiHuX CTafiax HeoOximHO OyJe KOHTPO/IIOBaTH CTaH
marfieHTa 3 TOYKKA 30py PO3BUTKY MOXKIMBHUX iHGeKIi Ta/abo TMaTo/oriyaux
yCKJ/IaZIHEHb; MOJK/IMBO, TaKWM KOHTPOJIb HEOOXiHO DPO3IMOBCIOAWUTH Ha JIIOJel, 3
SKUMU KOHTAKTY€ TallieHT, BK/IIOUal0UM MeJUYHUI [TepCoHal.

[Ipy BUKOpHCTaHHI AesKUX JiKapCbKUX 3ac0o0iB COMATOKIITMHHOI Tepamii Ta
JesTKUX JiIKapChbKUX 3ac00iB TeHHOTO TepeHOCy HeMO)K/IMBO TMOBHICTIO BUK/IHOUUTH
pU3MK 3a0pyZiHeHHs 30yAHUKaMU, Tiepejjlaya sKUX MOTeHLiMHO MoxiBa. OfHaK Liei
PU3MK MOXKHA MIHIMI3yBaTh 3a [OTOMOIOK BIANOBIAHUX 3aXO[iB, OIKMCAHUX Y
Marepiajiax peecTpaLiHoro gocke Moays 3.

3axofu, 10 € YaCTHHOK BHUPOOHWYOTO TIpPOlieCy, MOBWHHI [JOTIOBHIOBATUCS
CYTIPOBIJHUMU METOJaMH aHasli3y, rpoLeJypaMu KOHTPOJIKO SIKOCTI Ta BIANOBIAHUMU
MeTOaMH KOHTPOJIIO, OTIUC SIKUX HeoOXiIHO BK/IOUUTH A0 Moayrns 5.

3acTocyBaHHSI JeSKUX JIKAapChKUX 3aco0iB COMAaTOK/IITUHHOI Teparii Moxke
00MeKyBaTHCsl TUMYACOBO ab0 TIOCTIMHO 3aK/Ia/jaMy OXOPOHH 3/I0POB’sI/yCTaHOBaMH,
y skux € ¢axiBii Ta obsagHaHHS A7 3a0e3rneueHHs crieliyHOTO HarfsiAy 3a
Oe3nekoro marjiedTiB. ITofgiOHWM TIiAXig Mo)Ke BiAIOBiZaTH TIEBHHUM JTiIKAPCHKUM
3acobaM reHHOI Teparii, 3aCTOCyBaHHSl SIKMX [OB's3aHe 3 TOTeHLIIMHUM pHU3UKOM
HasBHOCTI 30y JHUKIB iH(eKIIil, 37aTHUX /10 peruTiKariii.

Y BianoBigHMX BUITaKaxX y Marepiaax PpeecTpaljiiHOro A0Che HeobOXiHO
repe0AUMTH Ta BUCBITJIUTH TMWUTAHHS TPWUBAJOr0 HAIJIALy 3a PO3BUTKOM ITi3HiX
YCKJ/IaZ{HeHb.

Y BigMOBiAHMX BUTAKaxX 3assBHUKY He0OXigHO Ha/laTH JleTanbHUH TI7IaH MPOoIecy
YTIpaBIiHHS PHU3WKaMU, 110 BK/IOYae iHdopmallito 1mpo KiiHiuHi Ta 1abopaTopHi maHi
naLjieHTa, emiZieMio/oTiuHi AaHi (SKi BUSB/ISIOTBCS) Ta, SKIIO L@ Ma€ BiJHOLIEHHS,
apxiBHI JjaHi Mpo 3pa3Ku TKaHWH BiJl JOHOpa Ta peLjuIiieHTa. Taka cUCTeMaTu30BaHa
indbopMmailis HeoOXigHa A 3abe3reueHHsT MOHITODMHTY JIiKapChKOTO 3aco0y Ta
IIBU/IKOI peakiiii py BUSIB/IEHHI Mi/J03Pi/TMX 03HAK HeOa)kaHUX SIBUIII.

XI. BUMOT'U IO MATEPIAJIIB PEECTPAIIIMHOI'O IOCKE JIJISI AdI
ABO JIIF0Y0i PEUOBUHUA
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1. Bumorwu 0 3as1Bu:

Y 3asBi Mae Oytu BKa3zaHa Ha3Ba A®PI abo Ai0uOl peuoBUHU, TEXHOJIOTiUuHA
¢dopMa, BK/IHOYAIOUX yTIaKOBKY.

3a3HaualOTbCsl HaWMEHYBaHHS Ta MiClle3HaXO/pKeHHs1 3asiBHMKAa pa3oM 3
HalilMeHYBaHHSM Ta MiClle3HaXO/[)KEHHSIM BHPOOHWKIB i BUPOOHUUWX [iTHHUIIb,
3a[iTHUX Ha Pi3HUX CTaflisX BUPOOHMIITBA, a TAKOX, 3a IIOTpeOW, MAaHi IIOZO
iMmoprepa.

Ceptudikatu sxkocTi Ha Tpu npoMucioBi cepii A®PI abo airouoi peuoBuHU abo
ceptudikar SKOCTi Ha OAHY ITPOMMCJIOBY Cepil0 y CyNpOBOZi 3000B's3aHHS HaJ|aTH
ceptudikaTh SKOCTi Ha ABi iHIII cepii, K TUILKM BOHU CTaHyTh JOCTYMHUMU (YCi
ceptTudikaTh SKOCTI TOBHHHI TI0ZlaBaTUCS 3a KOXKHUM 3asiBJIeHUM  MicCliemMm
BUPOOHUIITBA).

2. MapKyBaHHS YI1aKOBKU:

3asgBHUK HaJa€ TIPOMOHOBAaHWKW TEKCT MapKyBaHHS YMaKOBKUA (MI€PBUHHOI,
BTOPMHHOI (3a HasiBHOCTI)).

3. OrjiHka HeOe3meKu /s JOBKiJIIS:

Y BifnoBifHUX BUMa/Kax /0 3asiBU IPO Aep>kaBHY peectpaiito A®I abo aitouoi
PEUOBHMHM [0JAK0Th pe3t0Me €KOJIOTIUHOI OLIIHKU MOXXJIMBOT'O PU3WKY [JIS TOBKU/LIA
yepe3 ii BUKOPUCTAHHS Ta/ab0 yTHWMi3allif0 y CKa/i JiKapCchbKOTo 3aco0y, a TaKOXX
HaBOJATL MPOTMO3uIlii 1moZ0 BigmoBigHOI iH(opMaliii, ska Mae OyTH HaBeZlieHa y
MapkyBaHHi. Heo0XiflHO PpO3T/IAHYTH PU3WUK [JIA  [JOBKi/IJISL, TIOB'SI3aHUM 3
BuBinbHeHHSIM A®DI abo airounx peuoBuH, 1[0 MicTsaTe I'MO, BiAmoBigHO 40 BUMOT
3akoHy YkKpainu «IIpo pgepkaBHy cuctemy 0ioOe3reku TIpd  CTBOPEHHI,
BUMPOOYBaHHI, TPaHCIIOPTYBaHHI Ta BWKOPWUCTAHHI Te€HETUYHO MOAU(IKOBaHMUX
OpraHi3smiB».

[HdopMmaliisi TOBUHHA BKJTFOUATH:

BCTYTI;

KOIi0 TUCBMOBOTO [03BOJIy, BH/JAHOIO YIIOBHOB&)XEHWM OPraHOM KpaiHu
BUpPOOHWKA, Ha HaBMHCHe BUBiMbHeHHsA ['MO y HaBKOJIMIIIHE CepeioBUIlE TIPU
BUKOPUCTAaHHI 3 JOC/TIAHALIBKOIO MeTOl0;

JlaHi, BK/IFOYarOUM MeTO/Id BUSIBJIEHHS Ta ifleHTU(iKallii, a TaKOX yYHIKa/JIbHUM KO/
I'MO i 6yap-sKy AojaTkoBy iHdopmaiiito mpo I'MO abo peuoBHHY, siKka Ma€ 3HauUeHHS
TIPU OL[IHL[I PU3UKY JJI JOBKIJIIS;

3BiT TpPO OLIHKY pu3uKy mjs gAoBkiinsg (OP/), migroroBsieHWi Ha TiificTaBi
HasiBHOI iH(opMaliii;

BiAiNOBiAHI 3ax0u 4151 iHDOpMyBaHHS Hace/IeHHS.

HaBenena indopmailis Mae OyTu 3acBigueHa MiAMMCOM aBTOpa i3 3a3HAUEHHSIM
JaTH, [JaHUX IIIOAO0 OCBITH, CTa)KyBaHHS Ta TipodeciiiHoro aAocsigy. HeoOxigHo
BKa3aTu MpodeciliHi CTOCYHKU Mi>XK aBTOPOM i 3asiBHUKOM.

4. OCHOBHI JjaHi:

4.1. Yci MeTOAVWKMA Ta MeTO[H, 1[0 BUKODUCTOBYIOTHCSI TIPU BUPOOHUIITBI Ta
KoHTpom A®I abo gitouoi peuoBWHM, CJTiJ] BUK/IaJ[aTH YiTKO i JleTa/lbHO, 11100 MOXKHA
Oyno BiaTBOpUTHM iX TIpM TIPOBe/IeHHI KOHTPOJBHUX BUMPOOyBaHb, Ha BUMOTY
YIIOBHOBa)XEHOT'O OpraHy. Yci MeToAu BUMNPOOyBaHb TIOBHMHHI  Bi/TIOBigaTH
CyuyaCHOMY HAayKOBOMY PpiBHIO, a TakoX OyTtu BamigoBanumu. CJiify HajaBatu
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pe3y/bTaTA  AOCAiIpKeHb 3  Bajiganii. KI[0 BUKOPUCTOBYIOTHCS  METOAU
BUTIPOOYBaHb, BKMOUeHi 0 [J®PY abo €sporelicbkoi (hapmakorei, To 1jell BUK/Iaj
HeoOXiZHO 3aMiHUTH BiATIOBiHUM TIOCHIAaHHAM Ha MoHorpadiro(i) Ta 3arampHuI(i)
po3zgin(un).

4.2. [Ins BCciX peyoBWH, BKa3aHux y MoHorpadisx DY abo Espormeichbkoi
dapmakoriei, HeoOxiHO pobuTH MocuaaHHs Ha Gapmakorei. CTOCOBHO PeUOBHH, SIKi
He BKa3aHO B LIUX (papMaKoIiesix, MatOTh HaZlaBaTHUCS TTOCU/IaHHS Ha iHIIi (hapMakorei,
CTaHJ]apTH SIKUX € He HWKUKMMHU 3a cTaHaapTi JPY abo €sporneiicbkoi apmakoriei.

SIkio MeToAM aHasizy BKIoueHO a0 DY abo €BpomneiichKoi dapmakorei, To
HeMae HeoOXiHOCTI HAaBOAWUTHU iX TIOBHUM BUK/IA[], JOCTaTHLO B KOXKHOMY PO37isi, B
SKOMYy TUJIaHyBaBCSl BUK/aZ, LILOTO MeTOJy, POOWTH BiAMOBigHE TOCWTAHHS Ha
MoHorpadito Ta 3arajJbHUN PO3/iL.

4.3. SIkiio BUXifHI Marepiasv Ta CUpOBHWHa, Aitoui abo J0MOMi>KHI PEUOBHMHM He
orucaHo aHi B @Y, aHi B €BpornelicbKiii (hapmakoriei, aHi B iHIIKMX (hapMakoriesx,
CTaH/]apPTU SIKUX € He HIWKUYMMHU 3a ctaHgapty [JPY abo E€sporeticbKoi dapmakoriei,
MO>Ke OyTW TIpUMHATHUM TTOCWIaHHSI Ha MoHorpadito dapmakoriei iHIIOI KpaiHu. Y
TaKWX BUIIaJIKaX 3asBHUK [IOBMHEH HaJaTu pe3y/bTaTh AOCIiIKeHb 3 Basijariil
aHa/TITHYHUX METO/IHK, OIMCAHUX Y MOHOTpadii, a TakoxK, 3a HeoOXiJHOCTI, TIepeKsiaz,.

4.4. fxiio A®I abo firoua peyoBUHA i BUXiZHUI MaTepias ornrcaHo B MOHOTpadil
€BporeiicbKoi (hapMakorel, 3asgBHUK MOXKe HaJaTh cepTUMIKaT BiAMOBiAHOCTI
€BporielickbKil (papmakoriei, BUJjaHU €BPONENCHKUM JUPEKTOPATOM 3 MUTaHb SIKOCTI
MiKapchKuX 3aco0iB. BUPOOHWK peUOBWHM TIOBHHEH TIiATBEPAWUTH, 1[0 BUPOOHHUUMM
Tpoijec He 3MiHIOBABCS 3 UacCy BUjiaui 11boro ceptudikaTa BiMOBiAHOCTI.

4.5. HeoOximHo ormmcatv ocobnmBi 3armo0ikHI 3aXou 100 Tepeaadi ryouaroi
eHijedasnonarii TBapuH (CUpOBMHA, OTPUMaHa BiJ| )KyHHUX TBapWH): Ha KOXHiM cTafil
BUPOOHWUYOTO TIPOI[eCY 3asBHUK IIOBMHEH TIPOJIEMOHCTPYBATH  Bi/ITIOBiAHICTD
BUKOPMCTAHUX MarepiasiB, MOCUIAKUYMCh Ha BiATOBiHI KepiBHUIITBA 3 MiHiMi3allil
pU3WKy Tiepefadi 30yAHUWKIB rybuaroi eHIjedanonaTii TBapuH 3 JTiKapChKUMH
3acobamu. ITigTBepauTH 16 MOXKHa, ab0 HaAaBIIKd cepTHdiIKaT BiAMOBigHOCTI
E€BporteliceKil apmakorel 1mozo ryouaToi eHiledasiomnarii, BUZaHUii €BpONIeNCHKUM
JTMPEKTOPaTOM 3 MUTaHb SIKOCTI JikapChbKUX 3aco0iB, abo IIIsTXOM Ha/laHHS HayKOBUX
JaHuX [t OOTpyHTYBaHHS 1ii€l BiAMOBiJHOCTI.

4.6. Cnig Hajgatv iHpoOpMallit0 MPO OL[iHKY PU3UKY MOTEHI[iMHOrO 3apa)kKeHHs
CTOPOHHIMM areHTamu (He3as/ieXKHO Bifj TOro, MalOThb BOHHU BipyCHe MOXOpKeHHs UM
Hi) 3riIHO 3 BHMOramu, BUK/IaZIeHUMH B CIel[ia/IbHUX KepiBHULITBax, a TaKOX Yy
3arabHUX MoOHorpadisix Ta 3arampHHUX po3gisax JdY abo Eporeiicbkoi
dapmakorei.

4.7. OcobnuBy yBary TpHUALJIAIOTh BUK/IAJIEHHIO TaKWUX PpO3Ai/IiB MaTepiasiB
peeCTpaLiiiHOro J0ChE:

4.7.1. 3arasibHa iHpopMaLlis:

Mae Oytu HajaHa iHdopmMallis 1po Ha3By A®PI abo pgirouoi peuoBHHH,
BK/TFOUar0uM pekoMeHzoBaHy MHH, 3a HasBHOCTI - (hapMakorneliHy Ha3BYy, 3a3HaueHy
B [1®Y, €BponenceKin (papMakoriei, Ta XiMiuyHy Ha3By.

Mae 6yTv HajlaHa CTPYKTypHa (opMmyJia, BK/IHOUAOUM BiJHOCHY Ta abCOMOTHY
CcTepeoxiMito, MoJeKyJsipHa (opMyna Ta BiJIHOCHa MoJieKyJspHa Maca. /[lis
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BMCOKOTEXHOJIOTiUHMX (0i0TeXHO/IOTriUHMX) [if0UMX PEeUOBHMH 3a MOTpeOr HeoOXigHO
HaJaTU CXeMaTUYHY TOC/IIJOBHICTh aMIHOKHUCJ/IOT 1 BiJHOCHY MOJIEKYJISIPHY Macy.

4.7.2. BUPOOHUIITBO:

a) 3asBHUK Ma€ HaJaTu orrc BUpobHuuoro npotecy API abo zirouoi peuoBUHY;

6) HeoOXigHO Tepe/niuMTH yci Marepiasv, HeoOXigHi 71 BHPOOHUIITBA, i3
3a3HauyeHHSIM CTaZiii BUPOOHMUIITBA, Ha SIKili BUKOPUCTOBYEThCSI KOXKHHM Marepiar.
HeoOxifgHo Hazaty iH@opMallito Mpo sKiCTh i KOHTPO/b L[UX MarepiadiB, a TaKOX
iHdopMaliito, sika JOBOAUTS, 110 BCi MaTepia/M Bi/IMOBiAal0Th BUMOraM I[0/I0 IXHbOT'O
3ar/1IaHOBAHOT'O0 BUKOPUCTAHHS.

HeobxigHo mnepesniunTy BuxigHi Marepianu (CHMpOBHMHY), a TaKOXK HaJjaTH
JIOKYMEeHTH II[0ZI0 IX $KOCTi Ta MeTOZiB KOHTpOJIIO (3a BiACyTHOCTI cepTudikarta
BiAnoBigHOCTI EBporeichbKiii hapMakoriei, BUjiaHOr0 €BPOIeCbEKUM AUPEKTOPAaTOM 3
MHATaHb SKOCTI JIIKapChKUX 3aco0iB);

B) HeoOXigHO TIpeJCTaBUTH BiJTOBiAHI MeTOAW KOHTPOJIO Ta KpHUTepii
TIPUMHSTHOCTI Ha KOXXKHIM KPUTHWYHIM cTafiil BUPOOHMIITBA, iHhOpMaIlito PO SKiCTh i
KOHTPOJIb TPOMDKHUX TPOAYKTIB, a TaKOX IPO TIpoliec Basizallii Ta/abo #oro aHasmi3
(3a BigcyTHOCTI cepTudikaTa BiAMOBiAHOCTI €BpomnenchKil (hapMakorei, BAJaHOTO
€BpOITeHCEKUM JJUPEKTOPATOM 3 ITUTaHb SIKOCTi JIIKAPChKUX 3aco0iB);

r) SIKII0 TPUCYTHOCTI TIOTEHLINHO TaTOTeHHUX CTOPOHHIX areHTiB YHUKHYTU
HEMOXX/IMBO, TO BUXi/JJHA PEYOBHHA MOXKe€ BUKOPHCTOBYBATUCS TUIBKU B TUX BUIMAJKaX,
KOJTK TIoZlasibilla 00poOKa 3abe3reuye ixHe BUjaneHHs Ta/ab0 iHaKTHBALlilO, 1[0 Ma€
JIOBOJIUTUCS B PO3/IiJTi, TKUM CTOCYETHCS OI[iHKM BipyCHOI Oe3reKH.

4.7.3. Onuc xapakTepuCTHUK:

HeobxigHo HazaTh AaHi I[0I0 CTPYKTYpPH Ta iHIMX XapakTepucTuk A®I abo
JIH0UYO0l peYOBHHU.

Cnix Hagatu TiATBepIKeHHs CTpyKTypu A®I abo girouoi pedyoBHHH,
IPYHTYIOUUCh Ha pe3ysbTaTax (¢isuko-ximiuHux, Ta/abo imyHOximiuHux, Ta/abo
GiosioriyHUX MeTO/IiB, a TAKOXK HaZlaTH iH(OpMaLlito TIPO JOMIIIIKH.

4.7.4. KOHTPOJIb:

HeoOxigHo HagaTy JoknasHy  iHdopmarito 1mipo  crierudikarii, ki
BUKOPUCTOBYIOTBHCS ZIJIl TIOCEPItHOrO0 KOHTPOJIIO [1if0u0i peyoBUHHU, OOIPYHTYBaHHS
BUbOOpy 1ux crerudikalliii, MeTOAiB aHami3y Ta IX Bamigaiii (3a BiACyTHOCTI
ceptudikaTa BiJMOBiIHOCTI €BporelchbKik (apMakorei, BUAaHOTO €BpOMNelCbKUM
JTUPEKTOPATOM 3 IMUTaHb SIKOCTi JiKapChbKUX 3aC00iB).

4.7.5. Cucrema yrakoBKa/yKyTropKa:

HeoOxigHo HajgaTH oImMC KOHTeliHepa Ta CHUCTEMU YIaKOBKa/yKyropKa i
cnetmdikaifii i KOMIOHEHTiB. 3a MOX/IHUBOCTI HeoOXilHO BUKOPHUCTOBYBaTH
nakyBasbHi 3acobu, ki BigmosimaroTh BuMoram [I®Y abo EBpomeichbKoi
dbapMmakorei.

4.7.6. CTabi/IbHICTB:

3a HeoOXifHOCTi C/iJ, HafaTH KOPOTKi BiJOMOCTI TpO TUM TIPOBeJEHUX
JOC/TipKeHb, BUKOPUCTAaHI MPOTOKOJ/IY 1 OTPUMaHI Mij] Yyac JOCTigKeHb pe3ybTaTH.

3a HeobXxigHOCTI cnif HazaTh odopmseHi y BiAnoBigHOMY QopmaTi JoknajHi
pe3ynbTaTh [JJOC/IiKeHHsI CTabiNbHOCTI, BK/IIOYAIOUM BiZIOMOCTI TIpPO aHaiTHUHI
MEeTOAVKH, SIKi BUKOPUCTOBYIOThCH [JIs1 O[epPKaHHA JaHUX, i BaslifaLiito UX MeTOUK.
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XII. BAMOT'H /IO TOMEOHATUYHMX JTIKAPCHKUX 3ACOBIB,
MATEPIAJ/IA PEECTPALIITHOT'O IOCHE SIKUX MOXYTbD HE
MICTUTH HAYKOBUX K/ITHIYHUX JAHMX, TA OBCSIT JAHUX,
HEOBXIJIHUX J/11 NIATBEPKEHHSA iXHBOI IKOCTI

1. T'omeonatuyHi JiKapchKi 3acobu, maTepiaiu peecTpaLiiiHOTO [0ChE SKUX
MOXXYTh He MICTUTU JI0Ka3iB iX TepamneBTUUHOI e(heKTHUBHOCTI, TTOBUHHI Bi/AMNOBiZaTH
TaKUM yMOBaM:

miKapceki  3acobu  TIpHM3HaueHi Jyig  TepopaabHOro  abo  30BHIITHBOTO
3aCTOCYBaHHS;

Ha ETHKeTIi JIKapCchbKOro 3aco0y abo B Oyap-sikiii iHdopwmariii, mo ioro
CTOCY€TbCSI, HE TIOBMHHI HABOAUTHUCS KOHKPETHI IMOKa3aHHS JJ1s1 3aCTOCYBaHHS;

CTYIiHb PO3BeZIeHHsI JIiKapCbKOTO 3aco0y € [JocTaTHiM [ Toro, abu
rapaHTyBaTu Moro 0Oe3meky; 30KpeMa JiKapchKuii 3acib He Moke mictuty Gisbiie
oaHiei yactuan Ha 10000 maTkoBOrO po3urHy abo 1/100 Bifg miHiManbHOI Z03H, siKa
BUKODHCTOBYETbCSI B asomnarii 100 CybcTaHLIili, HassBHICTh SIKUX B a/IONIATUYHOMY
niKapcbKoMy 3acobi 1oTpeOye 000B'I3KOBOTO TIpe/I SIBJIEHHS peljenTa JiiKapsi.

