3ATBEP/DKEHO

noctanoBoto Kabinery MiHicTpis
Ykpainu

BIJI 2014 Ne

3MIHMU,
o BHOcATHeA 10 Ilopsiaky AepskaBHOI peecTpauii (mepepeecTpanii)
JiKapcbKHX 3ac00iB

1. AG3ar qpyruii MyHKTY 1 BUKJIACTH y TaKii penaKiiii:

«He mimnsgraroTe  Aep)kaBHIM — peecTpaliii  JiKapchki  3acobm,  sKi
BUTOTOBJISIIOTHCS B allTeKaX 3a pelenTaMu JiKapiB (MaricTpaibHUMHU (HOpMyIaMu)
Ta HAa 3aMOBJICHHS JIKyBaJIbHO-MPOQIIAKTUYHUX 3aKkiaaiB (0iIUHATEHUMA
dbopmysiamMu) 3 T03BOJICHUX JIO 3aCTOCYBaHHS JiFOYMX Ta JOIMOMIXKHUX PEUYOBHH, Ta
IPOAYKTH, IO OTPUMYIOTHCSA IIiJI Yac TEXHOJOTIYHOI'O IPOIECy BUPOOHMIITBA
TOTOBOTO JIIKApChKOTO 3acol0y Ta MictaTh APl y ToMy ¢izuyHOMYy CTaHi, IO
HEOOXIMHUW i1 TOJAJbIIOr0 BUTOTOBJICHHA TOTOBOI JIIKApChKOi (opMu
BIJIITOBIJTHO JI0 PEECTPALIHHOTO JOCHE. .

2. IlyHKT 2 BUKJIACTH y TaKii peaaKili:

«JlepkaBHy peecTpailito JiKapchkoro 3aco0y 3maidicHioe MO3 Ha mijcTaBi
3a5BU Ta PE3yJbTaTIB €KCHEPTHU3U PEECTPALMHUX MaTepialiB (peecTpariiHoro
JIOChE) Ha Takui 3aci0, mpoBeneHoi JlepkaBHUM ekcriepTHUM 1eHTpoM MO3 (mani
— lentp), y nopsiaky, Buznauenomy MO?3.

VY pasi, sKio JikapchbKui 3acid 3apeecTpoBaHuil €BPONEHCHKUM areHTCTBOM
3 JIKapchKUX 3aco0iB (mam — €MA), nepkaBHY peecTpallilo OpUTiHAIBHOTO
Jikapcekoro 3aco0y 3aiicHroe MO3 Ha mijcTaBl MOJaHOT 3aIBHUKOM 3asiBU TIPO
Jep)KaBHY  PEECTpAIlil0  JIKApChbKOro 3acoly, peecTpamiiHux  MaTepiaiiB
(peectpaliitHOro J0Ch€), 3BITY 3 OIIHKH peecTpaiiiiHoro gocke €MA 1
BIAMOBIAHOTO  BUCHOBKY  llenTpyni.  LleHTp  mepeBipse  BiANOBIAHICTH
peecTpauiiiHUM MaTepiajlaM TEKCTIB 1HCTPYKIIT ISl MEAUYHOTO 3aCTOCYBaHHS Ta
METO/IIB KOHTPOJIIO SIKOCTI JIKapChKOro 3aco0y, IO MICTATh TEKCT MapKyBaHHS
YIaKOBKH, HAJaHUX 3asBHUKOM Ta 3aCBiJYCHHX B YCTAHOBJICHOMY IOPSAKY, 0e3
IPOBEJICHHSI €KCIEPTU3U LHUX, Ta 3a pe3yibTaTamMu NepeBipku Hajgae a0 MO3
BIJIMOBITHUN BUCHOBOK B MOPSIKY, Bu3HaueHomy MO3.
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Jlep>kaBHY peecTpaliio JIKapchKoro 3aco0y, MPU3HAYEHOI'O0 BUKIIOYHO ISt
JikyBaHHs TyOepkynbo3y, BIJI/CHIJ, BipycHMX renaTuTiB, OHKOJIOT1YHUX Ta
piakicHux (opdaHHMX) 3aXBOPIOBAaHb, SKUW 3apEECTPOBAHUN KOMIIETEHTHUM
opranoM Cnonydenux IlltatiB Amepuku, llIBetinapii, Anonii, ABctpanii, Kanaau
abo €pporneiickkoro Corosy, 3xaificHioe MO3 Ha mijcTaBl 3asBU Ta BHUCHOBKY
[lenTpy, ckiazeHoro 3a pe3yjibTaTaMd [EPEBIPKM MaTepiaiiB, BHU3HAYEHHX
nyHkToM 3 1poro [opsnky. [Topsaok nepeBipky 3a3HayeHUX MaTepialliB BUZHAYAE
MO3.

