KABIHET MIHICTPIB YKPAIHU

IIOCTAHOBA
Bix 4 6epe3nst 1996 p. N 295
Kuis

{ Hito Ilocmanosu ionosneno 3eiono 3 [locmanosoro KM
N 874 (874-2005-n ) sio 08.09.2005 }

{ [locmanosa empamuna uunnicms nHa niocmasi [locmanosu KM
N 788 ( 788-2005-n ) 6io 20.08.2005 }

[1po 3arBepmkeHHs [TopsaKy mpoBeIEHHS IepIKaBHIX
BHIIPOOYBaHb, IEP’KABHOT peecTparlii Ta
nepepeecTpartii, BUIaHHs MEPETiKiB IECTUIUIIB
1 arpoximikariB, JO3BOJICHUX 0 BUKOPUCTAHHS
B YKpaiHi

{ I3 3minamu, enecenumu 32iono 3 Illocmanosamu KM
N 1794 ( 1794-2000-7 ) sio 07.12.2000
N 879 ( 879-2002-n ) 6io 01.07.2002
N 769 ( 769-2004-n ) 6io 16.06.2004
N 800 ( 800-2006-n ) sio 07.06.2006
N 1328 (1328-2007-n ) sio 21.11.2007 }

BignosigHo 10 crateit 5 Ta 7 3akony Ykpainu "lIpo nectunuan i
arpoximikatu" ( 86/95-BP )  KabGimer  MinictpiB  Ykpainu
NOCTAHOBJAE:

3arBepautH [lopsok MpoBeAECHHS JEp)KaBHUX BHUIIPOOYBaHb,
JIep’)KaBHOI peecTparii Ta TmepepeecTparlii, BUIAHHSI TEpPEeiKiB
NeCTULUAIB 1 arpoxiMikaTiB, JO3BOJIEHUX JI0 BUKOPHUCTAHHS
B YKpaiHi (1ogaeThes).

[TpeM'ep-minicTp Ykpainu €. MAPYVK
Minictp 5
Kab6inety MinictpiB Ykpainu B.ITYCTOBOUTEHKO

Ian.22
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3ATBEP/I’KEHO
noctaHoBoro Kabinery MinictpiB Ykpainu
Big 4 6epes3nst 1996 p. N 295

HOPAAOK
NMPOBeEJAEeHHS JIePKABHUX BUNIPOOYBaHb, 1eP:KABHOI
peecTpaunii Ta nepepeectpaiii, BUAaHHS
nepeJiikiB mecTUIUAIB i arpoxiMikaris,
JA03BOJICHUX /10 BUKOPHCTAHHSA B YKpaiHi

( ¥V mexcmi I[lopsaoky cnoso "Yrpoepoicximkomicia" 6 ycix
giominkax ma cnoso "Minexobesnexu" 3aminEHO cnoom
"Minexopecypcig”, a cnosa "Mincirbeocnnpoo”,
"Miunniceocn" i "/lepocmumrkom"” y e6cix 8iOMinKax
saminEHO 6ionogiono cnosamu "Minacpononimuxu”,
"Ileporckomniceocn” i "epocmumcenyscoa” y 8ionogionomy
8iOMinKy 32i0H0 3 Ilocmanosoro KM N 1794
(1794-2000-n ) 6i0 07.12.2000 )

( ¥V mexcmi Ilopaoky cnoeo "Minexopecypcig” 3amineno cnogom
"Minnpupoou" 3ciono 3 Ilocmanoeoro KM N 769
(769-2004-n ) 6io 16.06.2004 )

1. Lleit [Topsimok BCTAaHOBIIIOE BUMOTH JIO MPOBEICHHS JEPIKaBHHX
BUNIPOOYBaHb, JEPXKABHOI peecTpalii Ta mepepeectpamii, BUIAHHS
MepemiKiB MeCTULUIIB 1 arpoXiMiKaTiB, JO3BOJIEHUX O BUKOPUCTAHHS B
VYkpaini ( mamni - mpenapaTu).

JlepxaBH1 BUIpOOYBaHHS MpenapaTiB

2. llepxaBH1 BUIIpOOYBaHHSI HOBUX INpENapaTiB MPOBOISATHCS 3 METOIO
010JI0T1YHOI, TOKCHKOJIOI'O-TIM€HIYHOI Ta €KOJIOTIYHOI OIUHKH 1
pOo3po0JIeHHS HOPMATHBIB Ta PETJIAMEHTIB 1X 0€3MEUYHOT0 3aCTOCYBAHHS.

JlepxaBHi  BUIPOOYBaHHS  INpenapariB  MPOBOJATHCA B
HAYKOBO-ZIOCJIITHUX YCTaHOBAaX Ta OpraHizalisfiX, aKpeAUTOBAHUX
MiHnpupoan, Npu bOMY TOKCUKOJIOIO-TIr€HIYHI (MEIUKO-010J10T14H1)
JIOCIIJKEHHS - 32 3aTBEP/PKEHUMH METOJJMKAMH B YCTaHOBAX, BUSHAYCHUX
MO3. { A63an gpyruii nyHkty 2 B penakuii [locranoBu KM N 1328
(1328-2007-m ) Big 21.11.2007 }

3. JepxaBHi BUIIpOOYBaHHS MpenapariB 3 HOBOIO J1I0Y0I0 PEYOBHUHOIO
MPOBOAATHCS TPOTSATOM JBOX IOBHHUX BEreTAlliMHUX MepiloJliB.
JlocniKeHHsT HOBUX IPenapariB, sIKi He BKIIIOYAIUCS 10 TUIaHY JepKaBHUX
BUIIPOOYBaHb, ajie OylIM MPOBEIEHI HAYKOBO-JIOCIITHUMHU YCTAaHOBAMH,
HiANPHUEMCTBAMH 1 OpTraHi3allisiMu, 3a3HAY€HUMHU Y ITYHKTI 2, € T0YaTKOM
Jep>)KaBHUX BUMPOOYBaHb (32 YMOBHU MMO3UTHBHUX BUCHOBKIB 3a3HAYCHHUX
HAYKOBO-IOCHIITHUX YCTaHOB, MiANPHEMCTB 1 oprauizamiii). ( A63ary
nepmwmii myHKTy 3 B penakiii [ToctanoBu KM N 1794 ( 1794-2000-11 ) Bifg
07.12.2000)
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3a pesyibTaTaMy MOJBOBUX BUNPOOyBaHb MIHIPUPOIN BU3HAYAE
00CSTH TPOBEJCHHS JEep)KaBHUX BUIIPOOYBaHb, a Y pa3i HEBCTAHOBIICHHS
abo HemiaTBepKEeHHs 010JIOTIYHOT €()EeKTUBHOCTI HOBOTO Mpenapary
HOPIBHAHO 3 THMH, IIO BXKE 3aCTOCOBYIOTHCS, NMpPUHMAE PillIEHHS PO
3HATTS Ipenapary 3 MOAAIBIINX JSPKABHUX BUIIPOOYBaHb.