2. 3asiBa MO)Ke OXOIUIIOBaTH OJIHy Cepil0 JiKapcbKoro 3acoby, o/ep>KaHoro 3
O/IHi€i ¥ Ti€ei camoi romeornaTiyHOi CUPOBMHU ab0 BH/IB CUPOBUHU. [Ins1 Toro, abu
MPO/IEeMOHCTPYBATH, 30KpeMa, ¢apMarieBTUUHY SKiCTb JIiKapCbKHX 3acobiB Ta iX
OJIHODPIIHICTB BiJl Cepii [0 cepii, MaTepiaiy peeCTpaLiiiHOro JO0ChE MAaltOTh BK/IFOUATH:

HaBefleHy y dapmakorei (DY, abo Epporeiicbka dapmakories, abo B pas3i
BiicyTHocTi - Himelnibka romeornatuuyHa (apmakories (GHP), ['omeomaTnuHa
dapmakoness CIIIA (HPUS), Bpurancbka romeomnatiuHa ¢dapMakoress (BHP),
l'omeonatuuHa ¢apmakores 11IBabe) HaykOBYy Ha3By roMeoraTUUHOI CMPOBUHH abo
BU/IiIB CUPOBWHU Ta [laHi TMpO Pi3Hi LIISXU BBeEeHHSs, JIiKapCbki (DOpMU Ta CTYTIeHi
pO3BeieHHs, SKI MiJIAratoTh peecTpaLiii;

JIOChE 3 OMHUCOM CIIOCO0y Oofiep)KaHHs Ta KOHTPOJIFO TOMEOTaTUUHOI CUPOBUHU
abo BUJIB CMPOBHMHHU Ta OOIPYHTYBaHHS MOro/ix roMeornaTU4HOI MPUPOJY Ha OCHOBI
BifimoBizHOI 6ibiorpadii;

OMUC BUPOOHUIITBA Ta KOHTPOJIIO [IISi KOXKHOI JliKapChKoi (popMM Ta oOmuc
crioco0y po3Be/ieHHs i TTi/ICUIeHHS il TikapChbKOT0 3aco0y;

KOIit0 JireH3ii Ha BUPOOHMIITBO (SAKIIO 3TiZIHO i3 3aKOHO/J@BCTBOM KpaiHH
BUPOOHMKA JTilleH3id Ha BHUPOOHUIITBO iCHye JIMIle B €/IEKTPOHHOMY BUIJIS
(Hanpukmag, CIIIA), mae OyTH HajaHa PO3APYKiBKa i3 MOCWIAHHAM Ha BiIOBigHUI
odirfifinuii caliT, 3aCBiueHa ITiITHCOM/TIeYaTKOO0 3asiBHHKA) a0 iHIIIOTO J03Bi/IbHOTO
JIOKyMeHTa Ha BUDOOHMIITBO 3asiB/IeHOI JIiIKapchbKoi popMu y KpaiHi BUPOOHMKa;

3aCBi/UeHy KOIIif0 JOKYMEHTa, IO TiATBEepIPKYE BiAMOBiJHICTE BUPOOHMIITBA
nikapcekoro 3acoby Bumoram GMP, BumaHoro [lep»xmikciy>k00r0 BifMOBiZHO [0
BUMOr Haka3dy MiHicTepcTBa 0XOpPOHM 370pOB’sl YKpainu Bif 27 rpyaHsa 2012 poky
Ne 1130 «IIpo 3atBepmxeHHs IlopsiAKy TIpOBeZileHHsI IIiJATBEP/KeHHS YMOB
BUPOOHUIITBA JiKapCbKMX 3aco0iB BUMOraM Haje)KHOI BUPOOHMUOI TPAKTUKW»,
3apeecTpoBaHoro y MiHictepcrBi roctunii YkpaiHu 21 ciu"g 2013 poky 3a



119

Ne 133/22665, abo rapaHTiiHOTO JMCTa 3asBHHKA IT[0/I0 HaJIAHHS TAaKOTO JOKYMEHTa
TIPOTATOM CTPOKY NPOBe/eHHS ClieLjiaii30BaHOl eKCIIepTU3u;

KOIIif0 peecTpaljiiHOr0 TIOCBiAueHHsT abo0 iHIOro [J03BiILHOTO JOKYMEeHTa
(Marketing Authorization, Certificate of a Pharmaceutical Product, Free Sale
Certificate ToIl0), BHUZAHOrO YIOBHOBa)XKEHWM OpraHOM KpaiHUW B/aCHUKA
peecTpariiitHoro TOCBifueHHsT (3asiBHHMKA) Ta/abo BHUpOOHWKA, abo iHIIOI KpaiHw,
pPeryJAITOPHUMA OpraH SKOI KepyeTbCs BHCOKMMHU CTaHAApPTaMH SIKOCTi, 1110
BIATOBIJalOTh CTaHAapTaMm, pekoMeHoBaHUM BOO3, Ha pUHKY $KOI pPO3MIillIeHO
miKapcbKMM  3aci6. 3a3HauMTH TIepesiik  KpaiH, Je [ed JliKapchKui 3aci0
3apeeCcTpOBaHO/TIepepeeCTPOBaHo;

TIPOTIO3ULIiT 10 MapKyBaHHS Ha yI1aKOBLIi;

IHCTPYKLIitO AJ/151 MeJUUHOI0 3aCTOCYBaHHS Y pasi, SKI[0 Ha 30BHIIIHIA yIIaKOBLI
HaBeZIeHO HeroBHY iHdopMaliito, mepeabaueny po3zisiom X VIII uporo IMopsiaky;

JaHi mpo cTabiNbHICTh TiKapchbKoro 3acoly.

XIII. OKPEMI BUMOTI'Y 10 TPAJUIIIMHNX JIIKAPCEKNX 3ACOEIB
POCJ/IMHHOT'O ITOXO/[)KEHHSA TA 10 iX MATEPIAJIIB
PEECTPAIIIMHOI'O IOCKE

1. JlomyckaeThbCsi CIIpollleHa Mpolle/lypa peecTpallii TpaJulliiHUX JliKapChbKUX
3ac00iB POCIMHHOTO TIOXO/PKEeHHS, 110 BiZINIOBiAaI0Th TaKUM YMOBaM:

a) MokKa3aHHs JjIs 3aCTOCYBaHHS MalOTh BiJNOBilaTh TpaAUL[iiHUM JTiKapCbKUM
3acobaM pOCTMHHOTO TOXO/PKEeHHs, fKi 3aBJSKU CBOEMY CK/a[y TMpH3HaueHi mjis
CaMOCTiTHOT'O BUKOPHUCTAaHHS 06e3 KOHTPOJIIO 3 OOKY JTiKaps;

0) mikapchKi 3aco0M Mpu3HAUeHi BUK/IIOUHO IS 3aCTOCOBYBAHHS BiJTIOBiZIHO 110
TOYHO BKAa3aHOTO [03yBaHHAd Ta CXeMH 3acTOCyBaHHs (y BKa3aHUX [03ax Ta
BiIMOBIZIHO 10 HaBeJIEHOTO PEXXUMY MPUMOMY );

B) JKapchKi 3aco0M TIpU3HAueHi /s TIepOpasbHOrO, 30BHIMIHBOTO abo
IHra/IALinHOr0 3aCTOCYBaHHS;

r) Mepiof, TpaJUL[iIMHOTO 3aCTOCYBaHHSI Ma€ CTaHOBUTH ToOHaA 30 pOKiB y CBiTi i
roHaz 15 pokiB B YKpaiHi;

I) € [0CTaTHSl KUIBKICTb JlaHUX MPO TPajviliiiHe BUKOPUCTAHHS J1iIKapChKOTO
3acoby, 30KpeMa [oBefieHa Oe3reka 3aCTOCyBaHHSI y 3BHYAMHUX YMOBax,
dapmakonoriuni edektn abo edheKTHUBHICTb JiKapChKOro 3acoby ZoBe/ieHi TpHUBA/IUM
BUKOPUCTAHHSM i JOCBiOM.

HasiBHiCTh y CKnafi MiKapchbKOTo 3aco0y POCIMHHOTO TOXO/PKEeHHS BiTaMiHiB Ta
MiHepaJsiiB, 6e3reKy SKUX MiATBeppKeHO 3a/JOKyMeHTOBaHWMH Zil0Ka3aMH, He TIOBUHHA
OyTH Tepemiko00 /il peecTpallii TakuxX JiKapCbKMX 3acobiB, fK TpaAMLIiMHUX
MKapchbKUX 3aco0iB pOC/IMHHOTO TIOXO/KEHHS, 3a YMOBH, IO [isi BiTamiHiB abo
MiHepaJliB € [JOTOMiKHOIO abo 37aTHA MiACHAIIOBATH [il0 aKTUBHUX iHTPe/li€HTIiB
POC/IMHHOIO TIOXO/PKEHHS 11010 3asiBJIeHUX TT0Ka3aHb.

2. KoMmruieKT peectpailiiHUX AOKYMEHTIiB Ha TpaJMIIiiiHi /iKapchkKi 3acobwu, 1110
MOJAI0TbCSI Ha /[iep)KaBHY peecTpaLiito, MOBUHEH MICTUTUA [OK/IaJHl BiJOMOCTI,
BUK/aZeHl y Moaysisax 1, 2 ta 3 po3guiis [X 1 X georo [Topsaxy.

Kpim Toro, HeobxifHO HaaTH:
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a) KOITiI0 peecTpallifiHOro TOCBiZlueHHs abo iHIIIOro A03BiIBHOTO JOKyMEHTa
(Marketing Authorization, Certificate of a Pharmaceutical Product, Free Sale
Certificate ToIl0), BHZAHOrO YIOBHOBa)XKEHWM OpraHOM KpaiHUW B/aCHUKA
peecTpaljiiiHOro TOCBiueHHs1 (3assBHUMKA) Ta/abo BUpPOOHMKa, abo iHIIOI KpaiHu,
PEeryJIAITOPHUMA OpraH $IKOI KepyeTbCs BUCOKMMM CTaHJAapTaMM [0 SKOCTi, 110
BIJTOBIJalOTh CTaHAapTaM, pekoMeHoBaHUM BOO3, Ha pUHKY $KOi pO3MIillIeHO
nmikapcbkui 3acib. 3asHauMTH Tepenik KpaiH, e JaHuil JiKapcbKuii  3acib
3apeeCcTpOBaHO/TIepepeeCTPOBaHo;

6) 6ibsiorpadiuni abo ekcriepTHi AaHi (JiTepaTypHuid OrJisif, abo eKCrepTHUM
3BiT) BigHOCHO edeKTiB JaHoro abo aHa/MOTiYHOrO JIiKapchbKOro 3aco0y, IIo
BUKOPHCTOBYBABCS Y MeJMYHIN MPAKTHULI MpoTaroM rnoHaz 30 pokiB (3 HUX MoHaA 15
POKIB B YKpaiHi).

AHasIoriuHUM  TiKapChbKMM 3aco00M pPOC/MHHOTO TTOXO/KEHHSI BBaXKA€THCS
miKapchbKui 3acib, fKUWA MiCTUTh TaKy caMmy [il0dy peuoBHHY, He3aleXHO Bif
BUKODUCTOBYBAaHUX [OMOMDKHUX PEUYOBMH, MPU3HAUEHUM [/ 3aCTOCYBaHHS 3a
TaKUMH caMUMM abo ToAiOHMMU TOKa3aHHSIMHM, 3 TaKOK CaMOI0 CUJIOK [il Ta
CriocobOM 3aCTOCyBaHHs, TaKUM CaMUM a00 TOAiOHUM IISXOM BBeJEHHS, 1[0 U
MKapChbKui 3acib, Ha SIKUI TTO/Ia€ThCS 3as1Ba;

B) Oibmiorpadiunuii ornsa, 1m0 onucye 6e3meKy 3aCTOCYBaHHS — /JaHOTO
niKapcbKoro 3aco0y Ta CyMpOBOKYEThCSI €KCIIePTHHUM 3BiTOM, a Ha BUMory LleHTpy —
JIO/IaTKOBI faHi, HeoOXiIHi /715 OLIHKK Oe31eKH JIiKapChbKOoro 3acoby;

I') KOITif0 JiilleH3il Ha BUPOOHHUIITBO (SKIIIO 3TiHO i3 3aKOHOJABCTBOM KpaiHH
BUPOOHMKA JTilleH3igd Ha BUPOOHUIITBO iCHye JIMIle B €/IEKTPOHHOMY BUIJIS
(Hanpukmag, CIIIA), mae OyTH HajaHa PO3APYKiBKa i3 TMOCWIAHHAM Ha BiIOBigHUI
odirfifinuii caliT, 3aCBiueHa ITiITHCOM/TIeYaTKOO 3asiBHHKA) a00 iHIIIOTO J03Bi/IbHOTO
JIOKyMeHTa Ha BUDOOHUIITBO 3asiB/IeHOI JIiIKapchbKoi popmMu Y KpaiHi BUPOOHMKa;

I) 3aCBij[ueHy KOITif0 JJOKYMEeHTa, ITI0 IMiITBeP/KY€E BiATIOBiIHICTE BUPOOHHUIITBA
nikapcekoro 3acoby Bumoram GMP, BumaHoro [lep»xmikciy>k00r0 BifAMOBiAHO [0
BUMOI Haka3zy MiHicTepcTBa 0XOpPOHM 370pOB’sl YKpainu Bif 27 rpyaHsa 2012 poky
Ne 1130 «IIpo 3atBepmxeHHs IlopsiAKy TIpOBeZileHHsI IIiATBEP/KeHHS YMOB
BUPOOHMIITBA JiIKApCBKMX 3aco0iB BUMOraM Ha/ie)KHOI BMPOOHMYOI MPaKTUKN»,
3apeecTtpoBaHoro y MinicrepcrBi roctunii YkpaiHu 21 ciu"g 2013 poky 3a
Ne 133/22665, abo rapaHTiiHOTO JMCTa 3asBHMKA IT[0/I0 HaJlAHHS TAaKOTO JOKYMeHTa
TPOTATOM CTPOKY TPOBeJleHHs CIieLjia/li30BaHOl eKCIlepTU3HU.

3. BuMora HaziaHHSL JOKyMeHTa [P0 MeJWuHe BUKOpUCTaHHSA NpoTAroM 30 pokiB
BBA)KAEThCSI BUKOHAHOI Y BWIAJKY BifICyTHOCTi peecTpallii JsiikapcbKoro 3aco0y.
JIikapcbKuii 3aciO Tak0)K BBa)KA€TbCS TAaKWM, 1[0 BifTIOBiZae gaHili BUMO3i, HaBiTh,
SIKIL[0 KiJTbKiCTh AiFOUMX PEUOBHH JIiKapChKOT0 3aco0y Oy/ia 3HMKeHa MPOTSroM LbOT0
repiozay.

4. 'Y peectpallii TpaAULIiHOTO JTiKapCHKOTO 3ac00y POC/TMHHOTO MOXO/KeHHS 3a
CTIPOLIeHOI0 MPOoLIeAyPoI0 MOXKe OyTH BiZIMOB/IEHO Yy pas3i, SIKILIO JiKapChKUM 3acib He
BI/TIOBiJla€ BUllleHaBeJeHOMY, Ta:

a) He HaBe/lIeHO Ki/IbKiCHUM Ta sIKiCHUM CKJ1a/l KOMITOHEHTIB, abo
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0) 1oKa3zaHHSI [0 3aCTOCYBAaHHS He BiJMOBiJalOTh TPAAUI[iIMHAM JIiKapCHKHUM
3acobaM pOCTMHHOTO TTOXO/PKEeHHs, fKi 3aBJSKA CBOEMY CK/a[y TMpH3HaueHi mjis
CaMOCTilfHOTO BUKOpHCTaHHS 6e3 KOHTPO/I0 3 OOKY JTiKapsi, abo

B) TIperapat Moxke 0yTy Hebe3meuHrM 3a 3BUUaliHUX YMOB 3aCTOCyBaHHS, abo

r) JaHi, 1[0 MiATBePIKYIOTh TPaAMIliiiHe 3aCTOCYBaHHS, HeJOCTaTHi 0COO0JMBO,
AKIO apMakosioriudi edekTd abo edeKTHBHICTH He MiATBEpPIKeHi TPHUBAIAM
JTOCBiZIOM 3acTOCYyBaHHS, abo

I) He TIiATBep>KeHO dapMalleBTUUHY SIKiCTb JIIKapChbKOTo 3aco0y.

XIV. OKPEMI BUMOT'M 10 TIKAPCHKUX 3ACOBIB, IIIO
BUPOBJISIFOTHCS 3A IIPOIIMICAMUY, TA 10 iX MATEPIAJIIB
PEECTPAIIIITHOI'O JOCHE

1. Cnporena tipoiiegypa peectpaiiii Moxke OyTH 3acTocOBaHa [0 TIEBHUX
MKapCchKUX 3aco0iB, 1110 BUPOOJISIOTHCS 3a TPOIHMCaMH, sIKi BiJITIOBi1al0Th TaKOMY:

a) CK/Iaj JKapChbKOro 3aco0y, TeXHOJIOTisS BUPOOHMIITBA, crierudikallis Ta
IHCTPYKLjid /i1 MeJUYHOI'0 3aCTOCYBAHHS IMOBUHHI BiJNIOBIJaTU TaKuUM, 1110 HaBeJeHi
y 3aTBepyKeHUX Mpomnucax;

6) [miroui peyoBHMHH, 3aCTOCOBaHi y JiKapCchKuX 3acobax, MalTh BiJIIIOBiJaTH
BUMOraM, HaBeJIeHUM y 3aTBep/I’KeHUX TPOomnucax;

B) /0 MaTepia/liB pPeeCcTpalliiHOrO JOChE AOIMYCKAEThCS BHECEHHS TiIbKHA TaKUX
3MiH, fIKi 3a3HaueHi y ubomMy [lopsgky.

2. KomruieKT MartepiasiiB peecTpaliiiHOro AOoCh€ Ha JiKapchbKi 3acobu, 1110
BUPOOJIIOTBECS 3TiIHO i3 3aTBEPKeHUMHU MPOITHCaMU, sIKi TTOZAI0ThCS Ha Jep>KaBHY
peecTpallito, TOBUHEH MICTUTH [OKJ/aJHi BiZJOMOCTi, BUK/IazZeHi y Moaysax 1 ta 2
posziniB IX ta X poro ITopsigky.

KpiMm Toro, HeobOxiHO HagaTH:

a) MeTOY KOHTPOJIIO SIKOCTI Ta iHCTPYKIIitO /i1 MeJUUHOI0 3aCTOCYBaHHS;

6) pgani 100 fi0UOl PeuOBHHM, SKi BK/IIOYAIOTh HaWMeHyBaHHS Ta
MiCI[e3HaXx0/pKeHHss BHUPOOHHWKA, iH(opMarljifo ImoZ0 BHUPOOHMIITBA, CTabiBLHOCTI,
MapKyBaHHs, TTaKyBaHHs, YMOB 30epiraHHs;

B) ZlaHi 1110/I0 TOTOBOTO JTIKAPCHKOTO 3aco0y, fKi BK/IOUalOTh iHGOpMallito 111070
00’emy cepiii, cTabi/IbHOCTI, MapKyBaHHs, TTaKyBaHHsI, YMOB Ta TepMiHy 30epiraHHs;

I') KOIil0 peecTpallifHOro TOCBiflueHHs abo iHIIOro /03BiILHOTO [JOKyMeHTa
(Marketing Authorization, Certificate of a Pharmaceutical Product, Free Sale
Certificate ToI0), BWAAHOTO YyIOBHOB&)KEHUM OpraHOM KpaiHM B/laCHUKa
peecTpalLliiHOro IoCBifueHHsT (3assBHHMKA) Ta/abo BHUpoOHMKa, abo iHIoi KpaiHw,
PETryJIATODHUM OpraH $IKOI KepyeTbCs BHUCOKUMHU CTaHAAPTaMM  SKOCTIi, 10
BiAMOBiAOTE CTaHAapTaMm, pekoMmeHoBaHMM BOO3, Ha PUHKY SIKOI pPO3MILLIEHO
mikKapceKud 3aci6. 3a3HauWTH Tiepesik KpaiH, /e [JaHul JIiKapcbKuii 3acib
3apeeCcTpOBaHO/TIepepeeCTPOBaHoO;

) KOIito fireH3ii Ha BUPOOHHUI[TBO (SIKIL[O 3TifHO i3 3aKOHOZABCTBOM KpaiHU
BUPOOHMKA JlilleH3is Ha BHUPOOHUIITBO iCHye JMIlle B e/IeKTPOHHOMY BUIJIS/i
(Hanpuknag, CIIIA), mae 6yTH HajaHa PO3/PYKiBKa i3 TTOCWIaHHSAM Ha BiJIOBigHUMN
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odirfifinuii caiiT, 3aCBiueHa ITiITHCOM/TIeYaTKOO 3asiBHHKA) a00 iHIIIOTO J03Bi/IbHOTO
JIOKyMeHTa Ha BUDOOHUIITBO 3asiB/IeHOI JIiIKapchbKoi popMU y KpaiHi BUPOOHMKa;

1) 3aCBiueHy KOIIif0 JOKYMeHTa, IT[0 IMiITBEP/KY€E BiAMOBIAHICTH BUPOOHUIITBA
nikapcekoro 3acoby BuMoram GMP, BumaHoro [lep»xmikciy>k0010 BifAMOBiAHO [0
BUMOr Haka3dy MiHicTepcTBa 0XOpPOHM 370pOB’sl YKpainu Bif 27 rpyaHsa 2012 poky
Ne 1130 «IIpo 3atBepmxeHHs IlopsiAKy TIpOBeZileHHsI IIiATBEP/KeHHS YMOB
BUPOOHMIITBA JiKApCBKMX 3aco0iB BUMOraM Ha/ie)KHOI BMPOOHMYOI MPaKTUKN»,
3apeecTpoBaHoro y MiHictepcrBi roctunii YkpaiHu 21 ciu"g 2013 poky 3a
Ne 133/22665, abo rapaHTiiHOTO JMCTa 3asBHMKA 11010 HalAHHS TaKOTO JOKYMeHTa
TPOTATOM CTPOKY TPOBeJIeHHs CIieljia/lii30BaHol eKCIiepTU3y;

e) JIMCT-TiTBep/KeHHs II0A0 TOro, IO CK/ajZ, BUPOOHUIITBO Ta KOHTPOJIb
MiKapCchbKOro 3aco0y BiATIOBiZarOTh Mpommcy, BKIoueHOMY Ao [lepesiKy JiKapChbKuX
3aco0iB, 1110 BUPOOJIAIOTBCS 3TiHO i3 3aTBEpKEHHUMH ITPOIMCAMHM, 3aTBEPIPKEHOIO
Haka3oMm MiHicTepcTBa OXOPOHM 310pOB'sa YKpainu Bij 11 uepBHsi 2009 poky Ne 423.