HepxaBna peectpartiss ADI, 3a 6akaHHSIM 3asBHUKA, MOXKE 3/IIMCHIOBATUCS Y
CKJIaJll TOTOBOTO JIIKAPCHKOTO 3aC00Y.

JlepkaBHY TepepeecTpariito JiKkapchKoro 3aco0y 3xaivicHroe MO3 Ha 1mmijicTaBi
BHUCHOBKIB 1010 MIATBEP/JKEHHS MO3UTUBHOIO CIIBBIAHOLIEHHS OYiKyBaHOI
KOPHCTI 10 MOKJIMBOTO PU3UKY TIPH 3aCTOCYBAaHHI JIIKAPCHKOTO 3aC00Y, CKIaICHIX
[lenTpoM, y nopsaky, BuzHaueHomy MO3.».

3. Y nynkri 3:

1) miznyskr 4' BUKIIaCTH v Takii peakui:

«4") 3acBigueHa B yCTAHOBICHOMY MOPSAKY KOITisi TOKYMEHTA, IO BHAAHHIA
Hepxiikenyx60t0 y BuzHaueHoMy MO3 mopsaky (71 BITYM3HSIHUX BHUPOOHUKIB
— 3aCBIJJYCHA B YCTAHOBJICHOMY TMOPSAKY KOIIisl YMHHOI JIIIIeH31i HA BUPOOHUIITBO
JIKapChKUX 3ac001B) 3a pe3yJibTaTaMu MEePEBIPKH, MepedadeHoi ad3aioM JecaTUM
[bOTO TYHKTY, 1 MIATBEP/KYE BIAMOBIIHICTH YMOB BUPOOHHUIITBA TMOJAHOTO HA
peectpaliiro  (MepeecTpaiiro) JIKapCchbKOro 3aco0y (KpiM JIF0OYUMX PEUYOBHUH
(cyOcraHIiil) YMHHUM B YKpaiHi BAMOTaM HaJIe)KHOI BUPOOHMYOI MPAKTUKH.

Jlins  mikapchkoro 3aco0y, MPU3HAYEGHOTO BHUKIIOYHO JUISl  JIIKYBaHHS
Tyoepkynso3y, BIUJI/CHIJI, BipyCHMX TemaTUTIB, OHKOJOTIYHHX Ta PIIKICHHX
(opdaHHUX) 3axXBOPIOBAaHb, SIKHUWA 3apEECTPOBAHUN KOMIIETEHTHUM OpPraHOM
Cnonyuyenux IllTatiB Amepuku, IlIBeiiuapii, fAnonii, ABctpanii, Kanagu abo
€pporeiicbkoro Coro3y sK JiKapchbKuil 3aci0, HATAETHCS MUCHMOBE 3000B’ I3aHHS
BUPOOHWKA BUPOOJISATH BiAMOBITHUM JTIKApChKUN 3aci0 AJis TOocTayaHHs B YKpaiHy
HAa TUX CaMUX BHPOOHHYUX IMOTY>KHOCTSX, IO 3aCTOCOBYIOTHCS Y BUPOOHHIITBI
JIKapChKUX 3aco0iB, Mpu3HAueHUX Mg BukopuctanHs y Cnonydenux IllTarax
Awmepuku, [Beitnapii, fAnonii, ABctpanii, Kanagm abo nepkaBax - wieHax
E€Bporneiicbkoro Cor3sy.»;

2) HOTOBHHUTH MAMYHKTOM 4° TAKOTO 3MICTY:

«4%) 110 3as1BM TPO JIEPHKABHY PEECTPALIiIO JIIKAPCHKOrO 3ac00y, MPH3HAYEHOTO
BUKIIIOYHO [UIsl JIiKyBaHHA TyoOepkymnbo3sy, BIJI/CHIJl, BipycHHX TemaTuTiB,
OHKOJIOTIYHUX Ta PiAKICHUX (Op(aHHMX) 3aXBOPIOBaHb, KWW 3apEeCTPOBAHUN
KoMrieTeHTHUM opraHoMm Cnonyuenux IlrtariB Amepuku, IlIBeinapii, SAnowii,
Agctpainii, Kanangu abo €sporneiicekoro Coro3y sk JIiKapchKui 3aci0, 101al0ThCs:

MaTepiaiy 1oA0 METO/I1B KOHTPOJIIO SKOCTI JIKAPChKOTro 3aco0y;

3pa3Kl yHaKOBKM JIKapChKOTO 3aco0y 3 MapKyBaHHSM BIANOBIJHO O BUMOI
JI0 MapKyBaHHS JIIKAPCHKUX 3aC001B, 3aTBEP/PKCHUX B YKPAiHI ;[u3]
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THCTPYKIIIS ITPO 3aCTOCYBAHHSI JIIKAPCHKOTO 3ac00y, BUKJIAZ€Ha BIAMOBIIHO /10
BUMOT JI0 1HCTPYKIIIi MPO 3aCTOCYBaHHS JIKaApPChKOr0 3ac00y JIIKAPChKUX 3ac00i1B,
3aTBEpPKEHUX B YKpaiHi;

JOKYMEHT, 110 MiATBEPKYE CILIATy PEECTPAIIHHOTO 300pY.»;

3) B ab3ail BOCBMOMY CJIOBa «KOHTPOJIFO SIKOCTI TiJ] 4Yac IMPOBEICHHS
eKCIIEPTU3H 3a BiJIMOBITHOIO MPOIIETYPOI0» BHKIIOUNTH.

4.V nyHkTi 5:

1) ab3arr mepmvii BUKJIACTH Y TaKiil peJaKiii:

«5. 3a pesynbraramu ekcriepTusu L[eHTp rorye BMOTHBOBaH1 BUCHOBKH IIO/I0
e(peKTUBHOCTI, O€3MeYHOCTI Ta SKOCTI JIKapChKOTro 3aco0y, a0o BHCHOBKH,
CKJIZIEH] 3a pe3yJbTaTaMH IMEpPEBIPKM MaTeplaiiB, JOJAHHUX JIO 3asBU PO
JIep>KaBHY PEECTPAIlI0 OPUTTHATIBLHOIO JIIKAPCHKOTO 3aco0y, 110 3apeecTpOBAHUM
€MA, abo nikapchkoro 3aco0y, MNPU3HAYEHOTO BHUKIKOYHO ISl JIIKyBaHHS
TyOepkynbo3y, BIJI/CHIJI, BipycHMX TremaTuTiB, OHKOJOTIYHHUX Ta PIAKICHUX
(opdaHHUX) 3axXBOPIOBAaHb, SIKUWA 3apEECTPOBAHUN KOMIETEHTHUM OpPraHoOM
Cnonyuenux Illtatie Amepuxu, IlIBetimapii, fAmonii, ABcrpanii, Kanagu abo
€pporeiickkoro Coro3y sk JiKapchbKuil 3aci0, 1 pEKOMEHAYE 31MCHUTU JIepKaBHY
peecTpario Takoro JIiKapchKoro 3aco0y abo BIIMOBUTH B Hiil.»;

2) micns ab3aily APyroro JOTMOBHUTH HOBUM a03a1loM TaKoro 3MICTY:

«PimeHnHs mpo peectpaliito abo BiAMOBY B peecTpallii JIIKapchKoro 3aco0y,
MPU3HAYEHOTO BUKIIOYHO IS JiKyBaHHsS TyOepkynbo3y, BIJI/CHIJ, BipycHmx
renaTuTiB, OHKOJOrli Ta piAKicHUX (opaHHMX) 3aXBOPIOBaHb, SIKUU
3apeecTpOBaHU KoMreTeHTHHUM opraHoM Crnomyyenux IlrariB  Amepukw,
[Beiapii, Anonii, Abcrpami, Kanmamum ab6o €sponelickkoro Corw3y K
Jikapcekuil 3aci0, npuitMaetbcss MO3 y ceMUJEHHUN TEPMIH MICIs OTPUMaHHS
BHUCHOBKIB I110J10 TIEPEBIPKU MaTepiaiB.y.