4. SIkmo mojaHWK Ha JEp)KaBHI BUIIPOOYBAHHS Mpemapar MiCTHTh
JI0Yy pPEYOBHHY, SKa BXOIUTH /IO CKJIAAy BXKE 3apeecTPOBAHOTO
npenapary TOTO X MPU3HAYEHHS 1 JUIs Ti€l K TPyHH KyJIbTyp, TEepMiH
JIep’)KaBHUX BHIIPOOYBaHb MOXE OYyTH CKOPOYCHHMH O OJHOTO ITOBHOTO
BETeTaIIfHOTO TIePioy.

5. Jlep>xaBHi BHUIIPOOYBaHHS MpENapariB sl 3aKPUTOTO TPYHTY,
dbymirarii ckiIaJChKUX MPUMIILIEHb 1 3amaciB 3epHa, OOpOTHOM 3
MUIIOBUIHUMH TPU3YHAMH 1 MOOYTOBHMMH KOMaxaMH IIPOBOJAATHCS TEPMIHOM
JI0 OJTHOTO POKY.

6. [1ing yac mpoBelneHHs AepKaBHUX BHUIPOOYyBaHb IpenapariB
ycranoBaMu MO3 1aeThCsi TOKCHKOJIOTO-TITIEHIYHA OIliHKA Mpenapary Ta
YMOB HOT0 3aCTOCYBaHHS, PO3POOJISIFOTHCS HEOOXiAHI TirieHidHi
HOPMAaTHBU Ta PETIIAMEHTH.

{ Ilynkm 6 i3 3minamu, enecenumu 32iono 3 Ilocmanogoro KM N 1328

(1328-2007-1 ) 6id 21.11.2007 }

7. YcTaHOBH, IO BXOJAATH JI0 MEpPEeXi AepKaBHUX BUIPOOYBaHb
npenaparis, y pasi HoTpe6u po3poOsitoTh MAaKCUMAIIbHO JOMYCTHMI PiBHI
(MP) y xopmax, rpanuyHo gornyctumi piBHi (I'’IK) abo opieHToBHO
nomyctumi piBHi (OP) y Boai BogodMuIl prOOTrocmnoaapcbKoro
npusHaueHHs, ['//IK y kopmax s 61ki.

8. Ilix yac nmpoBeneHHs JepKaBHUX BUNPOOyBaHb MpemnapariB rpymna
eKCHEepTIB 3 METOJMKHU BU3HAYCHHS 3aJIMIIKOBUX KIJIBKOCTEH Mpenaparis
Ta MeTabomiTiB npu MiHnpupoan anpoOye METOAU BU3HAUYEHHS
3aJMIIKOBUX KUIBKOCTEM mpenapaTiB, iX TOKCHMYHMX METaOOJITIB Yy
TPYHTi, BOAl, MOBITPI, POCIMHAX, KOpMaxX, IPOAYKTaX XapuyBaHHS 1
nojgae ix Ha moromkeHHs Ao MO3 Ta 3aTBep/pkeHHS MIiHIPUPOAH.

Miunnpupoau po3podisie Ta 3aTBep/uKye 3a moromkeHHsM 3 MO3
METOJMKHM BHU3HAYEHHS BIAMOBIIHOCTI MIpenapaTiB cepTudikaTam sSKOCTI.
{ Ilyaktr 8 momoBHeHo ab3anom 3rigHo 3 IloctanoBoro KM N 800
(800-2006-11 ) Bim 07.06.2006 }

( Ilynkm 8 i3 3minamu, euecenumu 32i0no 3 Ilocmanosorww KM N 1794
(1794-2000-n ) sio 07.12.2000 )

9. Jlns BKJIIOYEHHs IperapaTy [0 IUIaHy Jep:KaBHUX BUIIPOOYBaHb
cy0'eKT rocmojaproBaHHS (faii - 3asBHUK) moaae MiHmpupoau Taxi

JIOKYMEHTH:

KJIOMIOTaHHS NPO BKJIIOYEHHS Mpenapary 10 IJIaHy;
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3asiBKY Ha BUIIPOOYBAHHS Mpenapary yKpaiHCHhKOI MOBOIO Y JIBOX
MPUMIPHUKAX;

Marepiand (I0Che), HA MIACTaBl SKUX CKJIAJIAETHCS 3asBKA HA
BUNIPOOYBaHHSA, YKPAiHCbKOIO a00 aHTIIICHKOIO0 UM POCIHICHKOI0 MOBaMHU B
OJIHOMY IIPUMIpHUKY; { AO3al yeTBepTuil MyHKTY 9 B penaxiii [locranoBu
KM N 1328 ( 1328-2007-11 ) Big 21.11.2007 }

MPOEKT TEXHIYHUX YMOB Ha BUPOOHUIITBO JOCIIAHOT MapTii y JBOX
MPUMIPHUKAX - IJIs BITYM3HSHUX MPEapaTiB.