XV. OKPEMI BUMOTI'H1 JI0 JIIKAPCHhKMX 3ACOBIB OBMEXEHOI'O
3ACTOCYBAHHS (ITPEIIAPATIB-CHUPIT) TA 10 IX MATEPIAJIIB
PEECTPAIIIMHOI'O IOCKE

1. JlikapceKi 3acobu 0OMeXXeHOro 3acTOCyBaHHS (TIperapaTH-CHUPOTH) TTOBUHHI
BIJTIOBIJaTH TaKWUM YMOBaM:

a) TIpU3HAUeHi Ay AiarHOCTHUKW, MpOdilaKTUKK abo JTiKyBaHHS PiKiCHOTO
3aXBOPIOBAHHS, IT[0 3arPOKY€E KUTTIO abo cepiio3HO 0cC/1ab/moe iMyHIiTeT He Oinbiie
HDK 5 oci6 Ha 10000 >kuTemiB Ha [AaTy TMOAAHHS 3asBU a00 MpU3HAYEHi IS
JiarHOCTUKY, POdiTaKTUKK abo JTiKyBaHHS 3aXBOPIOBaHHS, III0 3arPOXKYE XKUTTIO abo
cepiio3HO ocsab/itoe iMyHiTeT, abo XPOHIUHHUX 3axXBOPIOBaHb, Ta iX TIPofaK Oe3
HaZlaHHS KOMIeHcallii Bifi Jep>kaBu abo CIiBTOBapUCTBa He TpHUHECe 3HAYHOTO
npuOyTKY, KU KOMITEHCY€E BUTPATU Ha JTiKapChKHM 3acib, ToHeceHi BUPOOHUKOM:

6) He icHye OyJb-IKOTO iHIIIOTO 3aTBEpP/PKEHOTO 3a/[0BiTbHOTO MeTOMy
JliarHOCTUKH, NMPOdiJaKTUKK YU JIIKyBaHHS JJaHOTO 3aXBOPIOBaHHS a00, 3a HasIBHOCTI
TaKOTro MeTOZy, 3asiB/IeHUH JlikapChbKHi 3acib rpuHece 3HaUHY KOPHUCTb XBOPUM.

2. 3asgBa Ha peECTparjifo JiKapCchbKOro 3aco0y 00MeXXeHOro 3acTOCYBaHHS
(mpenapaty-CUpOTH) TOJAETLCA BiANoBiAHO A0 Aogatka 1 go mworo I[lopsaky. o
3asBU [JOJAKOTHCS:

MiZITBep/PKeHHsT BHECEHHs 3asiBJIEHOTO JIiKapChKOTO 3acoby [0 peecTpy
€BpOMeNChKOro CITIBTOBAPUCTBA MpelapaTiB-CUpPiT abo

TMiATBepA KeHHs CTaTyCy Mperapary-CUpOTU, HaJlaHe KOMIIETeHTHUMU OpraHamu
KpaiHu 3asgBHUKA/BUpOOHWKa abo KpaiH, y fAKMX JIKapChKUM 3acib oTpumaB Iliei
CTaTyC, Ta BiJOMOCTI TIPO peeCcTpallito MOro B iHIIUX KpaiHaXx siK Mperapary-CUpoTy;

IMUChbMOBe 3000B'si3aHHSA TPO HaJl@aHHS IOPiUHOTO TIATBEPZPKEHHSI CTaTyCy
rpernapary-CcupoTH, oTpMMaHe Bifi KoMiTeTy mo mpenapaTax-cMpoTax €BpOnencbKoro
CriBTOBapuCTBa ab0 KOMIIETEHTHUX OpraHiB KpaiHM 3asiBHMKa/BUPOOHMKA abo KpaiH,
y SIKMX JliKapCbKui 3acib oTprMas Lieli cTaTyc.
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3. Marepianu peecTpaliiitHOr0 J0Ch€ O(GOPMJIIOKOTHCS BIiAMOBIAHO [0 BUMOT
po3ainiB IX ta X uporo [Mopsiaky (y ¢hoopMari 3arajibHOTO TeXHIUHOTO JJOKYMEHTa).

[lpy momaHHi MaTepiasiB peecTpallifHOrO [OChe Ha JIKApChKi 3acobu
0OMe)KeHOT0  3acTOCyBaHHS  (TIperapaTtu-CUpOTH) MOXYTb OyTH  3aCTOCOBaHi
MOJIOKeHHs IlaBu 5 po3finy X nporo Ilopsaky. Y TakoMy BUNAAKY 3asBHUK Y
pe3toMe AOK/IiHIYHUX Ta K/TiHIUHUX JaHUX TTIOBUHEH HaZlaTW OOIPYHTyBaHHS MPUUMH,
3a SIKMX HEMOX/IMBO HaZlaTU MOBHY iH(OopMaLllito, Ta 00IPyHTYBaHHS CIiBBiJHOILIEHHS
KOPUCTB/PU3KK JJ14 3asBJIeHUX IperapariB-CUpIT.

4., 3asgBa TIOBUHHA OXOIUIIOBAaTH TIIKA Ti TeparieBTUYHI T[0Ka3aHHS, $Ki
Bi/ZITTOBi/1al0Th YMOBaM, BUK/IAJeHUM y TyHKTI 1 1boro po3ziny. Lle He Moxxe OyTH
TepellKo/0r0 /i MOJAHHS OKpeMOl 3asBU Ha HOBY peeCcTpaL{if0 TaKOro JIIKapCbKOro
3aco0y 3a iHIMMMH TIOKa3aHHSIMHM /i1 3aCTOCyBaHHs, II[0 He BifNOBiZar0Th
BHUILle3a3HAYeHUM yMOBaM (3a iHIIMM peecTpaLiiHUM J0ChE).

XVI. BUMOTI'H O IHCTPYKIIIi /1A MEJUYHOI'O
3ACTOCYBAHHSA JIIKAPCBKOI'O 3ACOBY/JIIKAPCBKOI'O 3ACOBY
(MEJUYHOI'O IMYHOBIOJIOTTYHOI'O ITPEITAPATY)

1. IHCTpyKuisi Ajsi MeAUYHOrO 3aCTOCYBaHHSI, 110 CYMNPOBO/KYE JIiKApChKUM
3acib, moBHMHHa OyTH CK/ajieHa BiZINOBiTHO /10 KOPOTKOI XapaKTePUCTUKU JIiKapChKOTO
3aco0y, CTPYKTYpY SIKOi HaBeZieHO y AoAaTKy 14 (y pasi HasiBHOCTi), abo 3aTBep/yKeHa
BiZIMOBiTHO /10 HOPMAaTHMBHUX BHWMOI KpaiHM 3asBHMKA/BUPOOHMKAa abo KpaiHw,
PETryJIATOPDHUM OpraH $KOI KepyeTbCs BHUCOKMUMHU CTaHZAAPTaMM  SKOCTI, 10
BiZINTOBiIat0Th CTaHAapTaM, pekoMeHzoBaHMM BOO3, Ta/abo pe3y/bTaTiB KIiHIUHHX
BUTIPOOYBaHb.

2. THCTpyKIlisg A7 MeJUYHOTO 3aCTOCYBAaHHS CYTIPOBOPKYE JTiKapChKHM 3aci0,
SKILO iH(opMariisi, 1[0 Ma€ MiCTUTHCS B iHCTPYKIJii, He HaBe/leHa Ge3mocepeHLO Ha
BTOPHMHHIM ab0 MepBUHHIM yMaKOBLi JTiKapChKOTO 3aco0y.

3. TekcT iHCTPYKLUIi /7151 MeJUYHOTO 3aCTOCYBAHHS JIIKAPCHKOTO 3ac00y TTOBUHEH
OyTu BUK/Ia[eHUH UYiTKO, YKpaiHCHKOH MOBOIO. 3a Oa)kaHHsSM BUPOOHMKa/3asBHUKA,
TOpsi/l i3 TEeKCTOM YyKpaiHCHKOIO MOBOKO JIOJJaTKOBO TEKCT iHCTPYKIIi Moke OyTu
BUK/IaJIeHUM perioHaibHOI MOBOIO ab0 MOBOIO MEHIIIMH 3a YMOBH, IO B TeKCTax
pi3HrMM MoBamu OyZie HaBeZieHO iIeHTUYHY iH(popMallito.

4. CTOCOBHO TeBHHMX JiKapChbKUX 3aco0iB Moke OyTH BigMiHeHa BHMoOTa II[0/10
HeoOXiTHOCTI BKa3yBaTH B iHCTPYKILIl /AJ1 MeJUUHOTO 3aCTOCYBAHHSA esKi JaHi MMpo
3aCTOCYBaHHS JIiIKapChbKOro 3aco0y 3a yMOBH, II[0 JTiIKapChKUM 3acib He MpHU3HAUeHU
JlJISI CAMOCTIMHOTO 3aCTOCYBaHHS MalliEHTOM.

5. Po3mip uipudrty moBuHeH OyTH BeJIMKUM, HACKIbBKH 1l MOXX/IUBO [JIsI
3pyuHOCTi, Ta unuTabenbHUM. MiHiManbHI BUMOTH BK/IOYalOTh: IpU(dT po3mipom 8
NyHKTIB [1if0 3 MDKpPAJKOBUM IHTepBa/ioM He MeHIle 1 Mm.

6. Y BepxXHbOMY MpaBOMY KYTKY IHCTPYKLil [/i1 MeJUUYHOI0 3aCTOCYBaHHS, SKa
BKJIA/IA€THhCSI Y BTOPUHHY YTAKOBKY JIiKapChbKOro 3aco0y, Ma€ OyTy 3a3HaueHO HOMep
Ta fgara Hakazy MO3 Ykpainu 1po gepykaBHY peecTpaljito/TiepepeecTpaLito/BHeCeHHs
3MiH y peecTpalliliHi Martepianu JiKapCchbKoro 3aco0y, sSKUM JaHWM JiKapCbKuii 3acib
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[I03BOJIEHO /11 MeJUYHOTO 3aCTOCYBaHHS B YKpaiHi, a TAKO)K HOMep PeeCTpaLiiiHOro
TOCBITUeHHS.

7. IHCTpyKUid [/id MeJUUHOr0 3aCTOCYBaHHS IIOBUHHA MICTUTU Taky
iH(opmariito:

7.1. Ha3Ba nikapchKOro 3aco0y.

7.2. TloBHUM $SIKICHUW CK/aj (CTOCOBHO [if0UMX Ta JOMOMDKHUX DPEYOBWH) i
KibKiCHMM ~ CcK/la[  (CTOCOBHO  [IilOYMX  pPEUOBHMH) 3  BUKOPHUCTAHHIM
3ara7bHOTIPUMHATUX Ha3B [ KOXHOI (OpMU BHUITYCKY JTiKAapChKOTO 3aco0y
(03yBaHHS Ta yIakOBKa).

7.3. JlikapcbKka ¢dopma.

OcHoBHi (hi3MKO-XiMiUHi B/IaCTUBOCTI.

7.4. ®apMmakoreparneBTuyHa rpymna. Kog ATX.

7.5. ®apMakoJ/IoTiuHi BIAaCTUBOCTI Ta, SIKILO Taka iHdopmallisi € KOPUCHOI AJist
nMiKyBaHHS, (apMaKOKiHETUYUHI XapaKTepuUCTUKW abo iMyHosoriuni i Giomoriuni
BJIACTUBOCTI.

Po3pin «®apmMakoioriuHi BIaCTUBOCTI» Ha JIiKapChKi 3aC00H, 1110 BiAITyCKalOThCS
Oe3 petierita TIOBUHEeH OyTH BHK/a/leHH 3pO3yMi/JIOF0 MOBOIO IS TIAlli€EHTa Ta, 3a
OakaHHAM 3asiBHUKA, iH(OpMallist Mo>ke OyTH CKOpOUeHa.

Po3gin «ImyHosoriuHi i GionoriuHi BAacTMBOCTI» € pO3/AinoM iHCTPYKIii s
MeJMYHOTO 3aCTOCyBaHHS TEeBHMX KaTeropiii MeanyHux iMyHo6iosoriyHnx
riperapariB (BaKL|MH, aHaTOKCHHIB TOIIIO).

7.6. K/iHIYHI XapakKTepUCTUKU:

TepareBTUUHI TTOKa3aHHS.

7.7. IlpoTrIIOKa3aHHs.

7.8. OcobmuBi 3axomu Oesreku (y pa3i  HeoOXifgHOCTI), SKUX TMOTPiOHO
JOTPUMYBATUCA OcobaM, siKi TpaIffoloTh 3 JIKApChKUMH 3acob0aMu Ta BBOJSTH iX
nalfieHTaM, a TaKoXK yci 3axou Oe3reKku, SKUX HeoOXiJHO JOTPUMYBATUCS TIAL[i€HTY.

7.9. B3aeMogis 3 iHIIMMHU TiKapCbKUMH 3aco0aMU Ta iHII BUAM B3aEMO/Iil.

7.10. OcobyMBOCTi 3aCTOCYBaHHS:

7.10.1. TlepepaxyBaTu Ta HajaTU iH(OpPMALit0 MPO BCi AOMOMiXKHI pEUYOBHHHU,
3HaHHS TIPO HAasBHICTh SIKMX € BA&KJIUBUMU [Jis1 Oe3reyHoro Ta e(eKTUBHOTO
3aCTOCYBaHHS JiKapCchbKoro 3aco0y (3rigHo i3 gogatkom 16 f10 11poro ITopsagky).

7.10.2. 3acTocyBaHHS y Tepioi BariTHOCTI abo ro/{yBaHHS TPYAILO.

7.10.3. 3paTHICTL BIUIMBAaTA Ha IUBUJKICTb peaklii TMpu KepyBaHHI
aBTOTPAHCIIOPTOM abo iHIIMMU MeXaHi3MaMHu.

7.11. lo3m i crioci6 BBejeHHS J/1s1 JOPOC/IHX.

7.11.1. Oith.

7.12. Ilepeo3yBaHHs (CMMOTOMM, HEBIIK/IaHI 3aX0/U JIIKyBaHHS Ta aHTUOTH).

7.13. Tlo6iuHi peakijii (4uacToTa Ta BUPa)KeHICTh 3@ YMOBH HasiBHOCTI).

7.14. Tepmin npugatHocTi (y pa3i HeobxifmHOCTI BKa3yeThcsi TepMiH 36epiraHHs
Mic/is  MiATOTOBKU JIiIKapChbKoro 3aco0y it Ge3rocepeHBOrO  3aCTOCYBaHHS,
HaTIPUKJIaJ, TMiC/IA PO3UrMHEHHS abo Mic/is TIepIioro BiIKPUTTS TIEPBUHHOI YTTAKOBKH).

7.15. YMoBU 30epiraHHsl.

7.16. HecymicHicTb (OCHOBHI BH/I1) 3a HasiBHOCTI iHdopMmaliii.

7.17. Tur 1 MICTKICTb TIEPBUHHOI YITaKOBKU.
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7.18. OcobsuBi 3axogu Oe3reku TIpU TIOBOKEHHI 3 HEBUKOPUCTAaHUMU
niKapchbKUMU 3acobaMul Ta Biixo/aMu JTikapChKHX 3ac0biB y pa3i HeoOXiJHOCTI.

7.19. Kareropis BifmycKy JiikapcbKoro 3aco0y, BCTaHOBJIeHA ITi/l Yac Jep>KaBHOI
peecTpaljii/mepepeecTpallii/BHeCeHHsI 3MiH [0 MaTepiasiB peecTpaliiiHOrO [IOChE 3
ypaxyBaHHSIM BUMOT Haka3ly MiHicTepcTBa OXOPOHU 370pOB’sl YKpaiHu Bif 17 TpaBHs
2001 poky Ne 185 «IIpo 3aTBepiKeHHsI KpUTepiiB BU3HAUYeHHS KaTeropiu BiAMyCKy
nikapcbKux 3acobiB», 3apeecTpoBaHoro y MinicTepcTBi roctulii Ykpainu 31 TpaBHs
2001 poky 3a Ne 464/5655.

7.20. HaiiMmeHyBaHHSI Ta MiCIje3HaXx0/)KeHHsI BUPOOHMKa Ta azjpeca HMOro Mmicis
TIPOBA/IPKEeHHSI [Iis/IbHOCTI (3a3Hava€eThCsi BUPOOHUK, BiANIOBima/bHUIM 3a BUMYCK cepii
niKapcbKoro 3aco0y), a 3a 6akaHHSIM 3asiBHUKA - HAUMeHYBaHHS i MiCI|@3HaXO0/PKeHHS
3asiBHMKA Ta/abo Tpe/icTaBHUKA 3asiBHUKA.

7.21. [Jara OCTaHHBLOTO MeperysiAy IHCTPYKLUil [/ MeAUUYHOr0 3aCTOCYBaHHS
(3a3HauvaeThCs Aara Hakazy MO3 npo peecTpalito/riepepeecTpal]ito/BHECEHHS 3MiH 0
iHCTpyKLii [J/s1 MeAWYHOTO 3acCTOCYBaHHS JIiKapChKOrO 3aco0y mig dvac [l
peeCTpaLjiiHOro MOCBiJUeHHST).

7.22. Ins pagiodapMalieBTHUHUX JTiKapChKUX 3aC00iB - TIOBHUM JOK/IaIHHAN OTHC
BHYTPIILIHbOI pafial[iiHOl AO3MMeTpii, a TAKOXX J0/IaTKOBI AOK/IaAHI iHCTPYKIii 111010
TPUrOTYBaHHS [I/I1 HETaHOI0 3aCTOCYBaHHS Ta KOHTPOJIFO SIKOCTi TaKUX JIiIKapChbKUX
3aco0iB, a y pa3i HeoOXiHOCTI - MaKkCUMaIbHUM TepMiH 30epiraHHsi, MPOTITOM SIKOT'O
Oyab-IKU TIPOMIDKHUM JTiKapChKWM 3acib, Takui, SIK emroaT, abo TOTOBUH /st
3aCcTOCyBaHHSI (hapMalleBTUUHWN JiKapChbKWM 3acib Oyze BifmoBizatTy BracHUM
crietiidikariism.

KpiMm TOro, iHCTpPyKIisi A/ MeAUYHOrO 3aCTOCYBaHHS pajiodapmal|eBTUYHOIrO
MiKapCchbKOro 3aco0y MOBMHHA MiICTHUTH OITHC yCiX 3axo/iB 0e3reKkH, TKUX HeoOXiJHO
JOTPUMYBAaTUCS MeJUUYHUM TIpal{iBHUKAM Ta Talli€eHTaM Iijj yaC MPUrOoTyBaHHS Ta
3aCTOCYBaHHS JIiKapChKOTO 3aco0y, a TaKOX Crielfia/ibHi 3axou 0e3reku 3 yTumi3alfil
YIIaKOBKU Ta i HEBUKOPUCTAHOT' O BMICTY.

8. B iHCTpyKii A1 MeAUYHOTO 3aCTOCYBAaHHSI MOXKYTh OYTU pO3MilljeHi CHUMBOJU
abo mikTorpamu, siKi TOSICHIOIOTH iH(OpMallifo, HaZlaHy B Hil, a TakKoX iHIla
iHdbopwmariisi, ska Bi/ITIOBi/la€ KOPOTKili XapaKTepPUCTWI]i JiKapChbKOro 3acoby i €
KODUCHOK /[iJId CaHIiTapHOI TIPOCBITH, 3a BHUHATKOM iH(oOpMaLil peKIaMHOro
XapakTepy, siKa CIIpUsi€ TIPOCYBaHHIO JTiKapChKOT0 3aC00y Ha pUHKY.

9. [HCTPYKIis [AJ/11 MeJUUHOTO 3aCTOCYBAaHHS TPAJUI[iHHOTO TiIKapChKOTO 3aco0y
POC/IMHHOIO TTOXO/)KeHHs [TOBUHHA MICTUTH BKa3iBKU Ha Te, L1[0:

JMiKapChKui 3acib € 3BMYaliHUM JTiKapChbKUM 3aCO00M POCMHHOTO TTOXO/KEHHS
Ul 3aCTOCYBaHHSl  BIATOBIJHO [0 T[IOKa3aHb, IATBEPIPKEHUX  TPHUBAIAM
3aCTOCYBaHHSM;

KOPUCTYBau T[OBHWHEH T[IPOKOHCY/IbTYBAaTUCA 3 JIiKapeM, SKIIO CUMIITOMU
3aXBODIOBaHHS He 3HUK/M TIifi Yac 3acTOCyBaHHsS JiiKapcbkoro 3aco0y abo
criocTepiratoTbCsi TO6GIUHI peakilii, He 3a3HaueHi B IHCTPYKIii AyiA MeAUUHOTO
3aCTOCYBaHHS JTiIKapChKOTO 3aco0y.

10. IHCTpyKLUis A1 MeQUUYHOrO 3aCTOCYBAaHHS TOMEOITaTUYHUX JIIKapChbKUX
3acobiB, siKi BifmoBizar0Th BUMoOraM, BUKIajeHuUM y po3zini XII uporo Ilopsiaky,
TOBUHHA MICTUTH:
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dbopMysItOBaHHS ~ «TOMEOMATUYHUM  JIiKapchKuii 3acib 6e3  3aTBepiykKeHuX
TepareBTUYHUX IT0Ka3aHb IS 3aCTOCYBaHHA»;

3acTepekKeHHs [I7Is CTIOJKKBava MpPo HeoOXiJHiCTh KOHCY/IbTAIlil 3 JiKapeMm, SIKII[O
CUMITTOMU 30epiratoTbCs IpU 3aCTOCYBaHHI JTiIKapChKOTO 3aco0y.

