CTPYKTYPA PEECTPAIIITHOI' O

IOChE

Hopatok 9

1o IlopsgKy ripoBesieHHs eKCIIepTH3U
peecTpaLiiiHUX MaTepiaiB Ha JIiKapChbKi
3acobw, 1110 TIOAAI0TLCS Ha JiepKaBHY
peecTpatlito (TepepeecTpaLliito), @ TaKOX
eKCIIepTU3U MarepiasiB Tpo BHECEHHS 3MiH
Jl0 peecTpaLiiHUX MaTepiasiiB MPOTIroM Aii
peeCTpaLiitHOro MoCBiAueHHs

(y dpopmati 40THPBOX YACTHH)

[ToBHe peecTpallifiHe JOChE CK/IAIAETHCS 3 UOTUPHOX YACTHH:

Yacruna I. PEBIOME JOCBHE

[. A. AgMiHiCTpaTUBHI AaHi.
3MICT peecTpaLiiHOro JOChE.
dopma 3aaBU.

I. B. KopoTka xapakTepucTHKa JIiKapChbKOro 3aco0y, iHCTPYKIjisi A7 MeJUYHOTO 3aCTOCYBAaHHS
niKapchKoro 3acoby:
B. 1. Komisi KOpPOTKOi XapaKTepHUCTHWK{ JiKapCbKOTO 3aco0y/iHCTPYKUii A/t MeJUuHOTOo
3aCTOCYBaHHSI, 3aTBEP/PKEHOI BiZIIOBiJHO 10 HOPMAaTUBHUX BUMOT KpaiHY 3asiBHUKA/BUPOOHMKa abo
IHIIIWUX KpaiH, PperyysaTOpHI OpraHu $KWUX 3aCTOCOBYIOTb BMCOKI CTaHZApPTH [0 $KOCTI, IO
BiIMOBIZjat0Th CTaHJapTaM, pekomeHgoBaHuM BOO3.
[. B. 2. [Ipomno3ulii A0 MapkKyBaHHsS Ha YIMakoBLi (TepPBUHHIM Ta BTOPWHHIM (3a HasBHOCTI)),
IHCTpYKLii [/11 MeAUYHOTO 3aCTOCYBaHHS JIiKapchbKoro 3aco0y (Ha rarepoBOMy Ta e/IeKTPOHHOMY
HOCisiX).

L.

I. B. 3. KopoTka xapakTepucTHKa JIikapChbKOro 3acoby.

I. C. 3BiTH He3aIe)XKHUX eKCIIepTiB:

I. C.
I. C.
I. C.

1. 3BiT ekcriepra 1100 XiMiuHOI, (papMarieBTUUHOI Ta 6i00TiYHOT JOKyMeHTallil.

3BiT ekcriepTa 11040 (hapMaKo-TOKCUKOJ/IOTiUHOI JOKyMeHTalLjil.

2.
3. 3BIT ekcrepTa W00 K/IiHIYHOI JOKYMeHTaLlil.

Yacruna II. XIMIYHA, ®PAPMALIEBTUHA TA BIOJIOTTYHA
TOKYMEHTAIIIS

3MicT.

II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.
II.

OO0 wWmIIT > =

. Cknag:

. 1. Cknag nikapceKoro 3aco0y.

. 2. YnakoBKa (KOpPOTKHI OITUC).

. 3. Cknag 151 KMiHIYHUX BUMPOOYBaHb.
. 4. ®apmarieBTHYHA po3poOKa.

. Metoz BUTOTOB/IEHHS (BiZIOMOCTI PO TEXHOJIOTiF0 BUPOOHUIITBA):
. 1. Bupobnuua dopmyia.

. 2. BupobHuunii mporjec.

. 3. Banizauis nporecy.

. MeToau KOHTPOUIIO BUXIJHUX MaTepiajiB™*:

. 1. [liroua peuoBuHa*:

. 1.1. Cnetudikariii Ta ctaHgapTHI METOUKI*.

. 1.2. HaykoBi faHi*:

. 1.2.1. Homenknarypa*.

. 1.2.2. Onuc*.

. 1.2.3. BupoOHUIITBO*.