{ A63zay wocmuu nynxkmy 9 suxnroueno na niocmasi Ilocmanoeu KM
N 1328 ( 1328-2007-n ) sio 21.11.2007 }

{ A63zay cvomuii nynkmy 9 euxnouero na niocmasi Illocmanosu KM
N 1328 ( 1328-2007-n ) sio 21.11.2007 }

Minnpupoau 3a6e3neuye 30epiraHis MaTepianiB (JOCkE) Ha MEPiox
peecTtpaiiii pemnapary.
{ Ilynkm 9 6 peoaxyii Ilocmanosu KM N 800 ( 800-2006-n ) io
07.06.2006 }

10. KionoTanHs npo BKJIIOYEHHS MIPENapariB 10 IUIaHy Jep:KaBHUX
BUIMIPOOYBaHb Ha MOTOYHHUM pIK NpUIIMaOThCsT MiHIPUPOIH 10 25 TH0TOTO
IOTOYHOTO POKY. B pasi morpeOu cTpok MmoJlaHHs KJIOMOTaHHS MOXe OyTH
IPOJIOBKEHUH 10 25 Oepe3Hs, a Uil Ipenaparis, 1110 BUKOPUCTOBYIOTHCS B
JITHBO-OCIHHIN nepion, - A0 1 JIumHs.

{ Ilynkm 10 6 peoaxyii Ilocmanosu KM N 800 ( 800-2006-n ) 6io
07.06.2006 }

11. MaTepianu 3asBHHKIB i IPOEKT IUIaHY AEPKABHUX BUIIPOOYBaHb
npenapariB npoxoasrh excreprusy B MO3 B TepMiH 10 45 kaneHJapHUX
IHIB, MPU IILOMY BHU3HAUYAIOTHCA OOCSATH HEOOXIAHHMX IOCHIIXKEHb 1
nepesik HayKOBO-JOCHIIHUX YCTAHOB, MIANPHEMCTB Ta OpraHizaiii
(mam - BUKOHABeIlb), SKiI BIAMOBIAHO 10 MyHKTY 2 mboro [lopsaky
MPOBOAUTUMYTh J€p’KaBHI BUIIPOOYBAHHS MpeENapaTiB, Kl 3aTBEPIKYE
Miunpupoau.

3a BUCHOBKAMH E€KCIIEPTU3M TUTaH JIep)KaBHUX BUMPOOYBaHb
npenapariB 'y JeCITUACHHUN TepMiH morojxkyerscs 3 MO3 Ta
3aTBEPHKYETHCS MIHITPUPOTH.

{ Ilynkm 11 i3 sminamu, enecenumu 32iono 3 Iocmanosamu KM N 1794
( 1794-2000-n ) sio 07.12.2000, N 800 ( 800-2006-n ) eio
07.06.2006 }

12. Tlpenapatu, TepMiH IPOBEACHHS MMOJIBOBUX BUIIPOOYBaHb SKUX HE
3aKIHYMBCS, T 9ac CKJIQJaHHS TUIaHy JCp)KaBHUX BHUIPOOYBaHb Ha
HACTYIHUHU PIK HE MIIAraloTh €KCIepPTU3i Ta MorokeHHo 3 MO3.
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{ Ilynkm 13 euxnmoueno ma niocmasi Ilocmanosu KM N 800
(800-2006-7 ) sio 07.06.2006 }

14. 3rigHo 3 MIaHOM JepXKaBHUX BUIPOOYBaHb, INIAHAMU HAYKOBHX
JIOCJIIJDKEHb Ta JIOTOBOPaMH, YKJIaJICHUMH 3asBHHKOM 1 BHUKOHABIIEM,
Minnpupoau Hanae 3a y3rokeHHsM 3 MO3 103BOIM Ha BBE3CHHS
JIOCJIIIHUX TIApTiil mperapartiB, e 3a3HAYar0ThCS iX 00CATH.

{ Ilynkm 14 6 peoaxyii Ilocmanosu KM N 800 ( 800-2006-7 ) sio
07.06.2006 }

15. J1o3BiJ1 HA BUTOTOBJICHHS Ta 3aCTOCYBAaHHS JOCIIIHUX MapTii
BITYM3HSHUX TpernapatiB MiHOpUPOAM HA/A€ MICHs 3aTBEPKCHHS TUIaHy
Jep>KaBHUX BUMPOOYBaHb Ta TEXHIYHUX YMOB HA BUPOOHUIITBO JOCIiAHOI
naprii.

OOcsru nOCHTHUX MapTid BU3HAYAIOTHCS MIHIPUPOIN Yy MeXax
HAyKOBO OOIPYHTOBAHOI KIJIBKOCTI MperapariB, HEOOXI1IHOT JIs
NIPOBEICHHS JIepP)KaBHUX BUIPOOYBaHb, HAYKOBO-TEXHOJIOTTYHUX JOCIIIKEHb
Ta BUMIPOOYBaHb.

{ Ilynkm 15 6 peoaxyii [locmanosu KM N 800 ( 800-2006-n ) 6io
07.06.2006 }

16. 3BiTH MpPO BUKOPHUCTAHHS AOCTIIHUX MapTiil MpemnapariB
HIOPIYHO TONAIOThCS 3assBHUKOM Minnpuponn 1o 31 rpyass
MOTOYHOTO POKY.

17. YV pa3i xonu pe3yiabTaTu Aep>KaBHUX BUIIPOOYBaHb MIperapariB
cymnepeyaTh pe3ysibTaTaM aHaJOTIYHUX JOCTIKeHb, MPOBEICHUX B
1HO3eMHHUX JIep’KaBaX, TO 3a KIJOMOTAHHSAM 3asBHMKa MiHnpupoau
MO’K€ IPUMHSTH PIILIEHHS PO MPOBEACHHS apOITpaXKHUX BUIPOOYBaHb, 110
y4acTi B SIKUX MOXKYTh 3aJIy4aTHCs B YCTAHOBJICHOMY MOPSAKY €KCIEPTH
AK BITYU3HSIHUX, TaK 1 MDKHApOJHUX OpraHizawii.

18. dinaHcyBaHHS HAYKOBO-/IOCHIIHUX POOIT y MeXax AepKaBHUX 1
apOiTpa)XHUX BUIPOOYBaHb HpenapaTiB 3A1MCHIOETbCS 3asBHUKAMH 32
JIOTOBOPaMHU, YKJIAJICHUMH 3 BUKOHABISIMU BiATIOBIIHO JI0 TUTAHY JePKABHUX
1 apOITpa)KHUX BUIIPOOYBaHb.