11. BnacHuK peecTpaljiiHOrO TIOCBilU€HHS TMOBUHEH rapaHTyBaTW, [0 y pasi
HeoOXiHOCTI 3MO)Ke HaZlaTW OpradisailissiM TMaI[i€eHTiB 3 0OMeKeHWUM 30pOM TEKCT
IHCTPYKIIi1 /11 MeIMYHOTO 3aCTOCYBaHHS y IOCTYITHOMY /il HUX (popMari.

XVII. BUMOT'M 10 KOPOTKOI XAPAKTEPUCTHKMU JIIKAPCBKOI'O
3ACOBY//IIKAPCBKOI'O 3ACOBY (MEJMYHOI'O
IMYHOBIOJIOTTYHOTI' O ITPEITAPATY)

1. KopoTka xapakTepuCTHKa JiiKapchbKoro 3aco0y (Summary of Product
Characteristics - SPC) - indopmariiss s crerjiamicTiB  mozo 06e3mekyd Ta
eeKTHBHOCTI 3aCTOCYBaHHSI JIIKAPCHKOTO 3aco0y, sika 3aTBEP/KYETbCS 3a Oa’KaHHSIM
3asiBHUKA.

2. TekcT KOpPOTKOi XapaKTePUCTHUKHM JiKapCchbkoro 3aco0y TIOBHHEH OyTH
BUK/Ia[IeHHUW UiTKO, YKPaiHCbKOK) MOBOIO.

3. KopoTka XapaKTepHCTHKa JiKapChKoro 3acoly, CTPYKTypy SIKOi HaBe/leHO Y
nozpatky 14 no nworo IlopsigKy, NOBMHHA MICTUTH TakKy iH(OpMaLlito:

3.1. HasBa jikapcbkoro 3aco0y, A0 CKmaAy sIKOi y pa3i HeoOXigHOCTI Moxke
BXO/IUTU [J03yBaHHS Ta JiKapcbKa (popma.

3.2. TloBHuM sIKicHMM CK/Iaj (CTOCOBHO [ilOUMX Ta JOMOMDKHHX DEUOBHH) i
KIZIbKICHUM CKJIaJ, CTOCOBHO [JiFOUMX PEUYOBMH 3 BUKOPUCTAHHSIM 3araJibHONPUUHATHX
Ha3B [I7Is1 KOJKHOT JOPMU BUITYCKY JTiKapChKOT0 3ac00y (103yBaHHS Ta YIIaKOBKA).

3.3. Jlikapcbka dhopma.

3.4. KniniuHa ingopmariis:

3.4.1. TeparieBTUUHI MTOKa3aHHSI.

3.4.2. Ho3onoris i criocib 3acTocyBaHHS /ISl JOPOC/IUX i, SIKIIO HeOOXigHO, AJis
JliTeu.

3.4.3. IIpoTurnokasaHHs.

3.4.4. OcobsuBi 3acTepe)keHHs Ta 3aro0iKHI 3aX0AW TPH 3aCTOCYBaHHI, a y
BUIAIKy MeIMUHOTO iMyHObiosioriuHOro mpernapary - 000B’s13KO0Bi 3amo0iXkHi 3aX0/u,
1110 TIOBUHHI OYTU BXXMTIi JTiKapsiMH, SIKi TTPAIffOl0Th 3 MMM 3aco00aMH Ta BBOJATH IX
TaifieHTaM, a TaKOX yCi 3armo0iKHi 3aX0/u, IKMX ITOBUHEH JOTPUMYBATHCS TTAlli€HT.

3.4.5. B3aemogis 3 iHIIMMHM JTiKapCbKUMH 3ac00aMU Ta iHIIN BUAM B3a€EMO/IiM.

3.4.6. 3acTocyBaHH4 IMij] YyaC BariTHOCTI Ta rOAyBaHHSA FPYAJLO.

3.4.7. BruiuB Ha 3[]aTHICTh KepyBaTH TPAHCIIOPTHHUMU 3aco0amu abo TIpaifoBaTH
3 IHIIMMH aBTOMaTHU30BaHUMU CUCTEMAaMMU.

3.4.8. ITo6iuHi peaxiiii.

3.4.9. Tlepeo3yBaHHs (CUMOTOMM, HEBI/IK/IaHI 3aX0/U JIIKyBaHHSI, aHTUOTH).

3.5. ®apMakoJIOriuHi BJ1aCTUBOCTI:

3.5.1. ®apmakoTteparnieBTUYHa rpymna. Kog ATX.

3.5.2. dapMakoJUHaMIUHi BJIaCTUBOCTI.

3.5.3. ®apMakKOKiHEeTHYHI BJIaCTUBOCTI.
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3.5.4. [okniHiuHi AaHi 3 6e3rneKu.

3.6. ®apmaijeBTUYHA iH(MOpMaLlisi:

3.6.1. IlepeJiik JOMOMI)KHUX PEUOBUH.

3.6.2. OCHOBHI BUNIaJIKWU HECYMiCHOCTI.

3.6.3. TepmiH nmpuAaTHOCTI, ¥ pa3i HeO0OXiJHOCTI BKa3y€eTbCs TEPMiH MPHUAATHOCTI
TiC/s PO3UMHEHHS JIIKapChbKOTo 3aco0y abo Tic/is TepIioro BiJKPUTTS TTePBHUHHOI
YITaKOBKH.

3.6.4. Ocob/1Bi 3armob6i>kHi 3ax0/1 TIpU 36epiraHHi.

3.6.5. Tur Ta BMICT MePBUHHOI YI1aKOBKH.

3.6.6. CrerianbHi 3axoau 0Oe3meKyd TIPU  TIOBO/KEHHI 3 HEBUKOPHCTaHUM
niKapchKUM 3acoboM abo Bigxomamu /ikapckKoro 3aco0y (y pasi HeoOXimHOCTI).

3.7. BylaCHUK peeCcTpaLiiHOro MoCBigUeHHs.

BupoOGHUK JliKapChKOTO 3aco0y (HaliMeHyBaHHSI Ta Miclle3HaXO/KeHHS
BMPOOHMKA Ta afipeca Moro Miclisl MPOBa/iKeHHS AisUTbHOCTI (3a3HavYaeThCsl BUPOOHHUIK,
Bi/ITIOBiia/TbHUH 3a BUITYCK cepii likapcbKoro 3aco0y).

3.8. Homep(u) peecTpaliiHOro(ux) MOCBiAUeHHSsI(Hb).

3.9. lara miepiiioi peecTtpailii abo miepepeecTpariii ikapCbKOro 3acooy.

3.10. Jara nepernsify TeKCTy KOPOTKOI XapaKTepUCTUKHU.

3.11. [1ns pagiodapmalieBTUUHUX JIiKapCbKUX 3aC00iB - MOBHUM [TOK/IaZiHUM OTHC
BHYTPIIIIHbOI pajjialiiitHOI AO3UMeTpii.

3.12. [lna pagiodapMaileBTUUHHKX JIiKapCbKUX 3aco0iB - 10ZAaTKOBi BKa3iBKU IS
TIPUTOTYBaHHS JIiIKapCbKUX 3aco0iB I/ HeTalHOr0 3aCTOCYBAHHS Ta KOHTPOJIIO SKOCTi
TAaKOro JIiKapChbKOTO 3aco0y, a y pa3i HeoOXiJHOCTI - MaKCHUMalbHHM TepMiH
30epiraHHs, MPOTATOM SIKOTO Oyb-IKMI MPOMIKHUIM JTiIKapChKHMM 3acib, HaIllpHK/az
emoaT, abo TOTOBUI [0 3aCTOCYBAaHHS JTiKapChKUM 3aciO Oyze BigmoBizaTH BIacHUM
cnerudikalism.

XVIII. BUMOI' 1O MAPKYBAHHS HA YIIAKOBIII
JIIKAPCBKOI'O 3ACOBY

1. Tnopmatyisi, 110 HAHOCUTBCS Ha YAKOBKY (€TUKETKY).

Ha BTOpUMHHII yrakoBLi TOTOBOro JiikapchbKoro 3aco0y, a 3a ii BifcyTHOCTI — Ha
TEepBUHHIM yIAaKOBLIi BKa3yHOTbCS TaKi 3arajbHi Bi[lOMOCTI:

Ha3Ba JlikapCbKOro 3acoby;

HallMeHyBaHHSI Ta MiClLle3HaXx0/)KeHHsI BUDOOHUKa;

HOMep peeCcTpaL[iiHOrO MOCBiJUeHHS;

HOMep Cepil;

Croco6u 3aCTOCYBaHHS;

[l03a [IiF0Y0i peUOBMHU B KOXKHIM OJMHHULIL Ta iX KiJIbKiCTh B yIaKOBI;

TepMiH IPUJaTHOCTI;

yMOBU 30epiraHHs;

3artobiXkKHi 3axX0/TH.

2. BuMoru [io MapKyBaHHSI YTIIaKOBKHU JIiIKapCbKOT0 3acoby.
2.1. Bumoru 10 BiOMOCTeH, 1110 BKa3yrOThCSI Ha YIAKOBLIi.
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2.1.1. BroprHHa yrmakoBKa JiKapcbkoro 3aco0y, a 3a ii Bi/[CyTHOCTi - miepBUHHA
yIlaKkOBKa Ma€ MICTUTH Taki BiJIOMOCTI:

a) MITPUX-KO/ TiKapChKOro 3aco0y;

6) Ha3By JliKapchKoro 3acoly, sika CyNpOBOKY€eThCs 3a3HaueHHssM MHH abo y
pasi ii Bi/[CyTHOCTi 3araJbHONIPUMHATOI Ha3BHM (KO/U JTiKapCHKHUM 3aCi6 MiCTHUTH JIHIIIe
OJHY [if0uy peuoBHHY); SIKI[]O Ha3Ba JIiKAPCHKOTO 3aCO0y MOXKe 3aCTOCOBYBATUCS Y
JeKiJTIbKOX JiKapcbkux ¢dopMax Ta/abo maTu pi3Hy cuiy fii, To HeoOXiJHO BKa3aTu
nikapceKy Gopmy Ta/abo cwiy Aii i3 3a3HaueHHSM TOTrO, UM TpU3HAUeHWM Iied
nMiKapcbKui 3acib asis aiTedt BikoM 10 1 poky, crapiie 1 poKy abo JopoC/uX;

B) [itoui pPeYoBUHHU Y SIKICHOMY Ta Ki/JIbKiCHOMY BHpa)keHHi i3 3a3HaueHHSIM
iXHBOTO BMICTYy B OJUHHUIII 103U ab0, 3a/Ie)KHO Bijl crioco0y 3aCTOCYBaHHS, B OJIUHULI
00'eMy UM Macd, 3 BHUKODUCTaHHSM IX MDKHApOJHUX HelaTeHTOBaHUX abo
3arajJibHOTNIPUMHATUX HAa3B;

r) mikapcbky (opMmy i3 3a3HaueHHSIM Macu, 00'eMy abo KiJbKOCTI OAWHUILIb
JI03yBaHHS, 1110 MICTATbCS B YI1aKOBL;

I) mepesiiK AOMOMDKHMX PEUOBHH 3rifIHO 3 JogaTkoM 16 no mworo Ilopsigky,
CTOCOBHO $IKMX Bi/JOMO, ITI0 BOHM CIIPUUMHSIOTH TIEBHY [it0 abo edekT i iX Ha3BH
3a3HavyalThCsl pa3oM 3 (OPMy/HOBaHHSIM: «Jig JAeTanbHOI iH(opMallii IuB.
iHCTpyKLilO AJjis MeAUUHOro 3acToCyBaHHsi». OJHaK Ha YIaKOBLi TOBUHHI OyTu
BKa3aHi BCi /IOMOMiXKHi pEUYOBHHH, SKI[O JIiKapCbKUM 3acid BUKOPUCTOBYETHCS
rnapeHTepasibHO, abo B odTasbMOMOriuHil TpakTUili, abo A1 MiCIeBOro
3aCcTOCYBaHHs (HAIIKipHi Ta TpaHCepMasbHi JiKapchKi 3aco0H, MiKapchKi 3aco00M st
iHrasisALin, A/ pOTOBOI MOPOKHWHU, Ha3a/bHi, PeKTa/lbHI Ta BariHa/bHi JiKapChKi
3acobm, TOOTO TaKi, 1[0 MAOTh MiCIIeBY ab0 TpaHCAepMa/bHY Mi0);

1) crocib, a 3a HeoOXigHOCTI - ITUISIX BBeAEHHS JTIKapChKOT0 3ac00y;

e) ocobmuBi 3acTepeXXeHHsI 1[O/I0 TOTO, UM C/if 30epiraTé ikapcbkui 3acib y
HEeZIOCTYITHOMY [I/Is [IiTel Mictii i, 3a HeobximHOCTI - 1103a ToJiem 30py [iTel;

€) JaTy 3aKiHUeHHsI TePMiHy NPUAATHOCTI (MicsSb/piK) (3a3HAuaeTbCsl OCTAHHIU
MIiCSIL[b, KOJTU TePMiH MPUJATHOCTI JiNCHUMN);

K) 3a HeoOximHOCTI 0C006/MBI BKa3iBKM BiJHOCHO TOro, IO POOUTH 3
HEBMKODUCTAHMM JliKapcbkuM 3acobom abo BifxogaMu, siKi 3a/ivIIalOTbCS Mic/s
BUKODUCTAHHS TaKOIo JiKapCcbKoro 3acofy, a Tako), 3a Oa)kaHHSIM 3asBHHUKa,
TOCH/IaHHS Ha Oyb-SIKy MpU/IaTHY CUCTeMy 30HpaHHS Bi[X0/iB Ha MiCIIi;

3) HallMeHyBaHHSI Ta MicClle3HaXO/)KeHHsI BHPOOHMKA Ta ajpecy Moro Micus
TTPOBA/PKEHHS AisiTbHOCTI (3a3HavaeThCs BUPOOHUK, BiJ[TTOBiabHIM 3a BUITYCK CEpiM
miKapcbKoro 3aco0y) i 3a HeoOXimHOCTI HaMMeHYBaHHSI Ta MiCI[@3HaXOIKeHHS
3asBHMKa a00 MpejicTaBHUKA 3asiBHUKA.

Y pas3i 3pilicHeHHs1 BUpOOHUI[TBA JTiKapCchKoro 3aco0y 3 makyBaHHs in bulk, mopsiz
3 HalilMeHYBaHHSIM BUPOOHMKA 3a3HAYA€EThCS: «BUPOOHUIITBO 3 TIaKyBaHHA in bulk;

Y1) HOMep peeCcTpaLjiiHOro MOCBiJUeHHS;

i) Homep cepil /likapcbKoro 3aco0y, IPUCBOEHN BUPOOHUKOM;

i) sKuo JikapcbKWi 3acib TpU3HAueHO [Jii  CaMOCTIMHOTO JliKyBaHHS,
iH(opMaliito J/1s1 HOTro 3aCTOCYBaHHS;

i1) 3a HeobXigHOCTI 0CO0/MBI 3aCcTepe)KeHHsI CTOCOBHO JIiKapChbKOT0 3aCc00y;
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K) yMOBH 30epiraHHs, a 3a HeoOXigHOCTi — 0co6/MMBi yMOBH 30epiraHHs.

Y pasi BiACYTHOCTI BiAMNOBIJHOI IIOII HAa YIAKOBL{ [Jid HaHECeHHS MOBHOI
iHdbopMailii 000B'I3KOBO HAHOCSATLCS [laHi, MepeiiueHi B MAMYHKTax «a», «b», «B»,
«I», «E», «3», «U», «i», «i», «K» 1[bOr0 MYHKTY, 3@ YMOBU HasiBHOCTI iHCTPYKIIil /Jis
MeJJMYHOI'0 3aCTOCYBaHHS.

2.1.2. Ha BTOpPWHHI{ ymMakoBLi MOXYTb OyTH TakKoXX BMillleHi CHMBO/IM abo
MIKTOrpamu, SIKi Jar0Th 3MOIYy MOSICHUTH iH(OpMaLlito, BKa3aHy B MmiAnyHKTi 2.1.1
1IbOr0 MYHKTY, @ TaKOX iHIlIa iHpopMallisi, sika Bi/INOBi/la€ KOPOTKii XapaKTepUCTULIi
niKapcbKoro 3aco0y Ta € KOPUCHORO [I/Is1 TIAl[i€HTa, 3a BUHSITKOM OY/b-SIKUX e/IeMeHTIB
pPeK/IaMHOTO XapaKTepy, SIKi CIpPUsiFOTh MPOCYBAHHIO 1IbOTO JIiKapchbKoro 3aco0y Ha
PUHKY.

2.1.3. Tudopmatiisi, 3a3HaueHa B miamyHkrtax 2.1.1 Ta 2.1.2 1pOrO MYyHKTY,
BKAa3ye€TbCs HA BCiX IEPBMHHUX YIAKOBKAaX, 3a BUHATKOM BUIIAJKIB, OINUCAHUX Y
MiANyHKTI 2.1.4 [1bOT0 NYHKTY.

2.1.4. Ha niepBuHHIM ymakoBiii y ¢bopMi 6icTepa, cTpuria TOIIO Ta Ha MepBUHHIT
YMaKoBL[i HEeBeJMKOTr0 po3Mmipy (ammysi, THOOMKY-KpareabHUL, IMPULIi-TIOOUKY
TOILIO), II0 BK/IQJAa€TbCd Yy BTOPMHHY VYIIAKOBKY, $Ka BIJMOBiZlae BUMOram,
BUKJ/IaJICHUM Y MifgnyHKTax INyHkrax 2.1.1, 2.1.2 1poro InyHKTYy, 3a3HA4ya€TbCsd SK
MiHIMyM Taka iHbopMmallis:

a) Ha3Ba JiikapcbKoro 3aco0y;

6) mMaca, 06'eM, KOHI[eHTpaIlisi ab0 Ki/lbKiCTb OWMHULIB [ii JIiKapcbKoro 3acoby;

B) HOMep cepii sikapcbKoro 3aco0y;

I) /laTa 3aKiHUeHHs1 TepMiHY MPU/IaTHOCTI;

I') HaliMeHyBaHHsS BUPOOHMKa Ta 3a HeoOXiAHOCTI 3asBHUKA.

Y pas3i BiACYyTHOCTI BiZilTIOBiAHOTO MiCLid Ha TIePBUHHIM yMaKOBLIi [IJi1 HAaHEeCEeHHS
3a3HaueHoi iHdopMaljii 060B'SI3KOBO 3a3HAYAIOThCS [laHi, TepesiiueHi y ITiImyHKTax
«a», «b», «B» IHOTO TiATTYHKTY.

2.2. Bumorud [0 MapKyBaHHSI YIIaKOBKM JIIKAPCBKUX 3acO0iB, IO MiCTSTh
pajioOHYKIIAN:

2.2.1. BropuHHa ymakoBKa Ta TepPBUHHA YTMaKOBKa JIiKapChKUX 3aco0iB, 1110
MICTSITh paZlioOHYK/IiX, TIOBUHHI OyTW MapKOBaHi BiZIMIOBiIHO /10 MpaBu/ 6e3rneyHoro
TPaHCIIOPTYBaHHA PaJi0OaKTUBHUX MaTepiasiiB Ta BiANOBIAATA TAKUM BUMOTaM:

2.2.2. ETvKeTKa Ha 3aXMCHOMY KOHTEWHEepi MOBHMHHA MIiCTUTU [JOK/IaJHi
BIJOMOCTI, BKa3aHi B MiANyHKTI 2.1.1 1poro myHKTy. /104aTKOBO MapKyBaHHS Ha
3aXMCHOMY KOHTelHepi OBUHHO MOBHICTIO MOSICHIOBATH KO/IyBaHHS Ha (P/1aKOHi Ta 3a
HeoOXiTHOCTI MiCTUTH 3a3HaueHHS KiIbKOCTi OJWHHIb Pa/li0aKTUBHOCTI JIiIKapChKOTO
3aco0y y 703i abo 11imoMy (y1akoHi i3 3a3HaUeHHSAM JIaTH, a y pa3i HeoOXiJHOCTI yacy,
a TaKOXK KiJIbKOCTi Karicys abo f/1s1 piguau - 06'eM y MiftiliTpax BMicTy iakoHa.

2.2.3. MapkyBaHHs1 (p/lakOHa TTIOBUHHO MiCTUTH TaKy iHbopMallito:

Ha3By abo0 KoJ JiikapchbKoro 3acoby, BK/IOUarouu Ha3By abo XiMiuHUN CHUMBOJI
pajioHYKIIIZA;

HOMep cepil Ta JaTy 3aKiHYeHHs TepMiHy IPUJATHOCTI;

Mi>KHapOJJHUH CMUMBOJI Pa/li0aKTUBHOCTI;

HaliMeHyBaHHSI BUDOOHUKA;

KIJIbKICTb OJUHULIb PaJi0aKTUBHOCTI, SIK YKa3aHO B MIAMYHKTI 2.2.2 1[bOr'0 MYHKTY.
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2.3. Bumoru 10 MapKyBaHHS YITaKOBKM ITOMeOTIaTHYHUX JIIKapChKUX 3aC00iB:

[l715 TOMeoTaTUYHUX JTiKapChbKUX 3aco0iB, sKi BiJOBifal0Th BUMOTraM pO37iTy
XII uporo IlopsiiKy, Ha eTHUKeTLi YINakoOBKM Mae OyTW HaBeJileHa Ti/IbKMU Taka
iH(opmaryis:

IITPUX-KO/] JTIKapChKOTO 3acoby;

HayKOBa Ha3Ba CUPOBMHKM ab0 BW/IB CHUPOBHMHH i3 3a3HAUeHHSIM CTYIIeHS
po3BeJieHHs i3 3acTocyBaHHSAM cuMBoOJTiB JJ®Y abo iHioi papmakomnei (EBporieiicbka
dapmakonesi, Himenbka romeornatiuHa ¢apmakoness (GHP), T'omeonaTuuHa
dapmakonesi CIIIA (HPUS), Bbpurancbka romeomnatvuHa ¢dapmakornesi (BHP),
I'omeomnaTuuHa ¢apmakores I11Ba6e);

HaliMeHyBaHHS Ta MiClle3HaXO/)KeHHs1 BHUpPOOHWMKAa Ta 3asBHMKa i, 3a
Heo0OXiTHOCTi, HaiMeHyBaHHS TIPe/ICTaBHUKA 3assBHUKA;

crocib 3acTocyBaHHS Ta, 32 HEOOXiJHOCTI, IIJIIX BBEJEHHS;

JlaTa 3aKiHYeHHS1 TepMiHYy TMpPUJATHOCTI (MiCSLb/pIK) (3a3HAYAETHCS OCTaHHIU
MICSIL[b, KOJTU TEPMiH MPUJATHOCTI JiMCHUMN);

JiKapchbKa opma;

BMICT YIIaKOBKU /I [IPOJIAXKY;

3a HeoOXiZHOCTi, 0co6/MBI yMOBU 30epiraHHs;

3a HeoOXiTHOCTi, 0c006/MBI 3acTepe)KeHHs 11107i0 JiKapChbKoro 3aco0y;

HOMep cepii /ikapcbKoro 3aco0y, MPUCBOEHNI BUPDOOHUKOM;

HOMeEDP peeCTpaL[iiHOrO MOCBiJUeHHS;

dopMy/itOBaHHS ~ «TOMeOTNaTUUHUM  JiKapchbKuii 3aci6 6e3  3aTBepKeHUX
TeparieBTUUHUX I0Ka3aHb JJ1s1 3aCTOCYBaHH»;

3acTepeXXeHHs I CIIOXKMBava Mpo HeoOXiAHICTh KOHCY/IbTALil 3 JlikapeM, SIKIIIO
CUMIITOMH 3aXBOPIOBAHHSI He 3HUKJIH TIi/l YaC 3aCTOCYBaHHS JIIKapChKOTO 3aco0y.