VY 3B’s3Ky 3 [IuM ab3aly TPeTii Ta YeTBEPTUH BBaXKATHU BIAMOBIAHO ab3amiamMu
YCTBEPTHM Ta I SITHM.

5. Y nyHKTI 6:

1) ab3am qpyruit BUKJIACTH y TaKid penaKilii:

«Peectpariiiine MOCBIMYEHHS 13 3a3HAYCHHAM CTPOKY, MPOTATOM SIKOTO
JI03BOJISIETHCST 3aCTOCYBAaHHA JIIKAPCHKOTO 3aco0y B Ykpaini, Bumaetscss MO3 y
JNECATUACHHUN CTPOK MICNA MPUHHATTA PILIEHHS NPO PEECTPALII0 JIIKAPCHKOIO
3ac00y.»;

2) B ab3al1l UeTBEPTOMY CIIOBO «(MepepeecTpallii)» BUKITIOUUTH.

6. Y myHKTI 8:
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1) ab3arr mocTHif BUKJIACTH Y TaKii peaaKiii:
«3asBHUK HE 3a0€3MeYrB BUKOHAHHS BUMOT, BH3HAYEHUX a03al[0M MEepLIUM
Ta ApyruM myHkKTy 7 uporo llopsnky, y Bu3Hauennii MO3 cTpoOK;

2) ab3a11 BOCbMUI BUKJIACTH y TaKik pelaKirii:

«JIKapChKUi 3aci0 He OYB BBEJEHUN B 00Ir HA TepUTOPIi YKpaiHU MPOTATOM
TPHOX POKIB 3 MOMEHTY HOro Jep)kaBHOI peecTparlii (rmepepeectpariii), SKIIO 11e
HE 3YMOBJICHO cHenudikor BHUPOOHUIITBA Ta/ab0 3acTOCYBaHHS TaKOIO
JKapChKOT0 3ac00y.».

7. IlyHKT 9 BUKIIACTH y TaKii pelaKIlii:

«9. PimleHHda mnpo BIAMOBY B JEpKaBHIM peectpauii (mepepeectparii)
JIKapChbKOro 3aco0y mpuUiMaeThCs y pasi, KOMM TMiJ 4Yac eKCIepTU3U
peecTpaniifHuX MaTepiaxiB HE MIATBEPAWINCS JaHl Moa0 €heKTHBHOCTI, Oe3MeKn
Ta SAKOCTI JIIKapchbKOro 3aco0y, MOpo M0 CBIIYaTh [w4BUCHOBKM LleHTpy,
M1JTOTOBJICH] 3a pe3yJbTaTaMH €KCIIEPTU3U PEECTPAIlIMHUX MaTEPIalliB.

Jlns  ;mikapchkoro 3aco0y, MPU3HAYEHOTO BHUKJIIOYHO JJI  JIIKYBaHHS
TyOepKkynpo3y, BIJI/CHIJI, BipycHMX TrenaTtuTiB, OHKOJOTIYHHUX Ta PIAKICHUX
(opbaHHUX) 3aXBOPIOBAaHb, SIKUWA 3apEECTPOBAHUN KOMIIETEHTHHUM OpPraHOM
Cnonyuenux Illtatie Amepuxu, IlIBetimapii, fAmonii, ABcrpanii, Kanagu abo
€poreiickkoro Coro3y SK JKapcbKui 3acid, miACTaBOWO Ui BIAMOBH B
Jep KaBHIM peecTpariii TaKoTo JIIKapChKOro 3aco0y € MoJIaHHS HETMOBHOTO IMaKeTa
JOKYMEHTIB, 3TiZHO ManyHKTOM 4° myHKTY 3 1poro IIOpsAKy, BUSBICHHS Y
3a3HAYEHUX  JIOKYMEHTax  HEJOCTOBIpHOI YW  HEMOBHOI  iHQopMaIii,
HEBIAMOBIJHICTh HA3BM BUPOOHMKA TAKOTO JIKAPCHKOro 3aco0y, ajapecu HOro
MICIIE3HAXO/PKCHHSI Ta MICIIC3HAXO/DKEHHSI HOTO BUPOOHUYUX TOTYKHOCTEH,
3a3HAYEHUX Yy 3asBl MNP0 JEpPKaBHY PEECTpAlll0 TAaKOro JIKApCHKOTO 3acoly,
iHdopmarlii, Ha MIJCTaBl SKOi 1[ed JIKapchbKUi 3acid  3apeecTpoBaHUI
KoMmrieTeHTHUM opraHoMm Cnonyuenux [lrtariB Amepuku, IlIBeiiuapii, SAnowii,
Agctpaiii, Kanaagu abo €sponeiicekoro Coro3sy.