Jlep>kaBHa peecTpallisi penaparis

19. JlepkaBHili peecTpauii MmiIAraloTh MpenapaTHBHI (HopMHU
MEeCTUIINIIB 1 arpOXiMIKaTiB BITYM3HSHOTO Ta 1HO3€MHOTO BUPOOHUIITBA,
JUIs SIKUX PO3pOOJIEH] perjJaMeHTH 3aCTOCYBAaHHsI, BKIIOYAIOUH Tirl€HIYHI
HOPMAaTUBU 1 METOAM KOHTPOJIIO 3a iX JOoTpuMaHHsAM. { AO3al nepmuit
nyHKTy 19 13 3miHamu, BHeceHMMH 3TrigHO 3 [ToctanoBoro KM N 1328
(1328-2007-1 ) Big 21.11.2007 }

Jlep>xaBHa peecTpallisi  mpernapaTiB, 110 BUTOTOBISIOTHCS Ha
TepuTopii YKpaiHu, MPOBOAMTHCS IICIs peecTpalii 040l pedYOBUHH Y
Kowmirteri 3 muTansb ririeHivHoro perjamentyBanas MO3.
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20. Jlns pep>kaBHOI peecTpallii mperapariB 3asBHUK TOZA€
MiHnpupou Taki TOKYMEHTH (AaJii - peecTpalliii TOKyMEHTH):

3asBKYy Ha JICP)KaBHY PEECTPALLIO MIPEnapaTy YKpaTHChKO MOBOIO Y
JBOX IpHUMipHUKaX; { AG3am apyruii myHkTy 20 i3 3MiHAMU, BHECEHUMHU
srigno 3 [TocranoBoro KM N 1328 ( 1328-2007-m1 ) Big 21.11.2007 }

Marepiand (I0Ch€), HA MIACTaBl SKUX CKJIAJIAETHCS 3asBKA HA
peecTparlito mpemnapary, o KOMIUICKTYIOTHCS 33 PO3JIijIaMH 1 ITyHKTaMu
3asIBKH, YKPalHChbKOI a00 aHIIIHCHKOI YU POCIHCHKOI MOBAMH Y JIBOX
npuMipaukax; { A63an tpertiii mynkty 20 B penakuii [TocranoBu KM
N 1328 ( 1328-2007-11 ) Bix 21.11.2007 }

JOBIIKY TIPO CTaJIICTh CKJIaay Mpenapary, AepKaBHUM (Trairy3eBuil)
cTaHgapT abo TEXHIYHI YMOBH Ha JII0Yy PEUOBHHY 1 IIpernapaTuBHy Gopmy
y IIBOX MPUMIPHUKAX - ISl BITYM3HSIHHUX MPEIaparis,

3BIT PO pe3yJbTaTH JEPXKABHUX BHUIIPOOYBAaHB IpEMapary y ABOX
NPUMIpHHKAX;

METOJIMYHI BKA3IBKM MO0 BH3HAYEHHS BMICTY 3aJIUIIKOBUX
KUTBKOCTEH MECTUIUAIB Y CUIbCHKOTOCIIOAAPCHKIM MPOAYKIIil, KOpMax,
Xap4YOBUX MPOAYKTaX, IPYHTi, BOI, MOBITPi Ta METOJUKN BU3HAUCHHS
BIJITIOBITHOCTI MECTHLUAIB 1 arpoxXiMikariB cepThdikaTaM SKOCTi y
JTBOX MIPUMIPHUKAX;

{ A63ay cvomuil nynkmy 20 suxnouerno na niocmasi Ilocmanosu KM

N 1328 ( 1328-2007-n ) 6io 21.11.2007 }

3pa30K €TUKETKU Ta IHCTPYKIiIO 3 O€3MeYHOro 3acTOCYBAaHHS
npenapary y JBOX NpUMIpHUKAX.

[Tin wac peectpaiii mpenapary, IPU3HAYCHOTO ISl pO3IPIOHOTO
NpPO/aXy HACEJEHHIO, 3aABHUK TakoX mnojae omuc tapu. { [Tynkr 20
nonoBHeHO ab63amom 3rigHo 3 [ToctanoBoro KM N 1328 (1 1328-2007-11 )
Big 21.11.2007 }

Indopmariis, 1o MICTUTBCS y 3asBLI Ha JEp)KaBHY PEeCTpaLlito
npenapary Ta B MaTepiaiax (10che), Bl)IHOBl,ZIHO 0 3aKOHY YKpaiHu
"Tlpo mectunuau i arpoximikatu" ( 86/95-BP) Ta iHmux
HOPMATHUBHO-TIPABOBUX AaKTiB TIJISTAaE JIEpPKaBHIA OXOpOHI BiX
PO3TOJIOLIeHHS 1 HeTOOPOCOBICHOTO KOMEpIliiiHOro BUKopUcTaHHs. { [TyHKT
20 nomoBHEHO ab3ariom 3riaHo 3 [ToctanoBoro KM N 1328 ( 1328-2007-11)
Big 21.11.2007 }

3a00pOHSAETHCSI BUKOPUCTOBYBATH MPOTATOM JECATH POKIB 3 JaTh
Jep’KaBHOI peecTparlii mpemapary (HE3aJIe)KHO BiJ CTPOKY YHHHOCTI
OyAb-SKOTO MAaTEeHTY, SIKUU Mae BIHOIIEHHS 0 Ipenapaty) iHpopmarito
11010 HOoro 0e3MeYHOro 3aCTOCYBaHHS IS TOIAaHHS 3asBKU Ha JCpKaBHY
peecCTpalliio 1HIIOro Mpenapary, KpiM BUMAJAKIB, KOJIH MIPABO MOCHIATHCS
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abo iHakIIe BHMKOPHCTOBYBAaTH TaKy I1H(OpMAII0 OAepKaHO B
YCTaHOBJICHOMY 3aKOHOJaBCTBOM IOPSIIKY BiJl 0COOM YU OpraHizariii, 1o
nonana ingopmariiro, ado iHpopmalist mAroTOBICHA 3asBHUKOM YH JIS
3asiBHuKa. { [lyakr 20 momoBHeHO aG3amowm 3rimHO 3 [ToctanoBoro KM
N 1328 ( 1328-2007-11 ) Bix 21.11.2007 }

{ Ilynkm 20 6 peoaxyii Ilocmanoe KM N 1794 ( 1794-2000-n ) i
07.12.2000, N 800 ( 800-2006-7 ) sio 07.06.2006 }

21. Tlicns TpURAHATTA HA PO3IJISA PEECTPAIMHUX JTOKYMEHTIB
3asBHUKOBI BHJIAETHCS JUISl OIUIATH PaXyHOK 32 IPOBEICHHS EKCIEPTU3U
npenapary.