. 1.2.4. KoHTpoJIb SIKOCTi B TIpOIieci BUPOOHUIITBA.
. 1.2.5. Ximiyna po3po0xa.

. 1.2.6. Jomitku*.

. 1.2.7. Anani3 cepii*.
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* MinimaneHuii 06car BigoMocTel, ki HeoGxigHo Hagasaty y poszini IL. C. 1.

II.
II.
II.
II.
II.
II.
II.
II.
II.
II.

C. 2. [1oriOMDKHI pe4OBHHU (eKCLMITIEHTH):

C. 2.1. Cnetmdikatiii Ta BCTaHOB/IEHI METO/[ KOHTPOJIO SIKOCTi.

C. 2.2. HaykoBi jaHi.

C. 3. TlakyBanbHUl MaTepian (BHYTPillIHs/30BHIIIIHS YTIaKOBKaA):

C. 3.1. Cnetudikariii Ta BCTAHOB/IEHI MeTOIU KOHTPOJIIO SIKOCTi.

C. 3.2. HaykoBi faHi.

D. MeToau KOHTPOJIIO SIKOCTi TPOMI>KHHX MPOAYKTIB (3a He0OXiHOCTI).

E. MeTo/iy KOHTPOJTIO SIKOCTi TOTOBOT'O JTiKapChbKOTo 3acoby:

E. 1. Cnenudixkariii Ta BCTAaHOB/IEHI MeTOAU KOHTPOJTIO SIKOCTi:

E. 1.1. Cnemmdikarnii mpoAyKTy Ta MeTOAU KOHTPOJIFO SIKOCTi B TpoIieci BHUPOOHMIITBA,

crietrgivHi CTaHApTH.

II.
II.
II.
II.
II.
II.
II.
II.
II.
II.

. 1.2. MeToau KOHTPOJTIO SIKOCTI:

. 1.2.1. Metoau ans ineHtudikailii Ta KiIbKiCHOrO BU3HaueHHs /1iF0u0i pe4yoBUHH(H).
. 1.2.2. InenTudikaljis Ta BU3HaUeHHs eKcLumieHTa(iB).

. 2. HaykoBi faHi:

. 2.1. Banijaijisi aHa/lliTHYHUX METO/[iB Ta KOMeHTapi, craHZapTy (poboui cTaHAapTH).
. 2.2. AHani3 cepil.

. CrabinbHicTh:

. 1. MeToivky BU3HaUeHHS CTabi/IbHOCTI /it0uoi peuoBUHH(H).

. 2. MeToivKu BU3HaueHHs CTabiIbHOCTi TOTOBOTO JIIKAPCHKOTO 3aco0y.

G. biogocTynHicTh/6i0€KBiBa/IEHTHICTb.

e Be> s MesMesMesMesMesMes!

[HaiiTe rocuiaHHs Ha BifmoBigHi po3ainu yactunu IV, SKiio 1ie HeoOXigHO.

II.

H. [ani mozo BiporigHoi HeOe3mekH /111 HABKOJIMIITHBOTO CEePeIOBUITIA JIIKAPCHKHUX 3ac00iB, sIKi

MiCTATb reHeTUYHO Mou(ikoBaHi MikpoopraHi3zmu (I'MO).

II.

Q. Inwa indopmaris.

Yacruna I1I. PAPMAKOJIOTTUHA TA TOKCUKOJIOTTYHA
TJOKYMEHTAIIIS

3MicT.

I1I
I1I
I1I
I1I

. A. TOKCHMYHICTb IPU OJHOKPAaTHOMY BBe/IeHHi Ta BBeJ€HHI TOBTOPHUX [103:

. A. 1. JocniiykeHHs: TOKCUYHOCTI IIPU OJHOKPAaTHOMY BBeZIeHHi.

. A. 2. JocnimKeHHsI TOKCUYHOCTI TIPY TIOBTOPHUX BBEJEHHSX.

. B. PenpogykTtuBHa ¢yHKUisA ((pepTUIBHICTb Ta 3arajbHa XapaKTePUCTHKA PernpoAyKTHUBHOI

(byHKLIT).