2.4. Bumorxd [0 MapKyBaHHS YITAaKOBKM TPAJUI[iHHUX JIiKapCHKUX 3aco0iB
POC/IMHHOT'O TTOXO/ KeHHS:

[y TpaguiiiHUX JiKapChbKUX 3aco0iB pPOCIMHHOTO TIOXO/KEHHS EeTHKeTKa
MOBUHHA MICTUTHU JOKJaJHI BiJOMOCTi, BKa3aHi B mignyHkrtax 2.1.1 ta 2.1.2 gworo
MyHKTY. [logaTKoBO MOBWHHI OyTH HaBe/|eHi BKa3iBKH I1pO Te, I110:

niKapcbKuii 3acib € TpafuLiiHUM JiKapCbKUM 3aC060M POCIMHHOIO MOXO/KEeHHS
[UId  BUKOPMCTAHHS  BIATMOBIAHO [0 T[IOKa3aHb, MIATBEPI)KEHUX TPHUBaIAM
3aCTOCYBaHHSM;

KOPUCTyBau IIOBUHEH I[IPOKOHCY/bTYBaTUCA 3 JliKapeM, $KIIO CHUMIITOMU
3aXBODIOBAaHHS He 3HMK/IM IIiJj Yac 3acTOCyBaHHS JiiKapChbKOro 3acoby abo
CriocTepiraroTbCd TOOIUHI peakijii, He BKa3aHi B IiHCTPYKLil /1 MeJUYHOIO
3aCTOCYBaHHS.

2.5. Bumoru 7o MapKyBaHHS YIIaKOBKH JTiIKapCbKUX 3ac00iB, 1[0 MiCTSITh OJUH YU
JleKiJlbKa HapKOTUYHHUX 3aCcO0iB Ta/ab0 IMCUXOTPOITHHUX PeUOBHH:

Ha ymakoBIji nikapcbKux 3aco6iB, 1[0 MiCTSTh OAWH UX [€Ki/ibKa HADKOTHYHUX
3ac06iB Ta/abo TICUXOTPOITHUX PEUOBHH, MOBWHHI MICTUTHCH AOK/IaZHiI BiZoMOCTI,
BKasaHi B mignyHkrax 2.1.1 ta 2.1.2 uporo nmyHkTy. [J0oJaTKOBO MepBUHHA YIaKOBKa
TOBHHHA OYTH M03HaueHa To/IBiliHOI0 YepBOHOK CMYTOIO.

2.6. BuMoru /10 TeKCTy yIaKOBKH JTiKapChbKOT'0 3ac0o0y:
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2.6.1. [laHi Ha ymakoBili MalOTb OyTH HaHeceHi MIPU(GTOM He MeHIlle 7 MYyHKTiB
Himo.

2.6.2. TekCT MapKyBaHHSI BWK/IA[Ia€ThCSl YKPAlHCHKOI MOBOIO. 3a Oa)KaHHSM
BHUPOOHMKA/3asiBHUKA Pa30M i3 TEKCTOM MapKyBaHHSI YKpalHCHKOI0 MOBOHO I0IaTKOBO
TEKCT MapKyBaHHS Moe OyTHM BUK/IafieHHWN perioHajbHOIO MOBOIO abo MOBOIO
MEHIIIMH 3a YMOBH, ITI0 B TeKCTaX pPi3HUMH MoBaMu Oyze HaBeleHO i/[eHTHUHY
iH(opmatriito.

2.6.3. JlomycKaeTbcs, 3a HeoOXiHOCTi, HAHECeHHsI Ha YIaKOBKYy iHdopMaiiii 3a
JIOTIOMOTOK0  CTHKepa, 30KpeMa /i OpuriHaibHUX (iHHOBAL[iMHUX) JiKapChbKUX
3aco0iB (CTpOKOM Ha OJWH piK 3 JaTH iX [Jep>KaBHOI peecTpallii), mperiapaTiB
oOMe)KeHOTo 3acToCyBaHHSI (TIperiapaTiB-cupiT) abo, 3a HeoOXimHOCTI, B iHIMX
BUIIAJKax.

IHdbopmallis, 1110 MiCTUTBCS Ha CTHKepi, Ma€ BiAmoBijaTh BuMoraMm IyiaB 1 Ta 2
uporo posgpiny. CTukep 3aTBepAKyeTbCs y CKaaji MeToziB KOHTPOJIFO SKOCTI
miKapcbKoro 3aco0y Tipy  HOro  peecTpailii/riepepeecTpailii/BHeCeHHi 3MiH Yy
peecTpaljiiHi MaTepiau.

2.6.4. Ha BTOpWHHIM ymakoBIli jiKapcbkux 3acobiB (kpim A®PI abo miroumx
PEUOBHH Ta JiKapchkux 3acobiB B ymakoBri in bulk) Takox mpudTom Bpatins
3a3Hauar0ThCsl Ha3Ba JIiKapCchbKOro 3acoly, /f03a Air04yoi peuoBMHM Ta JiKapchka ¢hopMa
BimoBigHO A0 Ilopsaky MapKyBaHHS JiiKapCbKuX 3acobiB 1ipudTom Bpaiins,
3aTBepAyKeHOro HakazoM MiHicTepCcTBa OXOPOHM 3[0POB' YKpaiHU Bij 25 cepriHs
2010 poky Ne 722, 3apeecTtpoBaHoro y MiHicTepcTBi rocTULlil YKpainu 05 nucronaja
2010 poky 3a Ne 1044/18339.

2.7. Bumoru 1100 [AOTIOM>KHMX pEUYOBUH, $IKi MarOTh OyTH HaHeceHi Ha
YIIaKOBKY:

2.7.1. Ha3By [JONOMDKHMX PEUYOBHMH Ha yNAKOBL{i [TOBUHHI BKa3yBaTUCh y TaKUU
croci6:

JIOTIOMi>KHi peuoBMHU MatoTh OyTu mpefcTaBieHi 3a ixnimu MHH BifnosigHo 710
€Bporteiicbkoi  gapMakoriei abo 3a BiICYTHOCTI TaKWX - 3araJbHONPUMHATAMHU
Ha3BaMy;

Ha3By JOMOMDKHOI PEUOBHMHHM Mae€ CyIpPOBOpKYBaTH HOMeD «Ex», K0 Takuu €.
Ha ymakoBLi Mo)ke OyTH 3a3HaueHUM TijibKd HOMep «E» 3a yMoBH, 110 TTOBHa Ha3Ba
(MHH, a 3a ii BiACyTHOCTI - 3ara/JibHOTIpHITHSTa Ha3Ba) Ta HoMep «E» Oye HaBemeHO
B IHCTPYKLI /i1 MeIMYHOI'O 3aCTOCYBaHHA y po3aiii «Ckiagy;

raTeHTOBaHi KopureHTH abo apomaru3atopu MaroTh OyTM HafaHi y
3araJibHOMPUMHATHUX TepMiHax (HarpuK/Ia[, «aneJbCUHOBUU CMaK», <«JIMMOHHUU
apoMart»); MaroTh OyTH 3a3HaueHi OyIb-sKi Bi/JoMi OCHOBHi KOMITOHEHTH abo TakKi, 1110
MaroTh [eBHY BU3HaHY [iit0 abo peakiito;

XiMiuHO MogudikoBaHi AOMOMiIXKHI peuoOBMHM MalOThb OyTH BKa3aHi y TaKuii
Criocio, 11106 YHUKHYTH TUTyTaHUHU 3 HeMOAU(iKOBaHUMHM [IOTIOMi’KHUMH PeUOBUHAMU
(HanpuWK/Iaz, KpoOXMaJsib MOMepeHbO JKeJTaTUHI30BaHUMN );

yCi KOMITOHEHTH CK/IaJHUX JOIOMDKHMX PeuoBHMH ab0 cymimed MawTh OyTu
3agB/lIeHi, IiepejliyeHi B OIWCI 3arajlbHOTO CKjaAy i3 3a3HayeHHsSM OCHOBHUX
CK/Ia[IOBUX PEUYOBUH (Harpukiaz, (apba Ansi JpPyKy, IO MICTUTH X, y, Z). 3arajibHa
Ha3Ba CK/IagHOI AOTMOMDKHOI peuoBHMHH abo cymilli Mo)ke OyTH BHKOPHUCTaHa Ha
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YIaKOBLi y BUIMAJKY, SKIO Oi/bI TMOBHA iHMOpMaIlisi HaZ@€ThCsl B iHCTPYKIfil ISt
MeJJUYHOI0 3aCTOCYBaHHS. By/ib-IKMM KOMIIOHEHT, 3JaTHUM CIIPUYMHUTU MEBHY [it0
abo peakiiito, Mae OyTH BKa3aHWM Ha yTIAKOBIIi.

LIi BUMOTHY He CTOCYIOTbCS MapKyBaHHS Ha yrakoBKax A®I abo /ifounx peyoBUH.

2.7.2. TlepesiK JOTIOMi’KHUX PEUOBHH, 5IKi MalOTh OyTH 000B'SI3KOBO 3a3HaueHi Ha
yIakKoBIji, Ta iH(OopMallis 11100 BIJIMBY [[UX PEUOBHH 3a/IeXKHO Bif| LIJIIXy BBe/I€HHS
Ta BMICTY JOIMOMDKHOI peuoBMHM, 1[0 Ma€ OyTM HaBejeHa B IHCTPYyKLil A/is
MeJIJMYHOI'0 3aCTOCYBaHHS JIiKapChbKOTo 3aco0y, HaBelleHO B J0/aTKy 16 /10 11bOro

[Topsaxy.

XIX. KPUTEPII IPOBEJEHHS NOJATKOBUX BUIIPOBYBAHbD
JIIKAPCHKHMX 3ACOBIB ITPY IPOBEJAEHHI EKCITEPTU3U
MATEPIAJIIB PEECTPAIIIIIHOI'O JJOCBHE

1. MopaTkoBi BunpobyBaHHS 1110710 (hapMal|eBTHUHOI pO3pOOKY MpH MPOBe/IeHHi
eKCTIepTU3U MaTepiasiiB peecTpaliiHOro J0ChE Ha JTiKapChKi 3acobu, 1110 MOAAI0ThCS
Ha Jep)kaBHY peecTpallifo, a TaKOX eKCIlepTHU3u MaTepiaiiB PO BHECeHHs 3MiH [0
MarepiajiiB peecTpaLiiiHOrO /[0Ch€ MPOTArOM il PEeeCTPaLliiHOrO TOCBiAUeHHSs
MPOBOJATLCA Yy BUIAAKax, KOJMA 3a pe3yJbTaTaMW eKCIIepTU3M MaTepiaiiB
peecTpalliiiHOro JOChe MaTepiasiiB 0y/i0 BCTaHOB/IEHO, IT10:

BificyTHi abo HemocTaTHi [aHi, 1[0 MalOThb OyTH TIpeACTaB/IeHi BiJIMOBiZHO 10
BUMOT, TiepebaueHrx uvacTtuHOw II peectpariitiHoro gocbe po3zitie VII ta VIII
nporo Ilopsaky abo Moaynem 3 po3ginie IX Ta X nporo Ilopsaky, s
MiATBepPKeHHsI TOro, 1[0 po3pobsieHa Jiikapchbka ¢opMa Ta 3arpOTIOHOBAaHHWM CK/aj
3a/I0BOJIbHSIIOTh MeTY, BKa3aHy B 3asiBi Ha TIpOBeJeHHS EeKCIIePTHU3W MaTepiasiB
peeCTpaLiiiHOrO0 [0ChE;

BificyTHi ab0 HejoCTaTHi [aHi, M0 MarOTh OyTH TIpe/CTaB/eHi BiAMOBiAHO A0
BUMOT, mepenbaueHnx dactuHoro II peecrtpauifiHoro gocee po3zinie VII ta VIII
1poro ITopsgky abo Mogynem 3 po3ainiB IX Ta X mporo Ilopsiaky, mozao ¢i3uko-
XiMiYHMX XapaKTepUCTHUK Jit0U0oi peuoBUHH, sIKi BIUIMBAIOTh Ha 6i0j0CTYITHICTH;

BificyTHi abo HemocTaTHi [aHi II[0/I0 AOCTiIKeHb [  ITiTBep/pKeHHs
eKBiBa/IeHTHOCTiI TeHepUYHOI0 JIiKapChbKOro 3aco0y /0 pedepeHTHOro Tperapary Ha
eTani (apmalieBTUUYHOI pPO3pO0KH, repefbaueHi BUMOTaMH, BUK/IaJleHUMH Y T/aBi 4
po3ainy XX usoro [Topsaky.

2. JomaTkoBi BUMPOOyBaHHS 11[0/I0 TiATBEPKeHHs SKOCTi JiKapChbKUX 3acobiB
TIPY TIPOBe/IeHHI eKCITePTHU3U MaTepiasliB peecTpaljiiHOro A0ChE Ha JIiKapChbKi 3aCo0M
TIPOBOZSTHCS Y BUMA/KY, KOJIM 3@ pe3y/bTaTaMy eKCIIePTU3M TaKUX martepiamiB 0ysio
BCTAHOBJIEHO, 1[0 pe3y/IbTaTU K/IHIUHOI0 ay[AUTy CBiJUaTh PO HeJOTPHUMAaHHS YMOB
30epiraHHsl  [JOC/Ti/PKYBaHOTO JIIKAPCHKOTO 3aco0y TpH TpPOBe/leHHi KTiHiuHUX
BUTNIPOOYyBaHb, ab0 BUSIBJIEHO  HEeBiANOBiAHICTL HOMepiB  cepili  3paskKiB
JOCTiI)KYBaHOTO JTiKapChKOTO 3aco0y Tpu TIpOBefleHHI K/IiHIUHKUX BUTIPOOYBaHb
BifnmoBizHO mo Bumor IlopsiiKy MpoBejeHHs1 KJIiHIYHMX BUIMPOOYBaHb JiKapChbKUX
3aco0iB Ta eKCrepTH3U MaTtepiaiiB KAiHIYHUX BUNIPOOYBaHb, 3aTBEPPKEHOT0 HaKa3oM
MiHicTtepcTBa OXOpOHM 370poB'a YKpaiHu Bif 23 BepecHs 2009 poky Ne 690,
3apeecTpoBaHoro y MiHictepcTBi tocTulil YKpainu 29 xoBTHA 2009 poky 3a
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Ne 1010/17026 (y pepakiii Haka3y MiHicTepcTBa OXOPOHM 3/I0POB'st YKpaiHu Bij 12
murHg 2012 poky Ne 523).

NogaTkoBi BUMTPOOYBaHHS OO ITiITBEPAKEHHS SKOCTi TiKapChbKUX 3aco0iB 1mpu
TIPOBe/IeHHI eKCIepTU3U MaTepiasliB PeeCTpalliiHOTO [JOChE Ha JIiKapchKi 3acobu He
MPOBOJATBHCSA Y BUIAJKax, 3a3HaUeHUX Yy MAMYHKTI 5.2 OyHKTY 5 po3giy XX [boro
[Topsanaxy.

3. lojaTKOBi BUMPOOYBaHHS IT0/I0 AOK/IiHIUHUX [AOC/iP)KeHb TpPH ITPOBe/IeHHi
eKCIIepTH31 MaTepia/liB peecTpalliiiHoOro ZI0Che€ Ha JIiKapChKi 3aco0u TIPOBOJASTHCS Y
BUTAJKY, KOMU 3a pe3y/bTaTaMy eKCIepTHU3W TaKuX MaTepiasniB 0y/i0 BCTaHOBJIEHO,
[0 JlaHi, TIpe/iCTaB/ieHi BiAMoBiAHO a0 BuMor, mepeabaueHux uactuHoio 11
peectpatiiiiHoro gocke po3ainaiB VII ta VIII uporo Iopsgky abo Mosaysiem 4 po3zinis
IX ta X 1mporo Ilopsaky, mogo dapMakonoriyunux, GapMakOKiHETUUHUX Ta
TOKCHKOJIOTiUHUX IOC/Ii/PKeHb, HeOOIPYHTOBAHO Bi/ICyTHi ab0 HeJOCTATHi.

4. JomatkoBi BUTIPOOYyBaHHS 1I0A0 eeKTUBHOCTI Ta/abo Oe3reky JIiKapChbKOTO
3aco0y mpy MpoBeZieHHI eKCIIepTH3W MaTepiasiB peecTpaliiHOro /JOChE Ha JIiKapChKi
3ac00M TPOBOJATHCS y BUMAAKYy, KOJM 3a pe3yabTaTaMU eKCTIepTHU3U 3BiTiB
NnpoBeJileHOro(Mx)  KAiHIYHOro(Mx)  AOC/HiMKeHHs(b),  HaZ@aHUX  3asIBHUKOM,
BCTaHOBJIEHO, L10:

K/IiHIYHI [aHi, HaZlaHi BiAMOBIJHO A0 BUMOT YaCTUHU IV peecTpaliiiHOro J0Che
po3ainie VII ta VIII uporo IMopsaky abo Mopynsa 5 posginiB IX Ta X 116010
[Topsiaky, mpecTaB/ieHi He B TTIOBHOMY 00cs3i abo/Ta HeJOCTaTHLO OOIPYHTOBYIOTH
OKpeMi TToKa3aHHS /IJisl 3aCTOCYBaHHs ab0 TIPOTUIIOKa3aHHs, CXeMU MpH3HaueHHS;

HasiBHi HeraTWBHi JlaHi CTOCOBHO e(eKTHBHOCTI abo Oe3rekw JiKapChbKOTro
3aco0y, TIpe/CTaB/ieHi BiJIMOBIJHO /g0 BHMOTr, IiepeA0aueHUX YacTUHOO IV
peectpatiiiiHoro gocke po3aiaiB VII ta VIII uporo [opsgky abo Mogysiem 5 po3zinis
IX ta X mporo [opsaky, i i gaHi moTpeOyIOTh A0AaTKOBUX AOCITiKEeHb;

TIpoBeJieHi KJIiHiUHI BUTMPOOyBaHHS € HeaZileKBaTHUMH I ITiITBePKEeHHS
eeKTUBHOCTI Ta Oe3meKy TiKapchbKoro 3aco0y;

JlaHl CIPUYMHSAIOTH CYMHIB IJOZI0 [JOCTOBIPHOCTI pe3y/bTaTiB IPOBeJeHUuX
KJTiHIYHUX BUTIPOOYBaHb.

5. [logaTKoBi BUNIpOOYyBaHHS /111 KOMOiHOBaHUX JTiIKapChKUX 3aC00iB, 1110 MiCTATh
y CBOEMY CK/aJi BiZIoMI JIif04i peuyoBUHHY, SIKi paHillle He 3aCTOCOBYBa/IUCh Y JaHOMY
CTIOJIyUYeHHI 3 TeparieBTUYHOK MeTOH, TIPOBOAATLCSH, SKIIO TOKCHUKOJIOTIUHI,
dapmakonoriudai abo KiiHiUHI JOCTiIKeHHs, BUK/IaJeHi BifMoBiZHO m0 BuMOr
yactunu III peectpauitinoro gocke po3aini VII ta VIII uboro [Mopsiaky abo Mogynst
4 po3aini IX ta X 1poro IlopsiiKy, HajlaHi He Y TIOBHOMY 00Cs3i.

Lle He cTOCY€eTLCSA BUMAKIB, KOJIM KOMOiHOBaHi JlikapChbKi 3aC00M MiCTSTh Bijomi
JiF0Yi peUOBHHM, SKi paHillle BUKOPHUCTOBYBAIUChH Y MEJUUHIW TMPaKTUL|i K OKpeMi
riperiapaty y Tili camiil jikapchbKiii opwmi, fo3ax Ta BiAMIOBiAHOMY CITiBBiJHOIIIEHHi
[UI1 JOCSATHEeHHSI Ti€l caMoi TeparneBTUYHOI MeTH. IIpy 1[bOMYy 3asiBHUK I1OBUHEH
HaZlaTU pe3y/lbTaTd JOC/i/PKeHb, $Ki TATBEp/PKYIOTb BifICYyTHICTH OyAb-sKOi
B3aeMO/Iii MiXK iHrpefieHTaMu JIiKapcbKoro 3aco0y, sika MOKe BIUTMHYTH Ha HOTo
edeKTUBHICTL Ta 0e3MeKky sK Ha cCTajiii BUPOOHUIITBA, TaK i IIPOTATOM TepMiHY
30epiraHHs KOMOiHOBaHOTO JTiKapChKOTO 3ac00y.
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6. [dopaTtkoBi BumpoOyBaHHsA 11010 6iOAOCTYMHOCTI Ta eKBiBaJeHTHOCTI
TeHepUYHHX JTiKapCbKUX 3aco0iB TP  TMpOBe/IeHHI eKCIepTHU3W  MarepiasiB
PeECTPAL[iMHOrO 10ChE MPOBOASATLCA Y BUNAAKY, KOJIU:

JlaHi TIpe/[CTaB/IeHO He B MOBHOMY 00Cs3i /IS TiATBep/pKEeHHSI eKBiBaJIeHTHOCTI
MiKapchKOoro 3aco0y BiAIMOBIZIHO 0 BUMOT, BUK/IaZIeHUX Y TIYHKTI 4 po3finy XX 11b0ro
Iopsazxy;

JaHi, mepenbaueHi BUMOramMH, BUK/IaJ[eHUMU y TIYHKTI 4 po3aily XX 1[bOT0
[lopsaaky, € HeafeKBaTHUMM [JJid MiATBepKeHHS eKBiBaJIeHTHOCTI TeHepUUYHOro
niKapcbKoro 3aco0y;

icHye pM3UK, 1110 MOX/IMBI BiIMiHHOCTI y 6i0ZI0CTYITHOCTI MOXKYTb MIPU3BECTH [0
TeparieBTUYHOI HeeKBiBaJIeHTHOCTI.