VY nepkaBHIM peecTpallii JJIKapcbKOTO 3ac00y MOe OyTH BIJIMOBJICHO B pa3si,
KOJIM BHACIIJIOK Takoi peecTpailii Oyjae MOpYIIEHO 3aXUIIeHe MaTeHTOM YWHHE
MailHOBE TMpaBO  IHTEJEKTyaJlbHOI  BJACHOCTI, TMOB's3aHe, 30Kpema, 3
BUPOOHUIITBOM, BUKOPUCTAHHSM, IMPOJIAKEM JIIKAPCHKUX 3aCO0IB.

[Ipo mpuiinarTa 3a3zHadeHoro pimeHHs MO3 moBigomiisie  3asiBHUKA Y
MUCHEMOBIN (POPM1 y I€CATUIEHHUI CTPOK.

Pimenns mpo BiZIMOBY y peectpaitii (mepepeectpaiiii) Moxe OyTH OCKap>KeHe
B YCTAaHOBJICHOMY 3aKOHOM TIOPSIJIKY.)»

8. ITynkT 10 BUKIIaCTH B TaKid pelaKiii:

«10. TTicns 3aKiHYEHHS CTPOKY, MPOTATOM SIKOTO JJO3BOJISIETHCS 3aCTOCYBAHHS
JiKapchKOro 3aco0y B YKpaiHi, HOro mojajbliie 3aCTOCYBaHHS MOKJIMBE 32 YMOBU
nepepeecTpari.

[Ticns mepepeecTpallii CTPOK 3aCTOCYBaHHs B YKpaiHi JIIKAPCHKOTO 3ac00y He
00MEXY€eThCS, KpIM BUIIAJIKIB, BU3HAUYCHUX y MYHKTI 8 11bor0 Tlopsnky.
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MO3 y mMicsYyHU# CTPOK NMpHUIIMAE PILLIEHHS PO MEPEPEECTPALIIO JTIKAPCHKOIO
3aco0y (kpim ADI ta npoaykii «in bulk») abo BigMOBY y Takiil nepepeecTpariii
Ha TIJCTaBl BHUCHOBKIB IIOJ0 MiATBEP/HKEHHS IMO3UTUBHOTO CIIIBBIHOIICHHS
OUIKYBaHOI KOPHCTI /0 MOXJIMBOTO PHU3UKY IpPU 3aCTOCYBaHHI JIIKAPCHKOTO
3aco0y, ckianenux LlenTpoMm, y nopsaxy, Buznauenomy MO3.

MO3 y micsuHul CTPOK MpuKMae pimieHHs npo mnepepeectpariito ADI Tta
npoaykili «in bulk» a6o BigMOBY y Takidi mepepeecTparlii Ha MiJCTaBl MOJAHUX
[leHTpOoM BHCHOBKIB.

[Ticns mepepeecTparlii TOTOBOTO JIIKApPCHKOTO 3aC00y TOIOBKYETHCS CTPOK
peectpamii ADI ado npoxaykiii «in bulky», Mo BXOAsSTh 10 CKIAaay JIKapCHKOTO
3aco0y Ta BIJIOMOCTI IIPO SIKUI 3a3HAYCHI Y PEECTPAIlIiHUX MaTepiaiax Ha TOTOBUN
J1KapChKUil 3aci0.

3asiBa MpO MeEpepeecTpanio JiKapchbkoro 3acoly momaetscsi a0 MO3 He
paHillle HIXK 3a pIK, aje He Mi3HIme HiK 3a 90 KajneHgapHUX AHIB 0 3aKIHYEHHS
CTPOKY Jii peecTpauiiHOro TMOCBiAYEeHHS. Y pa3l MOJaHHs 3asBU TICIs
3a3HAYEHOr0 CTPOKY INepepeecTpallisi 3IIMCHIOEThCS 3a  MNPOLEAYpPOI0 HOBOI
peecTpartii.».




