Jomarok 29

1o TTopsaKy IpOBEACHHS eKCIIEPTU3H
peecTpariiiHux MaTepialiB Ha TiKapchKi
3aco0H, IO MOAIOTHCS Ha ICPXKABHY
peecrpanito (mepepeecTpaltiio), a TakoXx
EKCIIEPTU3U MaTeplaiiB IIPO BHECCHHS
3MiH JI0 peeCTparliiHiuX MaTepiaiiB
MPOTArOM JIii peecTpaniifHoro
IIOCBiTUEHHS

(rysxT 4 po3airy IV)

3BIT
Npo XOKJIiHIYHI JOCTIAKEHHS

EBPO®JIOKC

1. Ha3pa JikapchKoro 3aco0y (3a HasBHOCTI
- HOMEP peeCTPAaIliifHOro HOCBITUEHHS):

1) Tum nikapceKoro 3acoly, 3a KM IT'EHEPHYHHIT JIKAPCHKHAM 3ACIB
mpoBoAmiIacs abo IIAHYETHCS PEECTpaIlist

2) mpoBeNieHi AOCTiKEHHS TaK X Hi SKINO Hi, OOIPYHTYBaTH

Biacui MoK HITH1 MOCIIIKEHHSI HE
NPOBOAWINCH, BpPaxOBYIOWHM  3asBICHUH  THII
JiKapchKOro 3acoly, a camMe: TeHepU4HHI]
nikapchkuii 3aci6. BimnosigHo mo {A63ay Oes'smuil
nionynxkmy 2 nionynkmy 1.3 nynxkmy 1 posoiny 111 e
peoaxyii Haxasy Minicmepcmea 0XOpOHU
300poe’a Ne 1528 sio 27.06.2019)}:

«OJIAl 2EHEPUKIE He HAOAIOMbCSL Pe3yIbMamu G/lACHUX
MOKCUKONO2IYHUX ma ghapmaronoziynux
eunpobysanb ~ abo  KMIHIYHUX — OOCNIOJHCEHD.
Pesynomamu  Oocniooicenv  bioexegisanenmuocmi
2enepuxie/2ibpudie exnouaromocs y po3oin 5.2.1
MO0YnA S».
Bionogiono 0o eumoz Hacmanosu CT-H MO3Y 42-
7.2:2018: «JlocmimxeHHss Oi0€KBIBAJIEHTHOCTI, SIK|
MPaBUJIO, HE € HEOOXITHUMH, SKINO JOCHIKYBaHUH
JIKapchKkMit  3aci®  BBOOUTBECS  SIK  BOXHHIH
BHYTPIIIHFOBEHHHM PO3YHH, INO MICTHTH TaKy XK
aKTHBHY PEYOBHHY, IO i 3aTBepIKCHHN Ha NaHWii
yac  JiKapcekmit  3aci6by. YV 3B’SM3Ky 3
BHUINC3a3HAYCHUM, Y BIAMIOBITHMX  PoO3JiNax|
PEECTpaIlifHOTO JOChE€ HAMAIOTHCA IOCHWIAHHS HA
— pedepenTauit Tikapcekuii 3aci6 Tasamik®, posumml
ans ingysiin, 500 mr/100 mi, «ABentic ®apmay,
O®pannig, a TakoX  INpPEACTaBIeHO  JaHi
(apManleBTHIHOI  €KBIBAJIEHTHOCTI  3asBIIEHOTO
JKapchKOro 3aco0y Ta pedepeHTHOro NiKapchKOTO
3aco0y.




2. ®apMaKoJIoris:

BiacHi JOKJIiHIYHI JTOCTKEHHS HE IIPOBOIHIIUCE

1) nepBuHHa hapMaKoquHAMIKa

BracHi TOKTIHIYHI JOCTIIKEHHS HE IPOBOIIINCH

2) BTOpUHHA apMaKoIUHAMIKA

BracHi TOKIIHIYHI JOCTKEHHS He IPOBOIIINACH

3) dapmaxooris 6e3nexu

BiacHi TOKJIIHIYHI JOCTIIKEHHS HE TPOBOIUIIUCE

4) papMakoxuHAMIUHI B3aEMOIL

BracHi TOKITIHIYHI ZOCTIIKEHHS HE POBOFUINCH

3. ®apMaKOKiHETHKA:

1) aHATITHIHI METOIUKY Ta 3BiTH INOJO iX
BaimaIi

\BiiacHi JOKJIIHIYHI JOCTIIXESHHS HE TPOBOIMIINCE

2) BCMOKTyBaHHS

BiacHi JOKIIHIYHI JOCTIIKEHHA HE IPOBOIHCH

3) posmoxin

BiacHi JOKIHHIYHI JOCTIHKCHHS HE IIPOBOIIIIACH

4) MmeTabomi3M

BiacHi JOKIIHIYHI TOCTI/DKEHHS HE IPOBOVIINACEH

5) BUBEACHHSA

BracHi TOKTiHIYHI JOCTIIHKEHHS He IPOBOIMIIACH

6) papmakokiHeTHIHI B3aeMOil
(moKITiHIYH1)

BiacHi JOKJIiHIYHI JOCTIKEHHS HE IPOBOAWINCH

7) inmmi papMaKOKiHETHIHI JOCIiPKeHHS

BracHi JOKTiHIYHI JOCTIJKSHHS HE POBOMIHCH

4. TOKCHKOIIOTIA:

1) TOKCHYHICTD y pa3i OJHOPa30BOTO
BBEACHHS

BiacHi JOKIIHIYHI JOCIH/KEHHS HE IPOBOJIILINCEH

2) TOKCHIHICTH ¥ pa3i IOBTOPHUX BBEJICHb

BracHi JOKTiHIYHI JOCTIKEHHS HE MPOBOMIIHACH

3) reHOTOKCHYHICTB:
in vitro

Birachi JOKIiHIYHI TOCIIDKECHHS HE MPOBOIIINCH

in vivo (BKJIIOYAIOYH TONATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

BracHi JOKTiHIYHI JOCIIPKSHHS HE MMPOBOIIIICH

4) KaHTIEPOT€HHICTB:

BnacHi JOKTHIYHI JOCIHIDKSHHS HE IPOBOIMIUCE

TOBrOCTPOKOBI JOCHIKEHHS

Bnacui TOKIHITHI JTOCTIIKEHAS HE MMPOBOIMIACH

KOPOTKOCTPOKOBI JIOCII/IKEHHS
200 JOCIiHKEHHS CepeTHBOI TPUBATIOCTI

Brachi JOKTIHIYHI JOCIIKEHHS HE IPOBOIMIINCH




. . BiiacHi JOKIIHIYHI JOCTIHKEHHS HE MPOBOIMIIUACE
TOZATKOBI JOCIIIPKeHHS

. BracHi TOKIIHIYHI JOCTI/KEHHS HE NPOBOIHIINCH
5) penpoyKTHBHA TOKCHYHICTH Ta

TOKCHJHHHN BIUIMB HA PO3BHUTOK HOTOMCTBA:

. . . BiacHi JOKIIHIYHI JOCHTIPKEHHS HE IIPOBOUAIIUCH
BIUTMB Ha (epTHILHICTH 1 paHHIN

eMOpiOHATBHIH PO3BUTOK

) ) BiiacHl TOKIIHIUHI JOCII/PKEHHS He IIPOBOTHIIACE
eMOPIOTOKCHYHICTD 2 AOCIA ROEOIH

. ; BracHi TOKTHIYHI TOCTIPKSHHS HEe IPOBOIIIIUACH
NpeHaTaJbHa 1 IOCTHATANbHA TOKCHIHICTh

: BiiacHi TOKIIHIYHI TOCTKEHHSI He IIPOBOIMIIACE
NOCITIIXXEHHS, IPH SKHUX IIperapaT 2 A e

VBOJUTHCS IIOTOMCTBY (HECTATEBO3PLINM
TBApUHAM) Ta/a00 OIiHIOETHCS BilTaJICHA
mist

) . Biacui DoKmHIYHI JOCTIDKEHHAS HE IIPOBOIIIIACH
6) MicCIleBa IEPEHOCUMICTh a2 A P

. ; . |BnacHi goxmiHIYHI JOCHiHKEHHI He IPOBOIHIHCH
7) momaTKOBI JOCI KEHHS TOKCHIHOCTI: a A P