Po3mip muaTi 3a mpoBeIeHHs eKCIIePTU3H, IeP>KaBHOI peecTpartii
(mepepeecTpallii) MeCTUIUIIB Ta arpoxXiMiKaTiB 3aTBEPIKY€ETHCS
Miunnpupoau 3a norokeHHsM 3 Minginom. ( ITynkr 21 gomoBHEHO
ab3aroMm apyrum 3rigHo 3 [Tocranosoro KM N 1794 ( 1794-2000-11 ) Bix
07.12.2000)

[Tnata 3a TpoBeneHHS EKCHEPTH3H, JEP)KaBHOI peecTparii
(mepepeecTpallii) MECTULU/IB Ta arpoXiMiKaTiB 3apaxOBYETHCS [0
cnermianbHOro  (GoHAY JepKABHOTO OIO/DKETy. 3a3HAYCHI  KOIITH
BUKOPUCTOBYIOTbCS Ha OIUIATy Ipalli 3allpOLIEHUX E€KCHEepTiB, MOCIYT
YCTAaHOB Ta Opraizamiii, MmO NPOBOAITH EKCIEPTH3Y JEPKaBHHUX
BUIIPOOYBaHb 1 peeCTpaIlifHIX JOKYMEHTIB; MpuUI0aHHs OONaJHAHHS Ta
OPI'TEXHIKH, HEOOXITHUX JUIS TPOBEACHHS EKCIIEPTU3U PEeeCTpalitHIX
JIOKYMEHTIB, JepkKaBHOI peecTpallii (mepepeecTpailii) NeCTUIHUIIB 1
arpoxiMiKaTiB; BIAPSJKEHb; Y4acTl y HAayKOBO-IIPAKTUYHHUX CEMiHapax,
KOH(epeHIisIX TOmo, iX opradizamii i NMpPOBEJIEHHS; 3A1HCHEHHS
nepeksaay 1H03eMHOT JIiTepaTypH, MEPeIIiaTH CHellaJbHUX TeP10TUuIHUX
BUJaHb, MIATOTOBKM Ta BUJAHHS TMEpeNiKiB MECTHIHIIB 1
arpoxiMikaTiB, JO3BOJICHUX JI0 BUKOPUCTaHHS B YKpaiHi; po3poOIeHHS
Ta BUJAHHS METOJAMYHMX BKa3iBOK I10/10 BU3HAYEHHS 3aJMIIKOBHX
KUIBKOCTEH MpenaparTiB, iX TOKCHUYHUX META0OITIB y IPYHTI, BOA,
HOBITPi, POCIMHAX, KOpMaX 1 MPOJYKTax XapyyBaHHS; MOCIYT 3B'SI3KY;
YTPUMaHHSI TPAHCIOPTY Ui TEPEBE3CHHsS 3asABOK Ha BUIPOOYBAaHHS
mpemnapaTiB  (JOCh€) Ta CTaHAAPTHUX 3pa3KiB MNECTHIHIIB 1
arpoxiMiKaTiB; IPOBEIEHHS MICISAPEECTPALIMHOIO MOHITOPHHTY
NECTULUIB 1 arpoxiMiKaTiB; 3a0e3nedeHHs: poOOTH HayKOBO-€KCIIEPTHOL
pany, BUKOHAHHS HAayKOBO-JOCTIAHMX poOIT y cdepl MOBOKEHHS 3
NECTULIUIaMU Ta arpoxiMiKaTaMu, po3po0JIeHHs CTaHAAPTHUX aHATITUYHUX
3pa3KiB TpernapaTiB 1 METOJWK BU3HAYCHHSI BIJMOBIHOCTI MpernapaTiB
cepTudikaTaM SKOCTI, 30epiranHs peecTpamifHuX JokyMeHTiB. { IIyHkT
21 pomoBHeHO ab3amoM TpetiMm 3rimHO 3 [loctanoBoro KM N 1794
( 1794-2000-r1 ) Bixg 07.12.2000; i3 3MiHaMu, BHECEHUMH 3T1THO 3
[TocranoBamu KM N 879 ( 879-2002-1 ) Bix 01.07.2002, N 800
(800-2006-11 ) Bix 07.06.2006 }

[Ticns ogepkanHHs  YKPACSKXIMKOMICIEIO TMIITBEPIKEHHS OIUIaTH
paxyHKY 3a MPOBEJCHHS EKCIIEPTU3HU TpenapaTy, peecTpamiiHi JOKyMEHTH
MOJAIOTHCS HA CaHITapHO-TIrieHIuny ekcnepTu3y 1o MO3, ekosoriyny -
no Minnpuponu. ( Ao63am derBepTuil myHKTYy 21 13 3MiHaMmHu,
BHeceHUMH 3rimHO 3 [locranoBoro KM N 1794 (1794-2000-11 ) Bin
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07.12.2000 )

TepMiH poBeIcHHS 3a3HAYCHUX EKCIIEPTU3 BCTAHOBIIOETHCS HE
Oinbmn sk 30 qHIB 3 THSA HAIXODKEHHS PEECTpAIlifHUX JOKYMEHTIB JI0
BIJIMOBITHUX YCTAaHOB, y pa3i MOTpeOH 3a MOTrOPKEHHSIM 3
MiHnpupo iy BiH MOXe OyTH TIPOJIOBXKEHUH 10 45 ITHIB.

TepMiH po3risay peecTpamiiHuX TOKYMEHTIB Bijl OIJIaTH PaxyHKY
3a TPOBEJEHHS EKCIEPTU3H Mperapary A0 NPUUHATTS PIICHHS PO HOoro
JIepKaBHY PEECTPAIlil0 HE TIOBUHEH nepeBunyBaT 90 aHiB.