7. [HopmatkoBi kmiHiuHi BumnpoOyBanHs MIBII (kiHiKo-emigeMionoriudi
BUTIPOOYBaHHS BakKIMH Ta AaHATOKCHHIB) TIPOBOASATHCA Yy BWIIQJKy, KOJU 3a
pe3yabTaTaMu eKCITIepTU3u 3BITIB KJIiHIYHMX  BUIPOOYyBaHb (KniHiKO-
er1iIeMioIoTiuHrX BUTIPOOYBaHb /11 BaKLIMH Ta aHAaTOKCHHIB), Ha/laHUX 3asBHUKOM,
BCTaHOBJ/IEHO Xoua 0 of[uH i3 Takux (PaKTiB:

y Marepiajiax peeCcTpalilHOr0 [JOCh€ HEeAOCTaTHbO AAHUX AJIs1 MiJTBEPKEHHS
rnoka3HuKiB eektruBHOCTI MIBII;

JaHi KaiHiYHKMX BUMpPOOyBaHb (K/IiHiIKO-€ITiIeMio/oriuHuX BUMNPOOYBaHb ISt
BaKI[MH Ta aHATOKCHHIB) Tpe/ICTaB/eHO He B MOBHOMY 00csa3i abo/Ta Hel0CTaTHLO
0OIDYHTOBYIOTb OKpeMi TOKa3aHHs /Jisi 3aCTOCyBaHHsS ab0 TMPOTHIIOKAa3aHHS, CXeMU
TIpHU3HAYeHHS;

HasiBHI JaHi CTOCOBHO edeKTHMBHOCTI abo Oe3mekun MIBII moTpebyroTh
JI0JIaTKOBUX MePeBipOK;

JlaHl BUK/IMKAaKOTb CYMHIB IIJ0Z0 JOCTOBIPDHOCTI pe3y/bTaTiB IIPOBEeJEeHUX
KTiHIUHUX BUTIPOOYBaHb.

XX. ITIOPAAOK ITPOBEJEHHSA NOJATKOBHUX BUITPOBYBAHD
JIIKAPCBKHMX 3ACOBIB

1. BunpobyBaHHs 1110710 (hapMaLleBTUYHOI pO3pOOKH, MiATBepKeHHsI SKOCTi Ta
BiZITBOPIOBAHOCTI METOZiB KOHTPOJIIO SKOCTI IIpY NPOBeJeHHI eKCIIepTU3U MaTepiaiB
peeCTpaLiiiHOTO ZI0ChE TIPOBOJSATLCS B YIIOBHOBA)KEHUX J/1a00paTOpisiX BiAMOBiTHO 10
rajiy3i akpeauTallil 3a HarpaB/ieHHsIM LleHTpy.

HNomatkoBi BumpoOyBaHHSI 1040 (hapMalleBTUUHOI PO3POOKH JTiKapChKOTO
3aco0y MpOBOAATRLCS BiATIOBiAHO 10 BUMOT, 3a3HaUeHHMX y uacTuHi II peecTpaliiitHoro
nmocke po3ainiB VII ta VIII uporo Ilopsigky abo Mogymi 3 po3ginis IX ta X mporo
[Topsagky.

2. [JomatkoBi BuMpoOyBaHHSI IIOAO AOKIIHIYHUX AOCTIKeHb JIiKapChKUX
3aco0iB Tpu MpoBe/ieHHI eKCIIepTU3U MaTepiajiiB peecTpal[iiHOro 0ChE TIPOBOASTHCS
BiAMOBIAHO A0 BUMOr IlopsaKy TMpoBefjeHHS [JOKJIIHIYUHOTO BHWBYEHHS JIIKAPCbKUX
3ac0o0iB Ta eKCrepTH3W MaTepialiB [JOKTiHIUHOTO BHWBUYEHHS JIiKapChKMX 3aco0iB,
3aTBepyKeHoro HakasoM MiHicTepcTBa OXOPOHU 3[0pOB'S YKpaiHu Bij 14 rpyaHs
2009 poky Ne 944, 3apeectpoBaHoro y MiHictepcTsi roctuLii Ykpainu 19 ciunas 2010
poky 3a Ne 53/17348.
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3. logatkoBi BUTIPOOyBaHHS I110/10 e(eKTUBHOCTI Ta/abo Ge3reku JHiKapChKUX
3aco0iB MpH MPOBeIeHHI eKCIIepTU3W MaTepialiB peecTpalliiHOro J0ChE TTPOBOAATHCS
BigmoBigHO 7m0 BuUMOr IlopsiKy TIpOBeieHHSI K/TiHIYHMX BUMPOOYBaHb JTiKapCHKUX
3aco0iB Ta eKCrepTH3W MarepiaiiB KIiHiYHMX BUTPoOyBaHb (y pefaklii Haka3y
MiHicTepcTBa OXOpOHM 370poB' YKpaiHu Bixg 12 junHa 2012 poky Ne 523),
3aTBepyKeHoro Haka3oM MiHicTepcTBa OXOPOHM 3[0POB's YKpaiHU Bif, 23 BepecHs
2009 poky Ne 690, 3apeectpoBaHOro B MIiHICTepCTBI FOCTHULII YKpaiHUh 29 >KOBTHS
2009 poky 3a Ne 1010/17026.

4. JlomaTKoBi BUMIpPOOYBaHHS II[0JI0 OiOJOCTYITHOCTI Ta eKBiBaJIeHTHOCTI
reHepUYHUX JIiKapCbKMX 3acobiB  TIpuM  TIPOBE/IEHHI  eKCITepTHU3W  MaTepiasiiB
peeCTpaLiiiHOr0 [0ChE TIPOBOAATHCS 3TifAHO 3 BUMOraMu IlopsiaiKy TIpoBeAeHHs
K/TiHIUHUX BUIPOOYBaHb JIiKapCHKUX 3aC00iB Ta €KCIepTH3W MaTepiasliB KIiHIiUHUX
BurpoOyBaHb (y pefakiiii Haka3y MiHicTepcTBa OXOPOHH 3/I0pOB's YKpaiHu Bif 12
muriHg 2012 poky Ne 523), 3aTBep/iyKeHOro Haka3oM MiHiCTepcTBa OXOPOHU 3[J0POB's
Ykpainu Bifg 23 BepecHst 2009 poky Ne 690, 3apeectpoBaHoro B MiHiCcTepCTBi FOCTULIiT
Ykpainu 29 xoBTH 2009 poky 3a Ne 1010/17026 (y BUNAAKY AOC/TiIKEHHS
€KBiBa/IeHTHOCTI 3a y4acCTIO JIFOJJMHM), Ta BUMOraMH L[bOTO PO3/iTy.

HonmatkoBi  BumpoOyBaHHsA  I1[0/I0  6i0JOCTYMHOCTI Ta  eKBiBaJIeHTHOCTI
MPOBOJIATECS Yy 3aKjJaZilax OXOPOHUM  3/I0pPOB’s, a TakoX JjabopaTopisix
dapmakokiHeTKr IleHTpy ab0 B iHIIIMX YyIHOBHOBa)KeHMX Jiaboparopisx 3a
HaripaBjieHHsM LleHTpy.

4.1. 3arasibHi TIO/I0KeHHS:

4.1.1. Merta T1IpOBeJeHHSI  JOAATKOBUX  [JOC/IiIpKeHb  BCTaHOBJIEHHS
€KBiBa/IeHTHOCTI  (B3a€EMO3aMiHHOCTiI) TIONSiIra€ B JIOBeJleHHI eKBiBaJIeHTHOCTI
(B3aemo3aminHOCTi) GiodapmalleBTUUHOI SKOCTi MiXK reHepUYHUM Ta pedepeHTHUM
MKapCbKUMH 3aC00aMH.

4.1.2. Ins poBefieHHsI €KBiBaJIeHTHOCTI (B3a€EM0O3aMiHHOCTI) 3aCTOCOBYHOTHCS TaKi
MeTOu:

MOPIBHA/IBHI (hapMaKOKIHETUUHI JOC/TIPKEHHS 3a y4acTHO JIIOJWHHY, y SKUX Jiro4da
peuoBuHa Ta/abo 1 MeTabosiTH BUMIPIOIOTBCA K GYHKLiS Yacy y [JOCTYIHii
GionoriuHiéi piguHi, a came: KpoOBi, Ia3mi, cuhpoBaTiii abo ceui A7 OTpUMaHHS
dapmakokiHeTHUHUX TT0Ka3HUKIB TUITY AUC i Cyuxc, ITI0 BiJoOpa)karoTh CUCTEMHY JIit0;

MOPiBHS/IbHI (hapMaKOAMHaMIiuHi JOCTi/PKeHHS 3a YUacCTHO JIFOJVUHU;

TOPIBHS/IbHI K/TIHIYHI JOC/TIIKeHHS;

JOCJTi/PKeHHsT eKBiBaJIeHTHOCTI in vitro (riporjeaypa bioBeiiBep).

4.1.3. TIpUMHATHICTL KOXXHOTO i3 3a3HaueHWX MeTO/iB [Jisi [IOBeJieHHS
€KBiBa/IeHTHOCTI (B3a€EMO03aMiHHOCTI) BH3HAUA€ThCA Ha IiCTaBi KOMIUIEKCHOL
eKcriepTu3nd  ¢akTopiB, SKi BK/IHOUalOTh XapaKTepUCTUKH [1il0Uol PeUYOBHHH,
niKapchKOro 3aco0y Ta yacy il akTUBHOI(MX) peuOoBUHU(H).

4.1.4. Tlpu BubOpi MeTO[iB JOBeJeHHS €KBiBaJleHTHOCTI (B3a€MO3aMiHHOCTI)
3aCTOCOBYIOTh TaKi MiJAX0AU:
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SKII[0 MOK/INBO OTPMMAaTH BUMIpIOBaHi KOHLIeHTpallii ZIit040i peyoBMHU B HasIBHIU
GionoriuHiii piAuHi, Takill K 1UIa3Ma, TIPOBOAATLCS TIOPiBHSUIbHI (hapMaKOKiHeTHUHi
JOC/Ii/PKeHHS 3a Y4acCTIO JIFOUHU;

SKI0 HEeMOXX/IMBO OTpPUMAaTh BUMIpIOBaHI KOHL|eHTpaLjii [il0uol peuyoBHHU Y
BiMOBigHIM OiosioriuHiM pigWHI, TPOBOAATHCS TOPiBHSUIbHI  (hapMakoAMHaMiuHi
JOCIi/PKeHHS 3a YYacCTIO JIFOJVUHU;

SIKILI0O HEMO>KJ/IMBO BU3HAUWUTH (hapMaKOKiHETUUHUU MPOQisb, 3HAUTU MPUMHATHI
dhapMakoiMHaMiuHi KiHIIeBi TOUKH, TTIPOBOASITHLCS MOPIBHS/IBHI K/TiHIUHI AOC/Ti/[)KeHHS;

JU1s1 TiKapCbKUX 3aco0iB /1J1si OpaJbHOTO 3aCTOCYBaHHS 3 HeTaHUM BUBiTbHEHHSIM
MOJKe 3aCTOCOBYBATUCA MAOC/I)KeHHS eKBIBaJIeHTHOCTI in Vitro 3a mpoLeayporo
6ioBeiiBep BigmoigHo 10 BCK.

4.2. BigcyTHicTh HeOOXiJHOCTI TPOBeJEeHHS AOC/i/PKEHHS eKBiBaJIeHTHOCTI in
vivo:

4.2.1. TenepuuHi miKapcekKi 3aco0M, sIKi € ¢hapMar|eBTUUHO €KBiBaJIeHTHUMH 0
peepeHTHUX, BBa)XKAIOThCSI TEPareBTUYHO eKBiBaJeHTHUMU (B3a€EMO3aMiHHUMM) i He
noTpeOyIOTh TIOJABIIOTO MiJITBEP/PKeHHST eKBiBaJIeHTHOCTI IUISXOM TPOBeIeHHS
TOPIiBHSILHUX JOCTi/KeHb TIpU AOTPMMaHHI BUMOT /10 BUPOOHMIITBA Ta CTaH/ApTiB
SIKOCTi, BCTaHOBJIEHWX UWHHMM 3aKOHOJABCTBOM YKpaiHU Ta MDKHaApOAHUMU
HOpMaMH, 3a YMOB, L0:

a) JKapchKi 3acobu JiA  MapeHTepasbHOIO0  3aCTOCYBaHHS  (HarpuK/af,
BHYTPIIlTHLOBEHHO, TIiIMKipHO ab0 BHYTPIIlIHLOM'SI30BO) Y BUIJISA/[i BOAHUX PO3UMHIB,
SKi MICTSTh TaKy Camy [if0uy Pe4YOBHHY i B TiM CaMil MOJISIDHIM KOHLIEHTpaLlii, 1o i
pedepeHTHUI TIperapar, i 3 TakKMMH caMAMU abo TIOAMiOHMMM IOTIOMiIKHUMU
peuoOBMHAMM y TOPiBHIOBAHMX 3 pedepeHTHHWM IperapatoM KOHLeHTpauisx. [esiki
JIOTIOMi>KHI peuoBHMHHU (30KpeMa OydepHi po3uvHN, KOHCEPBAHTH, AHTUOKCHIAHTH)
MOXXYTb BiJIpi3HSTHCS 3a YMOBU [OBefleHHS Yy OyJp-sikuii crocib, 1o y gaHux
KOHI[eHTpALlisIX BOHM He BIUIMBAIOTh Ha Oe3reky Ta/abo epeKTHBHICThL TiKapChKOTO
3acoby;

6) nikapceKi 3acobu Jyis OpasbHOTO 3aCTOCYBaHHS y (popMi po3unHiB (Harpukiaf,
CUPOIY, eiKCUPHU i HACTOMKH), SKi MICTATh TaKy caMy [il0uy PeYOBHHY B Til CaMii
MOJISIDHIW KOHLIeHTpaLlil, 10 i ped)epeHTHUM Tpernapar, i MiCTATb, B OCHOBHOMY, TaKi
cami JIONIOMDDKHI peyoBMHM B TIOPiBHIOBAaHMX KOHIleHTparllisix. HeoOXigHO peTenbHO
BUBUMTH [ONIOMDKHI peuyoBHMHM, PO $Ki BiJOMO, 1[0 BOHU BIUIMBalOTh Ha
MPOXO/KeHHs IIITYHKOBO-KUIIKOBUM TpakKToM (famni — IIIKT), nponukHicts y IIKT i,
TaKWM UYMHOM, Ha abcopbitiro Ta/abo crabinbHicTh Airouoi peuounm y KT,

B) JIiKapChKi 3aco0w y (opmi MOpPOIIKIB [/ NMPUrOTYBaHHS PO3UMHIB, SIKIIO
PO3UMH BifITIOBiZia€ BUMOraMm IIiITyHKTIB «a» ab0 «0» 1bOT0 MyHKTY;

r) JIiKapChKi 3aco0w, sKi € razamu;

1) ByIHi ab0 ouHi JIikapChKi 3ac00M, BUTOTOBJ/IEH] Y BUTJISIIi BOAHUX PO3UHHIB, SIKi
MICTATb TaKy Camy Jil04y peyoBUHY(M) B Takil caMiii MOJISIDHIM KOHLIeHTpaLii(sx) i,
Mo CyTi, Taki cami JOTMOMIKHI PEYOBUHM Y MOPIBHIOBAaHUX KOHL|EHTpAL|ifiX, L]0 U
pedepeHTHHI mperapar. /[leski J0OmOMiKHI peuoBHHM (30Kpema OydepHi po3urHw,
KOHCEpBAaHTH, pEYOBHHH, $IKi KODUTYHOTh TYCTMHY, abo 3ryijyBaui) MOXXYTb
Bi/[Pi3HATHCS 32 YMOBHU [JIOBe/ieHHs1 y OyAb-sKUil Croci0, 110 y AaHUX KOHLIeHTpaLlisix
BOHH He BIUIMBaIOTh Ha Oe3neky Ta/abo edheKTUBHICTh JiKapCchbKoro 3aco0y;
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1) miKapchKi 3aco0M MiciieBoi fil y BUI/ISAI BOAHUX PO3UMHIB, SIKi MICTATb TaKy
camy [it04y peuoBHHY(M) B TaKill caMiil MOJSIDHIA KOHL[eHTpauii(sx) i, mo cyTi, Taki
cami JOTIOMi>KHi peUOBMHM Yy TIOPiBHIOBAHUX KOHIIEHTpallisfiX, 110 ¥ pedepeHTHUM
Tiperiapar;

e) JikapchKi 3acobu, sKi € BOJHUMM poO3uMHaMu y GopMi iHrassiiHo-
pO3MuIIOBaHUX HeOy/laii3epom mipernapaTiB, abo Ha3asbHi cripel, 1[0 3aCTOCOBYHOThCS
3@ JIOTIOMOTOK0 IIPaKTUYHO OJHAKOBUX IIPUCTPOIB 1 AKI MICTATH TaKy caMy [Jirouy
peuyoBMHYy(M) B TakKil camildi MOMSIpDHIA KOHIeHTpaljii(sx) i, mo cyTi, Taki cami
JIOTIOMi>KHI peUOBHHU Y TTIOPiBHIOBAaHUX KOHI[eHTpallisiX, 1[0 ¥ pedhepeHTHUI Mpernapar.
esiki TOTIOMi>KHI peYOBMHM MOXXYTb Bi/Ipi3HATHCS 32 YMOBH JOBeZIeHHS § OY/b-SIKUM
crocib, 10 y AaHMX KOHIIEHTpaAllisX BOHM He BIUIMBAalOTh Ha 0Oe3meKy Ta/abo
e eKTUBHICTb JTIKapChbKOro 3aco0y;

€) JMKapChKi 3aC00M CHCTEMHOI [ii y BUTJIA/I BOAHUX PO3UMHIB /ISl peKTa/IbHOIO
abo BariHa/IbHOTO 3aCTOCYBaHHS, SIKi MiCTSATh TaKy camy Aitouy(i) pedoBrHY(1) B TaKiii
caMii MOJISIDHIM KOHL[eHTpauii i, Mo CyTi, Taki caMmi [JOMOMiKHI DPEUYOBUHU Y
MOPIBHIOBAHMX KOHLIEHTpaLifX, 110 M pedepeHTHUM mpernapaT. [eski AOMOMKHI
PEUOBHHHU MOXXYTb BifIDi3HATHUCA 3a YMOBU JIOBeieHHS y Oyab-SIKMM CTIOCiO, 110 Y
JAaHUX KOHIIEHTpAllisX BOHM He BIUIMBAlOTb Ha Oe3reky Ta/abo edeKTHUBHICThH
niKapcbKoro 3acoby.

4.2.2. [Insg BUMAZKiB, HaBeJIeHUX Y IMAMYHKTAX «0», «B», «I», «l[», «€» Ta «E»
miANyHKTY 4.2.1 1bOro MyHKTY, y pa3i BiIMiHHOCTeM y CK/Ia/i AOMOMIKHUX PEUYOBUH
3asBHUK Ma€ JJOBeCTH, 1[0 TPU X BUKOPUCTAHHI He Tepe0avyaeThCs BILVIMB Ha Oe3reky
Ta/abo edeKTHUBHICTh JiKapCbKOT0 3aco0y.

Y BUMazKy, KOMW 3asiBHUK He MO)Ke HaJlaTU TakKy iH(opMaliito i He Ma€ JOCTyIy
[0 BIATOBIAHUX [AHUX, BiH MOBUHEH TIPOBECTU BIATOBIAHI JOCTiIKeHHS AJ1s1 NOKa3y
Bi/ICYTHOCTi BIUIMBY Pi3HUX [OTIOMi>KHHMX PEUOBWMH ab0 [JOTIOMi’KHHUX TIPUCTPOIB Ha
6e3neky Ta/abo eheKTUBHICTb JTIKAPCHKOTO 3aco0y.

4.3. HeoOxigHicTh MpOBeieHHS AOCTiIPKeHHS eKBiBa/IEHTHOCTI in vivo:

loBeieHHs1 €KBiBa/IEHTHOCTI in vivo MoTpibHe y BUIMAZKY, KOMU iCHY€E PU3UK TOTO,
IJ0 MOXJ/IMBI BiAMiHHOCTI y 6i0Zl0OCTYMHOCTI MOXKyTh NPU3BECTU [0 TeparieBTUYHOI
HeeKBiBaJIeHTHOCTiI TeHePUUHOr0 JiKapcbkoro 3aco0y /o pedepeHTHOro, HalpuK/aj,
LTS

a) JiKapChbKUX 3aco0iB cucTeMHOI [iii A/i1 OpaJbHOTO 3aCTOCYBAHHS 3 HeraliHUM
BUBiTbHEHHSM, SIKII[O /10 HUX 3aCTOCOBaHi OfuH ab0 JieKijibKa TaKUX KPUTepiiB:

3aCTOCYBaHHS JTiIKapCbKOro 3aco0y /it HeBiJK/IafAHOI JOTIOMOTH;

BY3bKHI CTIEKTP TeparneBTUUHOI fii (Me)ka edheKTHBHiCTL/0e3eKa), KpyTHI HaXui
KPHMBOI /1034 - BiJK/IUK;

JOKYMeHTanbHO  MiJTBep/KeHi rmpobnmemu 1miofo  GiogoctymHocTi  abo
OioHeeKBiBa/IEHTHOCTI, fIKi ITOB's3aHi 3 [il0U0I0 peuoBHHOIO abo ii dhopmamu (110 He
MarOTh Bi/IHOIIIEHHS /10 PO3YMHEHHS);

JlaHi CTOCOBHO TOTO, II0 Ha Oi0eKBiBa/IeHTHICTb MOXKYTb BIUIMBATH TOiMOPdi3m
[iF0Y0i peyoBHHH, [JOTIOMi>KHi peUOBHMHM Ta/abo TeXHOJIOTiuHi mpoliecy;

6) nikapchKux 3acobiB cucTeMHOI Aii, 1110 He TIpU3HaueHi [AJig opaabHOro abo
rapeHTepaJbHOrO 3aCTOCYBaHHS (TaKWX, SIK TPaHCAepMasibHi TIaCTUpPi, CynoO3UTOpii,
HIKOTHMHOBI )KyBaJ/IbHi TYMKH, TeJli TeECTOCTePOHY Ta TPaHCAepMaJibHi KOHTpALIeTUBH);
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B) JiKapChbKMX 3aC00iB CCTeMHOI Ail 3 MOAM(IKOBAHNM BUBIJIbHEHHSIM;

r) mikapcbkux 3acobiB cuctemHoi fil 3 (ikcoBaHOO KOMOiHaIli€l0, y AKUX SIK
MiHIMyM [17151 OfiHi€T fitouoi peuoBHHU TIOTPiOHO MPOBeeHHS JOC/Ti/PKEHHS in Vivo;

I) JiKapchKuX 3acobiB HecucTeMHOI [1ii, 30Kpema AJisi OpajJbHOTO, Ha3aJbHOTo,
orambMoJIOTiUYHOTO,  JIepMAaToJIOTiUHOTO,  peKTalbHOro  abo  BariHaIBHOTO
3acToCcyBaHHsl, 0e3 cucTteMHOi abcopOijii, 1m0 He € po3uMHaMu. Y TakoMy pasi
€KBIBaJIeHTHICTb  JIOBOJATH LIJIAXOM T[IPOBEJEHHS, HAlpUKIaZ, TOPiBHSJIBHUX
K/IiHiyHMX abo (¢apmakoguHaMiUHUX, JepMaTopapMaKOKiHETUUHUX AOCTiKeHb
Ta/abo J0C/TiKeHb in Vitro;

1) MiKapCchKUX 3aco0iB, 1110 MiCTATh BiAMiHHI Bifj pedepentHoro: edip, cknagHui
edip, i3oMep, pailiemMat, KOMILIEKCH abo0 TIPOAYKTU AepuBaTH3allii Aifouoi peuoBHHH,
OCKIiJIbKH 11i Bi/IMiHHOCTi MOXKYTb CIPUUYMHUTHU Pi3HY 0i0A0CTYIIHICTb.