] . BracHi OXTiHIYHI JOCTiHKEHHS HE IIPOBOIILIACE
AHTHICHHICTD (YTBOPEHHS aHTHTLI) A A P

| ] BiacHi TOKIIHIYHI JOCTIIDKEHHS HE IIPOBOMIINCH
iIMyHOTOKCHYHICTH a & P

) = BracHi JOKIIHIYHI JOCILDKEHHS HE IIPOBOIUIHCH
NOCITiIKEHHST MeXaHi3MiB Iil a A 2l

. . BiracHi JOKIIHITHI JOCIIIHKEHHA HE TIPOBOIMIINACH
TlikapchKa 3aJIeXKHICTD A AOCIILAL P

. . . BiacHi DoxIiHIYHI TOCIHIKEHHS HE IIPOBOMIINACE
TOKCUYHICTH META0OIIITIB A A p

) ) BiacHi JOKIIIHIYAI JOCTIIHKEHHS HE IIPOBOIHIINCH
TOKCHYHICTE JOMIIIOK 2 AOCIIZL P

BracHi TOKIIHIYHI TOCTIKSHHS HEe IPOBOANIIACH

iHIIe
5. BECHOBKH m0JI0 JOKJIIHITHOTO BnacHi JOKTiHIYHI JOCIDKEHHS He IIPOBOIMINCE, 3
BHBUYCHHS OTJISIILY Ha 3asABJICHHUH THII JiKapCchKoro 3aco0y
(o6rpyHTyBaHHS HAAAHO BHUILIE).
3asBHUK (BJIaCHHK /| =
peecrparniifaoro ’ :
HOCBiTYECHHS) (__/ (nimmuc)
[Tipcexka OAT
(II. 1. B.)

{ITopsoox Oonosnerno Hoeum [ooamxom 29 3ziono 3 Haxasom Minicmepcmea oxoponu
300poeg'a Ne 1528 gio 27.06.2019}




Honatok 30

10 ITopsaKy MpOBEACHHS €KCIEPTU3H
peecTpaIiifHuX MaTepialiB Ha JTiKapchKi
3aco0u, IO NOAAIOTECS Ha AEPXKABHY
peecTparito (IepepeecTpailliio), a TaKoX
eKCIIEpTH3H MaTepialliB PO BHECCHHS
3MiH JI0 PeECTpaIliiHAX MaTepialiB
MPOTATrOM Jii peecTpamiifHoro
NOCBiUeHHS

(uyHKT 4 poznirty IV)

3BIT

Ipo KJIiHIMHEe BHIPOOYBaHHHA

1. Haspa mikapcekoro 3aco0y (3a HassBHOCTI
- HOMEP PEECTPAIifHOTO IIOCB1TIEHH)

€EBPODJIOKC

2. 3agBHUK

TOB «Konapk InTeamen»

3. Bupobuuk

TogipHe mignpuemcTBo «PapMaTpelmn

4. IIpoBesieH] TOCTiIKEeHHS:

TaK XHI  SKOO Hi, O0IpyHTyBaTH

Bnachi KJIHIYHI JTOCTiKEHHS HE
MPOBOJIMIIMCH, BPAaxXOBYIOUM  3asBIICHHHA  THI
Jikapcekoro 3acoby, a came: TeHEpHYHHIA
mikapceKuit 3aci6. Bignosinuo mo {A63ay Oes'amuil
nionyuxkmy 2 nionyuxkmy 1.3 nynkmy 1 po3oiny 111 ¢
peoaxyii Haxa3zy Minicmepcmea OXOPOH1|
300pog'a Ne 1528 io 27.06.2019):

«ONs  2eHepuKkie He HAOAIOMbCA  pe3yibmamu
GNACHUX MOKCUKONO2IYHUX MA (PAPMAKONOZIYHUX
eunpobysans  abo  KNHIYHUX ~ OOCTIOJHCEHDb.
Pesynomamu  0ocnidoicenv  6ioexeieanenmmuocmil
2enepuxie/zibpudie exmouaiomecs y po3oin 3.2.1
MOOYASL 5.

Bionosiono oo éumoz Hacmanosu CT-H MO3Y 42-
7.2:2018: «JlocmimkenHs O0i0eKBIBAJIEHTHOCTI, K
MPaBHJIO, HE € HEOOX1THAMH, SKINO JOCIIKYBaHUH
jmikapcekuit  3aci0  BBOAMTBCS K BOJHHIL
BHYTpIIIHFOBEHHM PO3YMH, INO MICTHTH TaKy X
aKTHBHY PEYOBHHY, IO 1 3aTBEp/DKCHUH Ha JTaHH
yac  JHKapchkui  3acib». Y 3B’a3Ky 3
BHINC3a3HAYCHNM, ¥ BIIIOBIHUX  pO3/iiax
peecTpaliifHoro Jocke HANAIOTECA NOCHIAHHS Ha
pedepenTHuil nMikapcekuii 3acib Tapanix®, pO34HH
s iadysii, 500 Mr/100 M, «AseHTic @apmay,
Opamniris, a  TaKkoX  TNPeACTaBICHO namHi
(dapMaleBTHYHOI  EKBIBAJICHTHOCTI  3asBJIEHOTO
JIKapCHKOTO 3ac00y Ta pedepeHTHOrO NiKaAPCHKOTo
3aco0y.