I1I
I1I
I1I
I1I
I1I
I1I
I1I
I1I
I1I
I1I
I1I
I1I
I1I
I1I

. C. [laHi 1110710 eMOpPiOTOKCMUHOCTi Ta TepaTOr€HHOCTi.

. D. MyTareHHMi1 noTeHLiaJl.

. E. KanuieporeHnuii noreHujiasnt.

. F. ®apmakogrHamika:

. F.1. ®apmakoauHamiyHi eeKTH BiIHOCHO NMPOMOHOBAHUX MOKa3aHb.
. F.2. 3aranpHa dhapmakoguHaMika.

. F.3. JIikapceKi B3aeMofjl.

. G. dapmakoKiHeTHKa:

. G.1. ®apmakoKiHeTHKa TPy BBeieHHI OJHOKPaTHOI 103M.
. G.2. ®apMakKkoKiHeTHKA MPU NTOBTOPHUX BBEEHHSIX.

. G.3. Po3moziis1 B IHTAKTHUX Ta BariTHUX TBapuHax.

. G.4. BioTpaHcdopmatiisi.

. H. MiclieBa nepeHOCHICTb.

. Q. Inma indopmaliis (AaHi 11100 anepreHHOCTi TOILIO).
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III. R. Excrieptrza BipOriJHOrO pU3MKY /[JI1 HaBKOJIMIIHBOIO Cepe/iOBMINA/€eKOTOKCUYHICTh (He
obymossieHa I'MO).

Yacruna IV. KIITHIYHA JOKYMEHTAIIIA

3micT.

IV. A. Kniniuna ¢apmakosioris:

IV. A.1. ®apmMakogrHamiKa.

IV. A.2. ®apmakokiHeTHKa.

IV. B. Kniniunwmii gocBiz;

IV. B.1. Kniniuni BUnmpoOyBaHHsI.

IV. B.2. [licnsipeecTpaliiiiHuii AOCBiz,.

IV. B.3. Ony6Js1ikoBaHi Ta Heomy0J/TiKOBaHi JjaHi 070 K/TiHIYHOTO J0CBimy.
IV. C. HapaHHs pe3y/ibTaTiB.

IV. D. Kniniuna ¢apmakosiorisi.

IV. E. BiogocTynHicTh/6i0€KBiBaIeHTHICTh.

IV. F. KniniuHa edekTHBHICTh Ta 6e3rmeka.

IV. G. Marepianu peecTpaLjiiiiHOTO ZI0ChE, SIKi CYyTIPOBO/PKYIOTh 3asBY Y BUHSTKOBUX BUIAJKax.
IV. H. [TicnsipeecTpaliiiiHuii AOCBizA,.

IV. Q. [Hma indbopmatiis.

SIKI110 OKpeMi YacTMHM JOKyMeHTallii He BK/IFOUeHi /10 MaTepiasiB peecTpaLiiiHOro Joche, TO Cif y
BiZIMOBiIHOMY MICLIi 3a3HAUWUTH MPUUKHY I1iJ BIATIOBIIHUM 3ar0JI0BKOM.

Oy nikapcbkux 3aco0iB TBapuMHHOTO moxomkeHHss y po3gini I1.C.1 mae OyTH HafaHa Taka
JloJlaTKoBa iHdopMariisi:

[laHi 111040 BULY, BIKY, palliOHy TBapuH, BiJl AKUX OTPUMAHO CUPOBUHY;

JaHi TIpo XapakTtep (KaTeropird) TKaHWHU, 3 SKOi OJep)KYETbCS CUPOBHMHA /i1 BUPOOHMIITBA
JiKapCchKOTo 3aco0y, 3 TOUKU 30py ii Hebe3rneKu I10/10 BMiCTy TPioHiB;

TEXHOJIOTiYHa cXeMa 00pOOKM CMPOBMHH i3 3a3HAaUeHHSIM €KCTPareHTiB, TEMIIEPAaTYPHOTO PEXUMY
TOLLIO;

MeTOY KOHTPOJ/IF0 BUXIJHOI CHUPOBHHHU, YK/IHOUAOUW METOAU BUSIBJIEHHS TPIOHIB Yy KiHLIEBOMY
TIPOAYKTi (3a ToTpedwn).
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