4.4. YMOBY TIpOBeZieHHsI Tpoliefypu bioBetiBep:

3acTtocyBaHHs Tipollefiypu  OioBeiiBep i1 [IOBeJjleHHS  €KBiBaJIeHTHOCTI
reHepUUYHUX JIKapChKUX 3ac00iB  0OMEKYeTbCsA IIBUJKOPO3UMHHUMH  iFOUMMHU
peuoBMHaMHM 3 BiZmomMoro abcopOijieto y /IOAWHM, SKi He MaloTb BY3bKOTO
TeparieBTUUHOr0 iHAEKCY Ta KpUTUUHOI'O 3aCTOCYBaHHSI.

BioBetliBep MO)Ke 3aCTOCOBYBATHCS /IS JIKAPCHKUX 3aCO0iB y TBEPAMX [[030BAHUX
dbopmax cucTemMHOI [ii 3 HeraHWM BUBIJIbHEHHSIM [I/I1 OpajbHOTO 3aCTOCYBaHHS.
[Tpouienypa OioBeiiBep He 3aCTOCOBYETbCS /i1 CYOMiHTBa/IbHUX, OyKaabHUX
nmiKapcbKuX 3acobiB i mpemnapatiB 3 MoaudikoBaHUM BUBiLIbHEHHSIM. [I7is1 JTiKapChbKUX
3aco0iB, AUCTIEProBaHUX y POTOBI MOPOKHUHI, Migxiz OioBeriBepa Ha mifcTaBi BCK
MO>Ke 3aCTOCOBYBATHCS JIWIIIEe TOJi, KO/ aOCOpOIIisi B pOTOBili MMOPOYKHUHI MOKe OyTH
BUKJ/IFOUEHa.

4.4.1. 3arasbHi BUMOTU:

BiosetiBep Ha mizctaBi BCK 3acTocoByeThCsl /10 /TiKapChKUX 3ac0biB 3 HeralHUM
BUBL/IbHEHHSIM, SKILO:

Oyno moBefieHO, 11O /lif0Ua PeUOBWHA IPOSIB/IIE BHCOKY PO3UMHHICTH i TIOBHY
abcopb6iiito/Bucokuii ctymiHb nmpoHrkHeHHs (I kmac 3a BCK);

MKapchKUHK 3acib Ha/leXuTh A0 [Ay)Ke MBHAKOPO3UuMHHUX (> 85 % gmitouoi
PEUOBUHM Mepexo[uTh Y PO3uMH 3a 15 XBUAMH) abo mBUAKOpo3unHHUX (85 % 3a 30
XBUJIMH);

JIOTIOMi>KHI PeuoBHHHU, SIKi MOXKYyTh BIUIMHYTH Ha 0i0Zl0CTYIHICTb, € SIKiCHO i
Ki/IbKicHO Tof1ioHUMU. B 0CHOBHOMY BHUKOPHMCTAHHS TOiOHHX JOTIOMiIKHHUX PEeUOBHH
y CXOKHX KIJIBKOCTSIX € TepeBaKHUM

abo:

Oy7n0 JoBefieHO, 110 Zlifoua PeUOBHHA TIPOSIB/ISE BUCOKY PO3UMHHICTH i 0OMeEXXeHY
abcopb6iito/Hn3pKui cTyriHb TpoHukHeHHs (111 kmac 3a BCK);

MiKapchKui 3acib Ha/leXuTh A0 [Ay)Ke MBUAKOPO3uMHHUX (> 85 % gmitouoi
PEUYOBUHU ePeXOUTh Yy PO3UMH 3a 15 XBU/INH);

JIOTIOMi>KHi PEeuOBUHH, $IKi MOXYTh BIUIMHYTH Ha OiOAOCTYIHICTb, € fKiCHO i
KiJIbKiCHO TIO[iOHMMM, ¥ iHIIT JIOTIOMDKHI pe4oBHHU € SKiCHO TOAiOHUMH i KiNbKiCcHO
Jly>Ke CXOXKUMHU.

B 0CHOBHOMY pH3MKH HEBIAIOBIJHOrO PillleHHA I0J0 MOXXJIMBOCTI TPOBeJeHHS
ripotielypu OioBeiiBep MaroThb OyTH KPUTHUUHIIIIe PO3T/ISHYTI /151 TiKapChKUX 3acobiB,
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Jlitoua peuoBrHa SKUX BigHOCcuTbCs Ao III kmacy 3a BCK (Hampukmiaza, abcopOriis,
cietdivuHa Ay TIeBHOI [JiSTHKY, PU3UK B3a€MO/ii TPAHCIIOPTHUX OinKiB y missHIT
abcopbiiii, ckaj AOTIOMDKHUX PEUOBHH i TeparieBTUUHI PU3UKH).

4.4.2. [liroua peyoBHHa:

ITporjemypa GioBeiiBep 3aCTOCOBYETHCS TiIbKU y BUTIA/IKaX, KOJM /Iif0Ua peuoBHUHA
y AOCIiHKyBaHOMY Ta pedhepeHTHOMY JTiKapChKUX 3aco0ax € Ti€lo camoro. Y BUIIAZKY
BUKODHCTaHHS [Iif0U0i PEeUuoOBHMHH Yy BWIJISIAI Pi3HUX cojiell mipoljeypa OioBeiiBep
MOJK/IUBA, KL Jiroua pedyoBrHa BigHOCUTHCA A0 I kacy 3a BCK.

bioBeliBep He 3aCTOCOBYEThCS, SIKILIO AOC/Ii[I)KyBaHUM i pedepeHTHUN JiKapChKi
3acobu MicTaTh pi3HM edipu, ckmagHi edipu, i3oMmepu, paiieMaTH, KOMILIEKCH abo
MPOAYKTU JepuBaTu3allii [it04oi peuoBHWHM, OCKIJIbKM O3HAUeHi BIIMIHHOCTI MOXYTh
TIPU3BECTH 10 Pi3HOI 6iogOCTYIHOCTI, s’IKa He MO)Ke OyTH BCTaHOB/IEHAa Ha ITi/ICTaBi
JocnmimpkeHb Ha ocHOBI BCK Ta pe3ysbTaTiB MOPIBHAJIBHUX [OC/IKEHb in vitro 3
BUKOPHUCTAHHAM TeCTy «Po3unHeHHs».

4.4.3. PO3UMHHICTB:

Heo0xiiHO BU3HAUMTH Ta PO3TJITHYTU NMPodinb pH-3ameKHOT pO3UMHHOCTI Aifouoi
peuyoBuHHU. [Jlitoua peYOBMHA BBAKAEThCS BHUCOKOPO3UMHHOI, SIKIII0 HaWBUILA
OZJHOPA30Ba Z03a TIOBHICTIO PO3UMHSETHCS B 250 My ab0 B MeHIIOMY 00'eMi KOXKHOTO 3
TpbOX OydepHux po3umHiB i3 3HaueHHsM pH B wmexax 1-6,8. BcraHoBneHHs
PiBHOBa)KHOI PO3UMHHOCTI HEOOXiZIHO TIPOBOAUTU Y TPhOX OydepHHUX po3urHax Tpu
pekomeH1oBaHuX 3HaueHHsx pH 1,2; 4,5 ta 6,8, Temnepatypi (37+1) °C, Ta J0AaTKOBO
BPaxoBYrOUU pK,, SKIIO 11 BeJIMUMHA 3HAXOJUThC Y BUILe3a3HauUeHOMY Aiaria3oHi pH,
Oe pK, — KoHCTaHTa IioHi3alii firouoi peuoBrHU. [IOBTOpPHI [OC/IIKEHHS TIpU
KO)KHOMY 3HaueHHi pH MoXyTb OyTH HeoOXifHUMU [Jig [OCATHEHHS UiTKOI
Knacudikallii po3urMHHOCTI fit0ouoi peuoBHHU (HAIPUKJ/IAJ, MeTOJOM CTPYIIyBaHHS
Konbu abo iHmMM OOIPpYyHTOBAaHMM MeTOJ0OM). PeKOoMeHJyeTbCs BUBUEHHS
PO3UMHHOCTI [iF0UOl pEeUYOBUHM MPOBOAUTHM B TPbOX IIOBTOPAaX MPU KOXHOMY i3
BUOpaHMX 3HaueHb pH /i KOXKHOTO 3asiB/IEHOTO BUPOOHMKA {040l PEeuOBHHM.
3HaueHHss pH ko)kHoro OydepHOro po3unHy HeOoOXiJHO TepeBipsATH A0 Ta MiC/s
eKCIIePUMEHTY.

4.4.4. BcmokTyBaHHSs/abcopOitis:

IleMoHCTpalliss TIOBHOI abcopOilii y MOMHU € TMepeBa)KHOI it TIPOBe/IeHHS
ripotieypu GioBeliBep. 3 I1i€F0 METOH BBa)KA€THCS, 1[0 MOBHa abcopbilisi mae OyTu
BCTAHOBJIEHA, SIKII[0 BHMipIOBaHUI piBeHb abcopOiiii ckiagae Gismbine 85 %. [ToBHa
abcopO1jis B OCHOBHOMY TIOB'si3aHa 3 BMCOKOIO TPOHHMKHiCTIO. [loBHa abcopbiiis
riperiapaTy Ma€e OyTv 0OTpyHTOBaHa Ha ITi/[CTaBi AOCTiI)KeHb Y JTFOAUHU.

[y BUBUeHHS CTyTieHsT abcopOilii MO>KyTh BUKOPHUCTOBYBATHCS [laHi A0C/Ti[KeHb
abcomoTHOI 6iogoCcTymHOCTI ab0 BH3HAauUeHHS MacoOasaHCy.

SIK110 faHi 3 BCTaHOB/IEHHSI MacobalaHCY BUKOPUCTOBYIOThLCS IS TTiITBEPKeHHST
noBHOI abcop6ilii, moBuHHA OyTH TrapaHTis, 1[0 MeTaboMiTH, SIKi BPaXOBYIOTbCS TIPH
BU3HaueHHi abcopboBaHoi (paxiiii, hopMyroThCs TTicst abcopoiii.

HocnimpkeHHsT IPOHUKHOCTI in vitro (in vivo abo in situ kuiikoBa mepdys3is 3
BUKODHCTaHHSM MO/ie/lel TBapWH; in Vitro MPOHUKHEHHS KPi3b i30/1b0BaHi TKAHWUHU
TBapyuH a00 MOHOIIAP Ky/JbTYPH eTliTelialbHUX KITHH) MOXKYTh TaKOXX BBa)KaTUCSI
MiATBEPIKYHOUUMHU JJ151 JaHUX In Vivo.
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4.4.5. T'oToBU TiKapChKuit 3acio:

BuBueHHs1 KiHETMKW BUBUIbBHEHHS [Iil04Ol PEUOBMHM T'€HEePUYHOro Ta
pedepeHTHOrO JTiKapChbKUX 3aco0iB TPOBOAATHL Y TIOPiBHSAHHI 3 pedepeHTHUM
TiperiapaToM 3a TakKUX yMOB:

nipwiaziy - ipusaz i3 korukom (100 06/xB) abo mipusaz, i3 onartio (50 06/xB);

00'em cepezoBuiria po3uriHeHHs - 900 M1 abo MeHitie, asie He MeHIie 500 mT;

TeMIlepaTypa cepe/loBUlLLa po3urHeHHs - (3710,5) °C;

KiJIbKiCTb [JOC/Ti/PKyBaHUX 3pa3KiB - 12 [j1s1 OC/IiPKYBaHOTO JTliKapCbKoro 3acoby i
12 pnst pepepeHTHOTO MiKapChKOro 3aco0y;

TOUKM KOHTDOJIIO - He MeHllle 3 TOYOK (He BpaxOBYHOUU HY/BbOBY), @ CaMme: uepes
10 xB., 15 xB., 20 xB., 30 xB. Ta 45 XB., IPUUOMY TOUKA 15 XB. € BU3HAUA/IbHOLO;

BifIHOCHE CTaHAAPTHE BiJXWUJEHHS CEepeJHbLOT0 Ppe3ynbTary abo KoedirfieHT
Bapiariii 6yp-sKOTo JiKapcbkoro 3aco0y moBuHeH Oytu Menie 20 % s mepiioi
TOuKH 1 MeH11e 10 % Bizx Apyroi 40 OCTaHHBLOI TOUKHA KOHTPOJIIO;

cepezfioBuilja po3unHeHHs (Oydepni po3zumnan): pH 1,0-1,2 (3a3Buuaii 0,1N HCI
abo wTyyHMit IUTyHKOBUH Cik 6e3 ¢epmenTiB), pH 4,5 i pH 6,8 (abo mTyuHa KumikoBa
pimuHa 6e3 dhepmenTiB); (pH roBHUHEH rapaHTyBaTHCS BIPOAOBK BChOTO OC/Ti/PKEHHST;
pekoMeHIyIOThCs OydepHi po3unHy, onvcaHi y [epkaBHiii dapmakorei Ykpainu abo
€BporelckKii  (hapMakorei); iHIII yMOBHU: BiJCYyTHICTb TMOBEPXHEBO-aKTUBHUX
PEeUOBUH; Yy BUMAZKY >KeJTaTUHOBUX Karicy/1 abo TabeTok 3 »KeJJaTHHOBUM TTOKPUTTSIM
MO>Ke [JOMYyCKaTUCSl BUKOPUCTaHHS (DepMEHTIB.

HeobOxigHo HazaTH pe3ynbTaTh TIOPIiBHSUIBHUX [IOCTiIKeHb in  vitro, 1110
BK/TFOUAIOTh TTPOTOKOJI BUIMPOOOBYBAHHS Ta YMOBH iX ITPOBe/IeHHs, iHAMBiAyasibHi i
cepe/iHi pe3y/ibTaTU Ta BiAMNOBIJHY IMiICYMKOBY CTaTUCTUKY.

4.4.6. OuiHKa pe3yJ/ibTaTiB pO3UMHEHHH in Vitro:

JIikapchKi 3aco0M BBaXKarOThLCS [y’Ke HMIBUAKOPO3UMHHUMU, SIKITIO He MeHiie 85 %
BiZl 3a3HaU€HOl Y MapKyBaHHI KiJIbKOCTI [jiF0UOl peUOBUHU MePeXOJUThb ¥ PO3UMH 3a 15
XBWIMH abo MeHIIe. Y TOMY BWITQJKy, SKITIO Ije [JOBeAEeHO /i TeHePUYHOro i
pedepeHTHOrO JIiKapChKUX 3acobiB, iX moAiOHICTE Moke OyTH mpuiiHsATa 6e3 Oyzb-
SKOT'0 MaTeMaTHUHOTO O0UMC/IeHHS.

JIikapchbKi 3aco0u BBaKalOTbCSl IIBUKOPO3UMHHUMM, SIKII[O He MeHIle 85 % Bif
3a3HayeHol y MapKyBaHHI KiJIbKOCTI [iFOUOl peYOBUHM IepeXouTh y po3uuH 3a 30
XBUJIMH.

BigcyTHicTb BigmoBigHMX BigMiHHOCTEM (CX0XKiCTh) Ma€e OyTH MPOZeMOHCTPOBAHA
y BUINAJKax, SKIO TMOTPibHO Oinbine 15 xBunwH, ame He Oimbiie 30 XBUIMH ISt
JIOCSATHEHHS Malbke TMOBHOTO pO3uMHeHHs (rpyvHavMHiI 85 % Bij 3a3HaueHOi y
MapKyBaHHi KinbKocTi fAitouoi peuoBuHu). daktop mozibHocTi abo iHmmi BigmoBizHi
TEeCTW TIOBUHHI BUKODUCTOBYBAaTHCS [Jii JAeMOHCTpalii mpodimo momibHocCTi
JOCJTi/PKYBAaHOTO Ta ped)epeHTHOrO JIiIKapChKUX 3aco0iB.

4.4.7. [1OTIOMI>KHI pe4OBHUHU:

Nnsi nmikapcekux 3aco6iB I kmacy 3a BCK pekoMeHAYeTbCS BUKOPHUCTOBYBATH
CXO0XKY KIJIbKICTh TUX CAMHUX JOTIOMI)KHUX PEUYOBHUH Y CK/a/li FeHEPUUHOIO JIIKapChKOTO
3aco0y, sK i y ckazii pedpepeHTHOTO JIiKapCchbKOro 3aco0y.

SIkimo OGioBeliBep 3acTocoByeTbcs [f0 fAitounx peyoBuH III kmacy 3a BCK,
JTIOTIOMi>KHI peUOBHHHU JOC/Ii[KYBaHOTO Ta pedhepeHTHOro JTiKapChbKHX 3ac00iB MalOTh
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OyTH SIKICHO OJJHAKOBHMH i Ki/IbKiCHO [y>Ke CXOKHMH, 1100 BUK/TFOUHTH Pi3Hi edeKTH
Ha MeMOpaHHi 0i/IKM-TpaHCIIOPTEpPH.

JlorioMi>KHI peuoBHHH, sIKi MOKYTb BIUTMBAaTH Ha 0iofOCTYMHICTH (HaINpUKIIaj,
copbiTos, MaHiTON, HaTpito mAopjeuuncynbdar abo iHII TMOBepXHEBO-aKTHUBHI
PEUOBHHM), MalOTh OyTH SIKiCHO i KiJbKiCHO OHAaKOBHMH Y [OCJIi/PKyBaHOMY Ta
pedepeHTHOMY JTiKapChKUX 3acobax.

4.5. 3arajibHi aclieKTy poBeJjeHHs TeCcTy «Po3unHeHH»:

[ToBuHHO OyTH [JOCTaTHHO TOYOK BifI0OPY 3pa3kKiB /i OTPUMaHHS 3HAUyIIMX
npodisiB pO3uMHEHHs, MNpPUHAMMHI uYepe3 KOXHi 15 XBuIMH. PekomeHAy€eThCs
TPOBO/IMTH YaCTillMi BifOip 3pa3KiB mif yac mepiofy HaiiOinbiioi 3mMiHM B rpodii
po3urHeHHs. [I/ig IMIBUAKOPO3UMHHUX JiKapChbKUX 3aco0iB, SIKI[O TIOBHE PO3UHMHEHHS
BiiOyBaeThcst TIpoTsirom 30 XBUIMH, MOXKe OyTH HeoOXigHuii BigmoBigHuii rpodinb
[IUIIXOM Bifi00py 3pa3kiB uepe3 KoKHi 5-10 XBU/IHH.

Slkmio 6inbiie HiX 85 % Js1iKapchbKOro 3aco0y PO3UMHSETHCS TIPOTATOM 15 XBU/IHH,
npodisii po3uMHeHHST MOXKYTb TIPUMMATUCA K TIOZAiOHI 6e3 rozasbIoi MaTeMaTUUHOT
OLIIHKH.

Y pasi skujo He MeHile 85 % [ir0UOl peYOBUHHU He IepexoJvTh Y po3uuH 3a 15
XBW/IMH, a TIepeX0oJuTh y Po3urH 3a 30 XBWIKH, TO MOTPiOHI MpUHAMHI TPH TOUKH
BifI0OpY 3pas3kKiB: mepiiia ToUKa Bizibopy - no 15 XBUIWH, Apyra - 15 XBUIWH i TpeTs, -
KOJTU BUBL/IbHEHHS Jlocsirae 6/mm3bko 85 %.