1) Tum JTiKapchKOro 3aco0y, 3a AKUM
poBoaMIIAcs abo IIIaHY€ETHCS PeECTPaiis

F’EHEPAYHHAN JIKAPCHKUM 3ACIG

5. IloBHa Ha3Ba KIIHIYHOTO BUIIPOOYBaHHS,
KOJOBaHHM HOMED KIIHIYHOTO
BUIIPOOYBaHHA

Brracui KIiHIYHI JOCTIIKEHHS HE TIPOBOIUIUCH

6. ®a3a KIiHIYHOr0 BUIPOOYyBaHHA

BiacHi KITiHITHI JOCITIKSHHS HE IPOBOIUINCH

7. Ilepion mpoBeaeHHs KIIiHITHOTO
BUIIPOOYBaHHS
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BracHi KITIHIYHI JOCIIKSHHS HE IPOBOMIIUCH

8. Kpaitu, ne mpoBoARIIOCS KIIiHIYHE
BUOPpOOYBaHHA

BiacHi KIHIYHI JOCTIIKCHHS He IPOBOJIIIIACH

9. KiNBKICTh OCHTIKYBAHIX

3aIUIaHOBaHA:
(paxTHYHA:

BiracHi KIIiHIYHI JOCIIJDKEHHS He IPOBOMIINCH

10. MeTa Ta BTOpHHHI ITLJIi KIIIHIYHOTO
BAIIPOOYBAHHS

BracHi KITiHIYHI JOCIIIKEHHS HE IPOBOLIUCH

11. Jluzaita KIiHiYHOTO BUPOOYBaHHS

BiacHi KITiHiYHI JOCHIKSHHS HE IPOBOLINCH

12. OcHOBHI KpHTEPii BKIIFOYCHHS

BracHi KIIiHIYHI JOCTIJKEHHS HEe IPOBOMIINCEH

13. HocnimkyBanuii Tikapchkmii 3acio,
CIoCi0 3acTOCYBaHHS, CHIIA il

BriacHi KIHIYHI JOCITIHKEHHS HE IIPOBOIIINCE

14. TIpenapart HopiBHAHHS, 1033, CIIOCIO
3aCTOCYBaHHS, CHIIA JIii

BiracHi KIHIYHI JOCTIIKEHHSI HE POBOAMIACE

15. CymytHs Teparis

BiracHi K1iHIYHI JOCTiIPKEHHA HE POBOIUINCH

16. Kpurepii oninku epeKTUBHOCTI

BracHi KIiHIYHI JOCIIJKCHHS HE MIPOBOIIUCH

17. Kpurepii oninku 6e31meKu

BracHi KIiHIYHI JOCTIKSHHS HE TPOBOIUINCH

18. CrarucTruni MeToId

BiiacHi KJIiHiYHI JTOCTIJDKEHHS He MIPOBOAIACH

19. lemorpadivai NOKa3HUKH
MOCIiKYBaHOT HOmy il (CTaTh, BiK, paca,
TOIIIO)

BriacHi KJIHIYHI JOCTIKEHHS HE TPOBOIUIACEH

20. PesynbTaT eeKTHBHOCTI

BracHi KIiHIYHI JOCIiIKEHHS HE TPOBOIMINCH

21. Pe3ynsTaTn Ge3mexku

BracHi KIiHIYHI JOCTiPKEHHS HE IIPOBO/IIHACH




22. BUCHOBOK (3aKJIFOYEHHS) BiacHi KITiHIYHI JOCTI/DKEHHS He IPOBO/IMITNCE, 3
OTJISIAY HA 3asBICHMIH THII JIKAPCHKOro 3aco0y

(0OTpyHTYBaHHS HA/IAaHO By@jf
-2

3aseHUK (BTaCHUK 5 L
peecTpanifHOTO ITOCBITIEHHS) 7
; /X /1 (migrmc)
ITipceka O.A.
(T 1.B.)

{Ilopsoox Oonosneno nosum [looamxom 30 seiono 3 Haxazom Minicmepcmea oxoponu
300pos's Ne 1528 6i0 27.06.2019}