22. Pe3ynpTaTu AepIKaBHOI CaHITAPHO-TITIEHIYHOI €KCIEPTH3U
npernapary 3aTBEPKYIOTHCS TOJOBHUM JIEPKaBHUM CaHITAPHUM JIiKapeM
VYkpainu, Jep>kaBHOI €KOJOTIYHOI eKCIIePTH3H - 3aCTYMHUKOM MiHicTpa
OXOPOHH HABKOJMITHHOT'O IPUPOIHOTO cepepoBuiia. ( Ad3arl mepimii mMyHKTY
22 13 3miHamu, BHeceHMMM 3rigmHo 3 IlocranoBoro KM N 769
(769-2004-11 ) Bix 16.06.2004 )

PexoMenparii moo peectparii mpenapary y 3B'S3Ky 3 HOro
010JI0T1YHOIO Ta TOCHOIAPCHKOI0 €(PEKTUBHICTIO HAIAIOThCS 1HCTUTYTOM -
BHUKOHABIIEM JICP)KaBHUX BUIPOOYBAaHb Ta 3aTBEPKYIOTHCS HOTO BUCHOIO
paioo.

Pe3ynpTaTi excnepTu3u Ta peecTpaliiiHi JOKYMEHTH PO3IIIIal0ThCs
HE3aJICKHUMU EKCIIEpTAMU HAyKOBO-E€KCIIEPTHOI paju, YTBOPEHOI IpPU
MiHnpuponau, SKMMH po3poOJsIOTbCS MPOMO3ULIT Ta peKOMEHalii mpo
MOYKJIMBICTB TIPOBEJICHHS JIEPKaBHOT peecTpallii mpenapary.

( Ilynkm 22 ¢ peoaxyii Ilocmanosu KM N 1794 ( 1794-2000-n ) 6io0
07.12.2000)

23.V pa3i NO3UTUBHUX PE3YJbTAaTIB E€KCIEPTU3, 3a3HAYCHUX Y
nyHKTi 22 1poro Ilopsaky Ta pekoMeHaaliil HayKoBO-eKCIepTHOI pajaH,
Minnpupoau TnpuiiMae pillleHHS MPO JIEpKaBHY PEECTPAIIII0 IIpenapary,
HiCJIE 4Oro 3asBHUKOBI BUJIAEThCSA PAXYHOK Ha CIUIATY PEECTPaLiifHOro
BHecKy. ( AO3an nepmuii NyHKTY 23 i3 3MiHaMM, BHECEHUMH
srigno 3 [TocranoBoro KM N 1794 ( 1794-2000-11 ) Big 07.12.2000 )

[Ipo HeraTuBHI ~ pe3yibTaTH  3a3HAYCHUX  EKCIEPTHU3
Miunpuponu npotsirom 10 AHIB MOBiIOMIIsS€ 3asBHUKA B MHCbMOBIH

dopwmi.

[TincraBoro Ui MPUHHSATTSA pIlIEHHS MPO BIIMOBY Y peecTparlii
(mepepeecTtpairii) npenapaty Moxe 0ytu: { [IyHKT 23 10MOBHEHO ab3aroM
3rigHo 3 [ToctanoBoro KM N 1328 (1 1328-2007-m1 ) Bix 21.11.2007 }

HEBIJIMOBIAHICTh MOJAHUX JOKYMEHTIB BUMoOraMm 1poro [lopsky;
{ Ilyukr 23 nonoBHeHo a03amoMm 3rigHo 3 IloctanoBoro KM N 1328
(1328-2007-11 ) Big 21.11.2007 }

HETraTUBHUI BUCHOBOK JI€pXKAaBHOI ~CaHITapHO-EIieMiOI0T1YHOT
ekcrieptusu; { IlyHkT 23 momoBHeHO a63aiom 3rigHO 3 [ToctanoBoro KM
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N 1328 ( 1328-2007-1 ) Bin 21.11.2007 }

OJICpKaHHA paHillle HEeBIIOMHX JaHUX PO HEOE3MEUHICTh Mpenapary
a00 HeoCTaTHIO 010JIOTTYHY €(hEeKTUBHICTh MOTO HIJILOBOTO MTPU3HAYCHHS,
{ Iyakt 23 nomoBHeHo ab3amoM 3rigHOo 3 [locranoBoro KM N 1328
(1328-2007-11 ) Big 21.11.2007 }

HEraTUBHUI BUCHOBOK JIEP)KaBHOT €KOJIOTi4HOI excriepTusu; { [TyHKT
23 nomoBHeHO ab3arom 3rifaHo 3 [ToctanoBoro KM N 1328 ( 1328-2007-11 )
Bix 21.11.2007 }

HETOBIIOMJICHHS PO BHECCHHS 3MiH 10 cKiany npemapary. { [TyHKT
23 nomoBHeHO ab3arom 3rifaHo 3 [ToctanoBoro KM N 1328 (1 1328-2007-11)
Bix 21.11.2007 }

Pimenns npo BiAMOBY y peectpaiii (mepepeectpaiiii) mpemnapary
MOK€ OYTH OCKap>KEHE B yCTaHOBJIEHOMY MopsiiKy. { IIyHKT 23 nonoBHEHO
a63amoM 3rigHo 3 IlocranoBoro KM N 1328 ( 1328-2007-m ) Bin
21.11.2007 }

24. Tlicnd criaTé peecTpariitHoro BHECKY 1 3aTBEPKEHHS 3pa3Ka
STUKETKH Mpenapar 3aHOCUThCS /10 Jlep’KaBHOTO PeecTpy MEeCTHLIUIIB i
arpoximikaTiB (mani - JlepxaBHHIi peecTp mpenapaTiB), a 3asiBHUKOBI
BUJIAETBCSl PEECTpAlliiiHe TOCBIAYCHHS NPO JEPXKAaBHY PEECTpPALiI0
npernapary, 3pa3ok SKOTO 3aTBepKyeTbcst Minnpupoan. { A63an neprumii
OYHKTY 24 13 3MiHamu, BHeceHMMH 3TigHo 3 [ToctanoBamu KM N 800
( 800-2006-11 ) Bim 07.06.2006, N 1328 ( 1328-2007-m ) Bin
21.11.2007 }

Jlep>kaBHUHM peecTp MpernapaTiB BEAETHCS B €JIEKTPOHHOMY BUIJISIL.
{ Ilynkt 24 nomnoBHeHo a63anom 3rifHO 3 IlocranoBoro KM N 1328
(1328-2007-m ) Bix 21.11.2007 }