Ins  mikapcbkuxX 3acobiB 3 MoaMbiKOBaHMM  BUBIbHEHHSIM — HeoOXigHO
JOTPUMYBATUCS TAKUX BUMOT:

rpodisii po3urHeHHs JliKapcbKuX (DOpPM 3 BiiTepMiHOBaHUM BUBIJIbLHEHHSIM MalOTh
OyTy MOZAiOHMMH B TOUKAaX KOHTPOJIIO, ITI0 BiATIOBiZalOTh MeXaHi3My iX pO3UMHEHHS,
TobTO rpu pH=1,2 (npoTsirom 2 rog.) i mpu pH=6,8;

npodisi po3unHeHHs ¢GOpPM 3 TIPOJIOHTOBAaHMM BUBITbBHEHHSM MalOThb OyTu
Mo/IiOHUMH Y TPhOX CepeZioBUII[aX PO3UMHEHHS y TOUKaX KOHTPOJIIO, sIKi Bi/[TTOBiZAI0Th
LIBUAKOCTI IX pO3UMHEHHS, HaNpuKJ/iaz, uepe3 1 rog., 2 roa., 4 roa., 6 rog., 8 rox. i 16
rof.

dakTop nozibHOCTI f> 06UKC/TIOIOTD 3a (POPMYIIOHO:

100

1 n
\/1+ . -ZI’(R(‘) - Tm)2
=

f, =50 ‘log

ne f> - hakrop mo/ibHoCTi,
N - KUIbKICTb TOYOK KOHTPOJIIO,
Ry - cepenHe 3HaueHHS KIJIBKOCTI JiFOUOI PEUOBUHM, 10 Mepeuiia y PO3UrH MpH
KO)KHiM 3a3HaueHili Toulli KOHTpoO pedepeHTHOro mpernapaty (y BifICOTKax /o
3HaueHHsI, BKa3aHOT'0 Ha YMaKOBILIi),
T« - cepefHE 3HAUEHHS KiJTbKOCTI [IiF0YOT PeUOBUHY, 110 MepeuIia Y PO3UuH TpU
KOJKHiM 3a3HaueHUM TOYUL[i KOHTPOJIO JOC/ipKyBaHOro mpenapaTy (y BiICOTKax [0
3HaueHHsI, BKa3aHOT'O Ha yMaKOBIIi).
Ilnss pedepeHTHOro Ta T'eHEPUUHOTO JIiKapChbKUX 3aco0iB Ma€ BU3HAUYaTUCS
KIJIbKICTB [IiF040I PEUYOBUHH Y BiICOTKAX BiJi BKa3aHOI'O HAa €TUKEeTL]l.
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Orinka ¢akropa 1mo/[iGHOCTi IPYHTY€ETHCS Ha TAKMX YMOBaXx:

He MeHIIIe TPbOX TOUOK KOHTPOJIIO (He BPaXOBYHOUM HYJIbOBY);

TOUKU KOHTPOJIIO [/l AOCTiI)KyBaHOTO i pedepeHTHOro JIiKapCchKUx 3acobiB
TIOBUHHI 30iraTucs;

KiZIBKICTh [OC/IIPKYBaHUX 3pa3KiB - 12 MOBTOPrOBaHOCTEN AJIs1 AOC/iKYBaHOTO
niKapcbKoro 3aco0y i 12 - ay1st pecdepeHTHOTO;

rnicssi po3unHeHHs1 85 % [1iF040i peuoBUHU 3 ped)epeHTHOro JIiKapChbKOTo 3aco0y
J10 yBaru 6epyThCsi 3HaUeHHsI TiJIbKW B O/[HiM TOYLi KOHTPOJIIO;

BiZJHOCHe CTaHZApTHe BiJXWIEHHS CepeJHbOr0 3HAueHHS [/l KOXKHOIO 3
nmikapceKux 3acob6iB Mae OyTtu Menitie 20 % y TepImii Toulli KOHTPO/O i He Oinblie
10 %, rourHarouM 3 APYroi i 0 OCTAHHBOI TOUKU KOHTPOJIIO.

[Tpodisi po3unHeHHs BBaXKAHOThCS MOAIOHUMHU, SIKIT0 (hakTop rmoAibHocTi f> > 50.

Heo0OxijHO HazlaTH 3a/I0KyMEHTOBAHi pe3y/bTaTH TOPIBHSUIbHUX JOCTiIKeHb in
vitro, BK/IFOUalOUM TIPOTOKO/M BUIIPOOOBYBaHHs, iHbOpMallito Mpo JOCTiKyBaHy i
pedepeHTHY cepil aiKapCbKMX 3aco0iB, [OKIaAHiI JaHi 1[00 YMOB TIPOBE/IeHHUX
BUMpPOOyBaHb, iHAMBIAya/nbHI i cepemHi pe3y/bTaTH Ta BiAMOBiAHY ITi/[CYMKOBY
CTaTUCTHUKY.

5. JopaTkoBi BUTNIPOOYBaHHS OO MiJTBEPIKeHHsS SKOCTi JiKapcbkoro 3acofy
Ta BiZITBOPIOBAHOCTi MeTO/iB KOHTPOJIO MPOBOJSATLCS Bi/ITIOBiAHO [10 crieLidikariii Ta
MeTO/iB KOHTPOJII0, Ha/IaHUX Yy MaTepiajax peecTpaLiiiHOrO JOChE.

5.1. ogaTkoBi BUTIPOOYBaHHS I1[0/I0 TTiATBepPKEHHS SIKOCTi JIIKapCchbKOro 3aco0y
He MPOBOJATHCS y TAKUX BUIAAKaX:

TTiC/Is TIPOBeZieHHs K/TiHIYHMX BUMPOOyBaHb (ZOC/TiIKeHHsI eKBiBaIleHTHOCTI) 3a
YMOBH, I1J0 KOHTPOJIb SIKOCTI BXXe TIPOBOJMBCS Ha JOC/II)KyBaHOMY JIIKapCbKOMY
3aco6i i cmermdikailis, MeToq KOHTPOIIO SIKOCTi Ta TEXHOJIOTisS BHUPOOHMIITBA
niKapcbKoro 3acoby He 3a3Haju 3MiH;

NpU peecTpaLlii AoAaTKOBUX /103 JIIKApCHKOTO 3aco0y /0 B)Ke 3apeeCTPOBAaHOTO
JI03yBaHHS 3a YMOBH, 1110 CK/aj [J03yBaHb - TPOMOPLIiMHONOAiOHMI, BUPOOHUIITBO
niKapCchbKoro 3aco0y BiOyBaeTbCs HAa OZHOMY ¥ TOMY camMOMy 00Jia/[HaHHI B YMOBaX,
repefibaueHUX JTiIeH3i€0 Ha BUPOOHHUIITBO IIbOTO JIIKAPCHKOTO 3aco0y, MpoBeAeHO
JOCJIiPKeHHsI Ta HaJaHOo 3BIT 3 Baslifaliii MeTO/iB KOHTPOJIK0O Ta TEXHOJIOTIYHOIrO
TMpOLieCy II0/0 3arpONOHOBAHOIO JOAATKOBOrO N03yBaHHS;

TIpU  OFHOYACHIM peecTparfii [JeKiJIbKoX [03yBaHb JIiIKApCHKOTO 3acoby
BUTIPOOYBaHHS 3 TIKOCTi MPOBO/ISATH JIUIIIE [T OJJHOTO 3 I03yBaHb 32 YMOBH, 1110 CK/Iaf
JI03yBaHb - TPOITOPLIIMHOIO/iOHMM, BUPOOHHUIITBO JTiKapChKOT0 3aco0y BifOyBaeThCs
Ha OJHOMY ¥ TOMy caMomy oOjiafiHaHHI B yMoBax, repefibaueHMX JTilleH3i€l0 Ha
BHUPOOHMULITBO LILOTO JIIKapCHKOTO 3aco0y;

niKapcbKui 3aci6 Mae BUCOKY BapTicTh (ekBiBaseHTHY 500 i Oinbllie €Bpo), mpu
I[bOMYy IIOCTauaHHS B YKpaiHy Bif0OyBaeTbcsi B 0OMe)keHUX 00’emaxX. Y Takomy
BUMNAJKy KOHTPO/Ib 3a IIOKA3HMKaMH SIKOCTI MPOBOJAWTHCS 3a Tmpoueayporo «Lot
Release» (LJIIXOM eKCIlepTHM3M MaTepialiB KOHTPOJIO SIKOCTi cepii /iKapCbKOro
3aco0y (TTPOTOKO/M KOHTPOJIO $IKOCTi cepii, aHamiTHUHi 3BiTH), HaJAHUX
BUPOOHMKOM) (marmi - «L.ot Release»);

AKIIO [/ TIpOBeieHHs BUIIPOOyBaHHS 3a OKPEMHMH TIOKa3HWKaMU SKOCTi
(Haripuknaz, «CTepwibHICTB», «MikpobiosioriuHa uYHMCTOTa» TOIO) HeoOXigHa
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BeJTMKA Ki/IbKiCTh 3pa3KiB, a BapTiCTb OJHOTO 3pa3ka - ekBiBareHTHa 100 i GisbIme
€BPO. Y TakKOMY BUIIaJKy KOHTPOJ/Ib 3a LIMMM [OKa3HWKaMU SKOCTi IPOBOAUTHLCS 3a
niporjeayporo «Lot Release»;

AKIIO AJIS TIPOBe/leHHs BUMPOOyBaHHS 3a OKPEMHMH ITOKa3HUKaMU SIKOCTi Y
JKOJHIA 3 yTNOBHOBaKeHWX jaboparopiii BifgcyTHe HeoOXigHe oOmagHAHHS IS
TPOBe/IeHHsI KOHTPOJIKO 3a TaKUMU MOKa3HHWKaMHW. Y TaKOMY BUIIaJIKy KOHTPOJIb 3a
L[MMU MOKa3HUKAMHU SIKOCTi POBOUTHLCS 3a rporeayporo «Lot Release»;

SKITIO JIiIKapCbKUHM 3acib € /ikapchbKuM 3acob60oM 00MeXeHOro 3acTOCyBaHHS
(mpernapaT-cupoTa). Y TakOMy BUIMAaJKy KOHTpPOJIb 3a TOKa3HWKaMU SIKOCTIi
MPOBOJUTHCS 3a npoueaypoto «Lot Release»;

TIPU peecTpariil JikapCbKOro 3acoby Tif iHIO Ha3BOK. Y TaKOMY BUIIAAKY [0
MaTepialiB peecTparjiiHOro J0ChE A0/Ty4al0Th Pe3y/IbTaT 1a00PaTOPHOTO KOHTPOJIIO
AKOCTi, TPOBEJIEHOr0 IpPH PeecTpallii 1bOro JiKapchbKoro 3acoby 3 IorepeaHbOIo
Ha3BOIO;

IIpU  TIepepeecTpariii  jiKapcbkoro 3acoby, SKIO TIPOTAroM [ii  Horo
peeCTpaljiiHOro TOCBilUeHHA crietudikaljis Ta MeTOAU KOHTDPOJ  SIKOCTI
MKapchKOro 3aco0y He 3MiHIOBA/MCh i 3aIBHUKOM He BHOCHW/IMCH Ta He BHOCSATHCS
3MiHU /10 MaTepia/iB peeCcTpaliiiHOTO /10Ch€ Y YaCTUHI, 1110 CTOCYEThCA crieludikariii
Ta METO/IiB KOHTPOJIIO SIKOCTi JliKapCchbKoro 3aco0y;

ripu peectpatiii (mepepeectpaiiii) API abo Aitounx peuoBuH;

J7IsT MKapCchKUX 3acobiB, BUTOTOB/IEHUX 3 JIiKapChbKOTO 3aco0y y dopwmi in bulk
nuIIXoM (acyBaHHsl (MaKyBaHHS)/MapKyBaHHS, 3a YMOBH, L[0 [JiS JiKApChbKOIO
3acoby y ¢opwmi in bulk 6yno0 rpoBeseHo mepeApeecTpaljiliHuii KOHTPOJIb AKOCTi. Y
TaKOMYy BWIIQJIKy [0 MaTepia/iB peeCTpaliiMHOr0 AOChE AOJY4YalOThbCSl pe3yJ/bTaTh
71abopaTOPHOT0 KOHTPOJIIO SIKOCTI JIiKapchkoro 3acoby y ¢gopwmi in bulk;

IpyA BHECEHHi 3MiH [0 IHCTPYKL{l /i1 MeJAUYHOrO 3aCTOCYBaHHS JIiKapCbKOIO
3aco0y (3MiHUM TeparneBTUUHHX MMOKa3aHb, J03YHOUOT0 MPHUCTPOIO TOII[O);

TpYU  peecTpaljii iKapCchKOro 3aco0y 3a TMpoLeAypor0 «3asiBa iHPOpPMOBaHOI
3roiu» 3a YMOBM HAasBHOCTI Ha PUHKY YKpaiHU BJ/IaCHUKA PEECTPAL[iiHOIO
TIOCBi/TUEHHS 3apeECTPOBAHOIO paHillle JiKapcbKoro 3acofy. Y TaKoMy BHUIAJKY [0
MaTepialiB peecTpaljifHOrO J0Cbe€ J0J/Iy4aloThCs pe3yabTaTh J1labopaTOPHOTO
KOHTPOJIIO SIKOCTi 3apeeCTPOBAHOI0 paHillie JiKapCbKoro 3acofy.

5.2. [NopatkoBi BUMNPOOyBaHHSI 3 KOHTPOJIIO aKTUBHOCTI aHTHUOIOTHKIB He
TPOBOJATHCA Y TAKUX BUIIAaJKaX:

y Marepiasax peecTpaljiiHOrO [JOChbE€ HaBeJeHO BjaCHi AOC/iIKeHHs in Vitro 3
KOHTPOJII0 aKTUBHOCTi aHTHOi0THKIB,;

y MaTepianax peeCcTpaliHOr0 JOCh€ MPEACTaBAeHO [0Ka3 TepareBTUYHOI
eKBiBa/IEHTHOCTI JTiIKapChKOT'0 3aC00Y IIIIXOM TIPOBe/IeHHS KTiHIUHAX BUMIPOOYBaHb.

5.3. Tlpu peectpaijii Ta mepepeecTpaiiii MeAWUYHOTO iMyHOOiO/IOTiUHOTO
riperiapaTy MPOBOAUTHCS KOHTPOJIb OJHI€I Cepil LjbOro rpenapaTy Ha BiJIOBiAHICTH
BuMoram MK{.

6. 3BiTH 11]0/10 TIPOBEZIEHNX JOZATKOBUX BUIIPOOYBaHb 3asiBHUK Hajae 10 LleHTpy
JUId TIpOBeIeHHS CrieLliasli30BaHol eKCIIepTU3H.
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XXI. ITIOPSATIOK BUJIAUI PEECTPAIIIMHOI'O ITIOCBI/TYEHHSA
(BKJIAJIKH 10 PEECTPAIIIMTHOTI O ITIOCBITYEHHS)
HA JIIKAPCBbKUM 3ACIB

1. Y pasi cknaganHs LleHTpoM yMOTMBOBaHMX BHUCHOBKIB 11100 e(PeKTUBHOCTI,
6e3mneku Ta siKOCTi, LleHTp mpoTsarom 10 pobounx AHIB TOTye Ta HaZla€ 3asiBHUKY IS
peaKiliiHOTO y3ro/>KeHHs POeKTU TaKUX JOKYMEHTIB:

TIpU Jiep>KaBHil peecTpallii (repepeectpaliii) miKapcbKoro 3aco0y: peecrtpariilite
MOCBiJUeHHs, IHCTPYKIii /i1 MeJWUYHOrO 3aCTOCYBaHHSI JTiKAPChKOTO 3acoby Ta
KOPOTKOI XapaKTepHUCTHKHM JIiKapCbKOTO 3aco0y (3a ii HasBHOCTi), MKS, 1110 MicTHTB
MapKyBaHHSI IePBUHHOT, BTOPMHHOI (3a HAasBHOCTI) yIIaKOBOK JlikapChKOT0 3aco0y;

Mpyd BHECEHHiI 3MiH [0 MarepialiB peecTpaljiiHOr0 [J0ChE TIPOTArOM il
peecTparLlifiHOro IIOCBilUeHHSI Ha JIKAapChKii 3acib: BKIaJKH [0 peecTpaliiiHOro
TOCBI/JUeHHS, 3MiH Ta OHOBJIEHOI pefakLii iIHCTPYKLii AJi1 MeJUUYHOr0 3aCTOCYBaHHS
mMiKapCchbKOro 3aco0y Ta KOPOTKOI XapaKTepPUCTHUKU JiKapChKOTo 3acoly, CTPYKTypy
K0T HaBeZleHO y Aojatky 14 mo nworo Ilopsaky (3a il HassBHOCTI), 3MiH Ta OHOB/IEHOT
pepakyii MK, mo MicTUTP MapKyBaHHSI TE€PBHMHHOI, BTOPMHHOI (3a HasBHOCTI)
yTaKOBOK JIiIKapChbKOT0 3aco0y.

[HpopMaLlis Tpo BHUauy 3asBHUKY JJIS PeJaKLiMHOrO Yy3ro[pKEHHSI TPOEKTIiB
JIOKYMEeHTiB BHOCUTBCS /10 eJIeKTPOHHOI 6a3u JaHUX.

AKII0 3afBHUK He Y3rO[KY€ peAakLlil0 MPOEKTIB AOKYMEHTIB MpoTAroMm 15
KaJleHJapHUX AHiB, LleHTp rnepezace i gokymeHTH 0 MO3.

Yac, HeoOXimHMM A1 Y3ro/pKeHHs 3assBHUKOM pe/jaKilii JOKYMeHTiB, He BXOAHTh
[0 CTPOKY MPOBEeJIeHHST eKCIIePTU3U MaTepialiB peeCcTpaLikHOro JOChE.

2. Tlpotsirom 3 pobounx fAHIB micas npuHATTS MO3 pillieHHsI TIPO [iepyKaBHY
peectpariifo (TiepepeecTpariifo) JTiKapCbKoro 3aco0y abo mpo BHeCeHHS 3MiH [0
MaTepiaiB peecTpaLiHOro AOChE MPOTATOM il peecTpaliiHOoro nocsiiueHHs LleHTp
MOBiIOMJIsIE 3asiBHMKa MPO MNPUMHSTE PillleHHsI Ta Tepefia€ y3ro/pKeHi i3 3asiBHUKOM
peecTpariifiHi MocBigueHHsT a00 BK/IaJKX ZI0 PeECTPALliiHUX TocBigueHs y MO3 ajis ix
3aCBilUeHHS MiANMCOM KepiBHUKA BIJIIOBIA/IBHOIO CTPYKTYPHOIO mifpo3ainy MO3.

3. PeectpaiiiiHe MoCBigueHHs1 (BK/Ja/iKa [0 PEECTPALIiIMHOTO TIOCBi/IU€HHS)
MPOTSArOM TPhOX POOOUMX [AHIB 3 JaTd OTPUMAHHS TIMMCYETbCS KepPiBHUKOM
BIJTIOBIJa/ILHOIO CTPYKTYpHOro TmiApo3gily MO3 Ta 3acBijuy€eTbCs T1€4aTKORO.
OdopmreHi peecTpalliiHi TOCBifueHHs (BK/IaJKa [0 PeeCTpalliiHOTO TOCBiAueHHs)
pa3om i3 3atBepmkeHMMHM MO3 peecTpaljiiHUMH JOKyYMeHTamMHu (IHCTPYKLi€rO MAJisi
MeZMYHOTO 3aCTOCYBaHHS JiKapchbKoro 3acoby abo 3miHaMu /10 Hel; KOPOTKOIO
XapaKTePUCTUKOI JHIKAapChKOTO 3aco0y (3a HasBHOCTI — Ha Oa’kaHHS 3asiBHUKA);
dapmakorieiiHoo craTTero abo MK uu 3MiHaMu /10 HUX, 1[0 MiCTSITh MapKyBaHHS
TIePBUHHOI, BTOPUHHOI (3a HasBHOCTI) YIIaKOBOK Ha JiKapChKHM 3acib) mepearoThCs
[UUIs1 BU/Jaui 3asiBHUKY 3a IPUHLIUIIOM «€QUHOTO BiKHa».

4. PeecTpaljiiHe TOCBiJUEHHSI i3 3a3HayeHHSIM CTPOKY, IIPOTACOM $IKOTO
JIO3BOJIIETBCST  3aCTOCYBaHHS  JlikapcbKoro 3acoby B YKpaiHi (BK71agka [0
peecTpaLiiHOro mnocBifgueHHst), BUAaeTbcd MO3 y Mipy 3BepHeHHsl 3asBHUKIB 3a
HasIBHOCTI JOPYYeHHS BiJ| 3aBHMKA HAa OTPUMaHHSA 3a3HAaUEHUX JOKYMEHTIB.
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XXII. ITOPAOK PO3PAXYHKIB

1. Oruiati migjsraroTh MorepefHs eKCrepTu3a Ta CreLlliasizoBaHa eKCIiepTu3sa
MarepiaJiiB peecTpaLiiiHOrO [OCh€ AJjs1 Jep>KaBHOI peecTpalii (repepeecTpatiii),
BHECEHHsI 3MiH /10 MaTrepiasiB peecTpaljiiHOr0 [JOChE MPOTATrOM il peecTpaliiiHOro
TOCBiTUeHHS TiIKapChbKOTO 3ac00y, /10/1aTKOBi BUBUeHHs (BUTIPOOYBaHHS).

2. OrmaTa BUIIe3a3HaueHUX POOIT TIPOBOAWTHLCS BiAIMOBIIHO [0 YMOB
YK/IaZIeHOT'0 ZIOTOBOPY MiXK 3asiBHMKOM Ta LleHTpom ab0 MiXK 3asiBHUKOM Ta 3aKJ/1aJ[oM
OXOPOHH 3/I0POB’51/yCTaHOBOIO, 1110 TIPOBO/IUThL TaKi BUBUEHHS (BUTIPOOYBaHHS).

XXIII. 3AXVICT KOH®IJJEHIIIITHOT IHPOPMAIII]

1. Ilig yac mpoBefieHHS EeKCIepTU3H MarepiasiB Ha JTKapchKi 3aco0w, IIo
MOZIAIOTECS HA [lep)KaBHY peecTpawito (repepeecTparjito), a TaKOX eKCIepTU3u
MaTepiasiB TIPO BHECEHHS 3MiH [0 peecTpaliHUX MarepiajaiB MpOTArOM [ii
peecTparfiiHoro  mocBigueHHs LleHTp  3000B's3aHMii  3a0e3MeunTv  3aXHCT
KOH(izmeH1[iliHOI peecTpariiiiHoi iHdopMariil Bif po3rosioiieHHs i HeJOOPOCOBICHOTO
KOMEPILiIMHOTO BUKOPUCTaHHSI.

2. He pomyckaeTbcsi 0O3HaliOMIeHHS TpeTix o0ci6 3 KoH(ieHIiMHO0
peecTpaljiiHOI0 iHdoOpMalli€to, 3HATTSA KOIMiM 3 TakKWX MaTepiajiB Ha IlarepoBUX,
eJIEKTPOHHHUX a00 iHIIMX HOCisIX 0e3 MMCbMOBOI 3roAM BjlaCHWKA Takoi iHdopmariii uu
B IHIIINX BUIMNAaJKaX, BCTAHOBJIEHUX YAHHUM 3aKOHOJABCTBOM.

3. OGir AoKyMeHTIB, 1[0 MicTSTh KOHQiJeHI[iliHy peecTpaliliHy iHhopMaiiito,
30IUCHIOETBCS B LleHTi.

4. He momyckaroTbCsi 10 poOOTH 3 JAOKyMEHTaMH, II[0 MiCTATh KOH(iAeHIIiHy
peecTpariiiHy iHdopMailjito, ocobu, sKi MOXyTb MaTH KOHGJIKT iHTepeciB i3
3asiIBHUKOM.

HavanbHUMK YnpaB/iHHA
JIKaPChKHX 3aC00iB Ta MeMUHOI
npoaykuii MO3 Ykpaiuu JI.B. KoHomeBuu
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