Jlo Jlep>kaBHOTO peecTpy IpenapariB 3aHOCUTBHCS peecTpariitHui
HOMEp TMpemnapary, Jara BHJayl, cepis Ta HOMEP IMOCBIIYEHHS PO
JIepKaBHY peecTpallilo mpernapary, HallMeHyBaHHS Ta BMICT Jil0u0i
PEYOBHHHM, TOPTrOBa Ha3Ba MpenapaTy Ta MO3HAYSHHsI HOTOo MpernapaTuBHOL
dopmu, knacudikaiis npernapary, HaliMeHyBaHHs 3asBHHKA Ta HOTO
aJpeca, HailMeHyBaHHsS BHUpPOOHHKa Mpemnapary, chepa 3acToCyBaHHS
(mepemik CiIbCHKOTOCHOJAAPCHKUX KYJIBTYpP), CTPOK peecTpamii
mpemnapary, JaTa ckacyBaHHA (MPU3YNUHEHHs) Aep:KaBHOI peecTparlii
npenapaty. { Ilynkr 24 nomoBHeHo a63arioM 3rinHo 3 [locranoBoro KM
N 1328 ( 1328-2007-11 ) Bix 21.11.2007 }

JlepaBHUM peecTp MpenapariB pO3MIIIYeETbCS Ha BeO-calTi
Miunnpupoau. { Ilynkr 24 nonoBHeHo a63aroM 3rifHo 3 [TocranoBoro KM
N 1328 ( 1328-2007-11 ) Bix 21.11.2007 }

KopucryBanus nanumu  JlepkaBHOTO peecTpy TpemapariB €

oesomnatHuM. { IlyHkT 24 momoBHeHO ab3aimom 3rigHo 3 [TocranoBoro KM
N 1328 ( 1328-2007-11 ) Bix 21.11.2007 }
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PimenHs npo Jep:kaBHY peecTpaliio npenapaty Ha0yBae YMHHOCTI 3
MOMEHTY BHIa4l PEECTPAIITHOTO TTOCBIYCHHS Ta BTpaya€ YHWHHICTh B
KiHIi poKy (31 rpynHs), BU3HAYEHOTO TepMiHOM peectparii. [lectummmm
1 arpoxiMikaTh PEECTPYIOTHCS HAa CTPOK JIO JACCATH POKIB. { AG3ail
OyHKTY 24 13 3MiHamu, BHeceHMMH 3TigHo 3 [loctanoBamu KM N 800
( 800-2006-m1 ) Bixg 07.06.2006, N 1328 ( 1328-2007-m ) Bin
21.11.2007 }

3a OaxaHHSM 3asBHUKAa TEpMiH [ii Jep)KaBHOI peecTparii
npenapary Moke OyTH CKOPOYEHHWH 3 BiINOBIIHUM 3MEHIICHHSIM CyMHU
peecTpariitHoro BHECKY.

25. Ilpenaparu, indopmariisi mpo sKi HA MOMEHT JAEp>KaBHOI
peectpallii He Moxke OyTH HagaHa MIHOPUPOIU Yy MOBHOMY 00cCs3i,
aJle TOKCHKOJIOTO-TITi€HIUHI BIACTHBOCTI Ta cepa 3aCTOCYBAHHS SIKUX
JIal0Th 3MOTY BB@KaTW PHU3UK HEOE3NEYHOCTI HECYTTEBHM, MOXKYTh OyTH
3apeecTpoBaHi eKCIIEPUMEHTAILHO TEPMiHOM 10 2 POKiB.

BincyTHICTh MOCTIHHUX Ta PO3PaXYHKOBUX HOPMATHBIB Y MPOTYKTAX
XapyyBaHHS, BOJ1, MOBITPi Ta TPYHTI, METO/[IB BUSHAUEHHS 3aTUIIKOBUX
KUTBKOCTEH, OcTaTO4HOI iH(pOopMaIlii mpo 0COOIMBOCTI TOKCHYHOI Ta
eKOTOKCHYHOI Aii mpemapaTy He Aa€ MiAcTaB AJs BIIIMOBHU B HOTO
eKCIIepUMEHTAIbHIN peecTparliii, SKIIO e He CYNEePEeYUuTh pe3ylIbTaTaMm
eKCIIepPTHU3H.

26. Y pasi Kouiu 3a /iBa pOKHU 3 00'€KTUBHUX ITPUYUH HE OTPUMAHO
HEOOX1IHUX JTaHUX JUIS IOCTIMHOI peecTparlii npenapary, 3a BACHOBKaMH
eKCHEepTH3U pIlleHHsIM MIHIPUPOAN TepMiH il eKClepUMEHTaIbHOT
peectpartii Moxke OyTH MPOIOBKEHUH 111e Ha PIK.

27.Y pa3l eKCHnepUMEHTAJIbHOI peecTpallii mpernapaTry
Minnpuponn B KOKHOMY KOHKPETHOMY BHUMAAKY BCTAHOBIIOIOTHCS 00CATH
TJIONI 3aCTOCYBaHHSI Tpemapary Ta OOCSTH, B SKUX BIH BBO3SUTHCA, 3
ypaxyBaHHSIM HOro npu3HavyeHHs, LIJbOBOro 00'€KTa 1 3araJibHOI MJIOIII
BUPOIIYBaHHS KYJIbTYPH.

{ Ilynkm 27 i3 3minamu, eHecenumu 32iono 3 [locmanosoro KM N 1328

(1328-2007-n ) 6i0 21.11.2007 }

28. IlizcraBoro nisi MPUNHATTS PIlIEHHS NPO CKacyBaHHA abo
3YINUHEHHS JIep’KaBHOI peecTparlii €:

OJIepKaHHA paHille HEBIAOMUX JaHUX MPO HEOE3MEUHICTh IMpenapary
a00 HemocTaTHIO 010JI0TTYHY €(hEeKTUBHICTh MOTO IIJTOBOTO MTPU3HAYEHHS;

HEHAJaHHS MPOTATOM i1 €KCIEepUMEHTAIbHOI peecTpalii JaHUX,
HEOOXIJTHUX JUIsl MOCTIHHOT peecTparii;

HEMOBIOMJICHHSI PO BHECEHHS 3MiH JI0 CKJIQAy Mpenapary Ta HOBI
a”l o0 HOro HEOE3IIEYHOCTI.
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PimenHs npo ckacyBaHHS a00 3yNUHEHHS JAEp:KaBHOI peecTparii
MOXe OyTH OCKap)KEeHE B YCTAaHOBJICHOMY HOPSIKY.

MiHIIpHUPOAX TTOBIIOMIISIE B IECATUACHHHUN CTPOK IPO CKacyBaHHS abo
3YNUHEHHS JIEp’KaBHOI peecTpauii mpenapaTy BiAMOBiAHI IEHTPaIbHI
OpraHv BUKOHABYOI BIIaIH.

{ Ilynkm 28 6 peoaxyii Ilocmanosu KM N 1328 (1328-2007-n ) 6io
21.11.2007 }

[Tepepeectpartis npenaparis

29. Ilepepeectpartii maasararTh paHille 3apeeCTPOBaHi MpernapaT,
TEpMiH peecTpauii AsKuX 3akiHuuBcs. s mepepeectpaiii nmpenaparis
N0 MIHOpUPOM TOJAEThCS 3asBKa B JIBOX NPUMIPHHUKAaX Ta HOBI
marepianu, SKi He BBIMIUIM 10 paHille MOJAaHWX PEeeCTpaliiHUX
JIOKYMEHTIB.

[epepeecTpartist 3MIMCHIOETHCS B MOPSAIKY, MEpPer0aueHOMY IS
JIep’KaBHOT peecTpartii mpernaparis.

30. IlepepeecTpariii He MAIATAIOTH MpemapaTH, MO0 SKHX B
VYkpaini abo 3a ii Me>xaMu o7iepKaHi HOB1, paHillle HEBiOMI JIaHi PO
ix HeOe3nmeyHiCTh a00 HEeJJOCTATHIO 010JIOTIYHY €()EKTUBHICTD IIJTHOBOTO
NPU3HAYCHHSI.

31.3asBHMK  mpemapary  3000B's3aHM  1HQOpPMYBaTH
MiHnpupoan npo BCl 3MIHM B CKJIaJl IpernapaTy Ta MOSIBY HOBUX
JAHUX TPO HOro HeOe3NeUHICTh.

VY pa3i BTpatu a00 MOUIKOJDKEHHS IOCBIIYEHHS NPO AEp>KaBHY
peecTpartito Tpenapary BUAada AyOiikaTra IMOCBIMYEHHS PO HOTO
peecTpallito 31 CHIOETHCS Ha Mi/ICTaBl MMCbMOBOTO 3BEPHEHHS 3asiBHHKA.
{ Ilynkr 31 nomnoBHeHo a63anom 3rigHO 3 IlocranoBoro KM N 1328
(1328-2007-1 ) Big 21.11.2007 }

SIKII0 3MIHIOETHCSI HAIMEHYBAHHS TIperapaTy, 3asBHUKY BHIA€THCS
HOBE MocBiAYeHHs Npo peectparito. { IlyHkr 31 nonoBHeHO ab3aroM
3rigHo 3 [ToctanoBoro KM N 1328 (1 1328-2007-m1 ) Bix 21.11.2007 }

32. ¥ pa3i 3MiHU CKJIaJy 1 BMICTY 1HTPEIi€HTIB IpenapaTuBHOL
dopMmu, sIKi 32 BUCHOBKAMM €KCIIEPTH3H HE BILUIUBAIOTH HA O10JI0TIUYHY
aKTUBHICTb Mperapary, TOKCHYHICTh, (i3MKO-XIMi4HI BIACTUBOCTI Ta
CTaJliCTh MiA 4ac 30epiraHHs, MIHNPUPOAM MOKE BU3HATHU Il 3MIHU
JOMYCTUMUMM 1 TIpenapaT IepepeecTpOBYEThCs 0e3 J0JaTKOBUX
BUIIPOOYBaHb.

33. Slkuo BUHHKHE NOTpeda B YTOUHEHHI 3apeecTPOBAHUX HOPM
BUTpaT, MIHIPUPOAN Mae IMpaBO MPOBECTH apOITPa)KHi JOCITIJKEHHS.
®diHaHCYBaHHS IHUX JOCTIIHKCHBb MPOBAIUTHCS 32 PaXyHOK 3asBHUKA 200
JIEPIKABHOTO OIOJIKETY.
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34. Tndopmaris npo nepkaBHI BUIPOOYBaHHS, EpKABHY PEECTPALIi0
Ta TIEPEPEECTpAIlil0 TpernapariB BUKOPUCTOBYETHCS BiAMOBIAHO 0
YUHHOTO 3aKOHOJIaBCTBA.

Bunanns [Nepeniky mecTUnuaiB i arpoxiMikaris,
JI03BOJICHUX JI0 BUKOPUCTAHHS B YKpaiHi

35. Ha miacraBi JlepaBHOro peectpy mnpemnapaTiB MiHIpupoau
po3pobiise, moromkye 3 MO3 ta MiHarpomnomiTuKy, roTye 10 APYKY Ta
BHJIa€ OJIMH pa3 Ha JBa poku [lepenik mecTUIUIIB 1 arpoXiMiKaTiB,
JIO3BOJICHUX JI0 BUKOPUCTaHHS B YKpaiHi (gani - [lepenik), 3 mopiyHIM
BUJIAHHSAM JIOTIOBHEHB JIO HBHOI'O PO HOBI 3apPEECTPOBAHI, a TAKOXK
3a00pOHEHI 10 BUKOPHUCTAHHS TIperapaT.

{ Ilynkm 35 i3 sminamu, enecenumu 32iono 3 Ilocmanosamu KM N 1794
( 1794-2000-n ) eio 07.12.2000, N 800 ( 800-2006-n ) sio
07.06.2006, N 1328 ( 1328-2007-n ) sio 21.11.2007 }

36. Tupax I[lepeniky BU3HAYAETHCS 32 MOMEPEIHIMH 3aMOBIICHHSIMH
Minarpononituku, MO3, Minnpupoan, [lepxkkomiicrocmy Ta iHIIMX
3aiHTePECOBAHUX MIHICTEPCTB, BIIOMCTB, YCTAaHOB Ta OpraHi3alliil.

37. llpumipuuku Ilepeniky Ta TOMOBHEHHS O HHOTO HAJICHIIAIOTHCS
MO3, Minnpupoau, MiHarponomaiTuku, Jep>KxMUTCITy)Ou.
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