Jonarok 29

1o Iopsinky mpoBeieHHS eKCIIEPTU3H
peecTpauifiHux MaTepianiB Ha JIIKapchKi
3aco0m, IO MMOAIOTHCS HA IEPKaBHY
peecTpariito (epepeecTpartiio), a TaKoxX
eKCIIePTU3H MaTepialiB IIpO BHECEHHS
3MiH JI0 peECTpaIliiHIX MaTepialiB
MIPOTSATOM JIil peecTpalifHoro
HOCBITYEHHS

(myskT 4 posainy 1V)

3BIT
PO JOKJIIHIYHI OCTIKESHHA

UIE@EK-ABAHT

1. Ha3Ba nikapcbkoro 3aco0y (3a HasiBHOCTI
- HOMEP peecTpaIiiiiHoro moCBiT4eHHs):

1) Tan JiKapchKoro 3acofy, 3a SKuM TEHEPWYHWA JIIKAPCHKHHA 3ACIB
mpoBOAMIIAcS ab0 IUTAHYETHCS PEECTparlis

2) mpoBeaeHi JOCIiKSHHS TaK X Hi SKIIO Hi, OOIPYHTYBaT!

Bnacui JOKTIHIYH1 JIOCIIIKEHHS He
MPOBOJINCH,  BPAXOBYIOYM  3asBICHUE  THII
JikapchKoro 3aco0y, a came: TeHepHYHHH
JiKapceKmii 3aci6. BiamosigHo mo {A63ay Oee'smuil
nionyuxmy 2 nionynkmy 1.3 nynuxkmy 1 posoiny 111 g
pedaxyii Haxa3zy Minicmepcmea OXOPOHU
300poe’sa Ne 1528 id 27.06.2019}:

«OJIsL 2eHEPUKIB HE HAOAIOMbCA PE3YIbmamy 61ACHUX|
MOKCUKONO2IYHUX ma dapmaronoziunuxi
sunpobyeanb ~ abo  KHIHIYHUX  OOCRIONCeHb.
Pesynomamu  Oocniodcenv  GioexeieaneHmHocmi
2eHepukie/2ibpudie exmouaromecs 'y posoin 5.2.1
MOOynA 5».

Bionogiono oo eumoz Hacmanoseu CT-H MO3Y 42-
7.2:2018: «JlochmimxeHHsS Oi0€KBIBAJIEHTHOCTI, SIK|
MIPaBWJIO, HE € HEOOXITHAUMH, SKINO JIOCIIKYBaHHH
JiKapchKuif ~ 3aci0  BBOOWTHCA  SK  BOIHHI
BHYTPIITHGOBCHHAM DPO3YMH, IO MICTHTH TaKy XX
aKTMBHY PEYOBHHY, INO 1 3aTBepIKCHHWN HA JAaHMIi
yac  JHKapchkmii  3acio». Y 3B’SM3Ky 3
BHINE3a3HAYEHHUM, V BIINOBINHMX  po3iiax
peecTpanifHoro JIOCKE HAMAIOTHCS IIOCHJIAHHS HA|
“pedeperTHHI NiKapchKuil 3aci6 Tapagik", po3uHH
s iHdysii, 500 mr/100 miu, «Apentic ®apmay,
@panmis, a  TakoX  TpEACTaBIeHO  JIaHi
(bapManieBTUYHOI  €KBIBJIEHTHOCTI  3asMBJICHOTIO
TKapchKOro 3aco0y Ta pedepeHTHOro TKApChHKOIro
3aco0y.




2. ®apMaxonoris:

BriacHi JOKITiHIYHI JOCTIHKCHHS HE IPOBOJMINCE

1) neppuHHa papmMakoauHAMIKA

BiacHi JOKIIHIYHI JOCTIIKEHHS HE TPOBOIUIUCH

2) BropuHHA papMaKkoIUHAMIKA

BriacHi TOKTiHIYHI JOCTKEHHS HE TIPOBOMIIACEH

3) dapmakororist 6e3mexu

BiacHi JOKIIHIYHI JOCTIKEHHS HE IIPOBOIUIHCH

4) bapmakoauHaMidH1 B3a€EMOJIIT

BiacHi JOKIIHIYHI JOCTIIXeHHS He TPOBOIMIUCE

3. dapMaKOKIHETHKA:

1) aHaNiTAYHI METOJMKY Ta 3BiTH MO0 1X
BauTi marii

BiiacHi JOKTIHIYHI JOCTIIKEHHS He IPOBOIMIIICH

2) BCMOKTYBaHHS

BracHi JOKTIHIYHI JOCTIIXEeHHA He IPOBOIUINCH

3) posmojin

Biacwi JOKTiHIYHI AOCIIIKEHHS HE TIPOBOIMIIICH

4) MmeTaboIizM

BnacHi TOKIiHIYHI JOCIIKSHHS HE IPOBOIMIINCH

5) BUBEICHHS

BracHi JOKJIIHIYHI JOCIIPKEHHS HE IIPOBOJHIIUCE

6) bapMaKkOKiHETHIHI B3a€MOJAIL
(moxJIiHi9Hi)

BracHi JOKITiHIYHI XOCTIKESHHS HE IPOBOMINCH

7) iHnn GapMakOKIHETHIHI TOCIiIKEHHS

BnacHi TOKITiHIYHI JOCIDKCHHS HE IPOBOMIIACH

4. TOKCHKOJIOTIS:

1) TOKCHYHICTE Yy pa3i OJJHOPa30BOTO
BBEJICHHS

BiacHi TOKTiHIYHI JOCIIPKEHHS HE IIPOBOIIIACH

2) TOKCHYHICTP Y pa3i HOBTOPHUX BBEJICHb

BracHi TOKJIiHIYHI AOCITIKEHHS HE IPOBOMIIUCE

3) reHOTOKCHYHICTD;
in vitro

BriacHi JOKJIHIYHI TOCTIIKEHHS HE MPOBOIMINCH

in vivo (BKIIIOYaIO4YH TOAATKOBY OIIIHKY 3
TOKCHKOKIHETHKH)

BiacHi JOKJIiHIYHI JOCTiIXEHHS HE IIPOBOIUIIUCE

4). KaHIEepOT€HHICTh:

BiacHi JOKJIiHIYHI JOCHiIHKEHHS He IIPOBOIIWINCE .

TOBrOCTPOKOBI JIOCTIKCHHS

Biacui TOKITiHIYHI JOCTIIKEHHS He IIPOBOIMIHCE

KOPOTKOCTPOKOBI JIOCITi/[KCHHS
a00 TOCIIHKEHHS CepeTHbO1 TPHBATIOCTI

BriacHi HOKTIHIYHI JOCTIKEHHS He IPOBOIHIHNCH




] . Biacui JOKIIIHIYHI JOCTIPKEHHS He IPOBOIMUIINCH
MoAaTKOBI MOCTIKEHHS

) BiiacHi JOKIIIHIYHI JOCTIIKEHHS He IPOBOIMIIUACH
5) penpoayKTHBHA TOKCHYHICTE Ta

TOKCHYHHI BIUTUB Ha PO3BHTOK ITOTOMCTBA:

. ] . BracHi JOKJIIHIYHI JOCIIIKEHHS HE MPOBOIAINCH
BILIMB Ha (PepTUIFHICTE 1 paHHil

eMOpiloHANBHUN PO3BUTOK

. . BiacHl DOXIiHIYHI JOCIIHKEHHES HE IIPOBOIHINCH
eMOPIOTOKCHIHICTh A A a POBO/H

] . BiacHi JOKIiHIYHI JOCITIIKEHHSA HE IIPOBOIUIIUACEH
IpeHaTalbHa | HOCTHATAIEHA TOKCHYHICTD

) IBracHi JOKJIIHIYHI JIOCTIKEHHAS HE IIPOBOIINCH
TOCIIIKCHHS, MTPU AKUX Ipenapar

YBOAHUTHCS MOTOMCTBY (HECTATEBO3PLIAM
TBapvHaM) Ta/abo0 OIIHIOEThCA BiaJICHA
Tist

) . BiacHi HOKTiHIYHI TOCHiIKEHHS He IIPOBOIAIUCE
6) MicITeBa IEPEHOCHMICTh A Aocmn POBOMM

] ] .  |Bnachi qoxiiHiuHi JOCHpKeHHS HE IIPOBOIMINCE
7) JONATKOBIL JOCHIKEHHS TOKCUYHOCT1: A a P

i . BracHi JOKITiHIYHI JOCTIKEHHS HE POBO Cb
AHTUTCHHICTH (YTBOPEHHS AHTHTII) X AOCIIIK POBOTAIIH

: ; BiacHi JOKITIHI9HI JOCTIIDKEHHS HE IPOBOIIIACE
iMyHOTOKCHYHICTh A 2 P

. e e BracHi qoxkmiHigHI TOCITKEHHS He IIPOBOIILUIHCE
MOCIKEHHES MEXaHI3MIB Iil g a p

) . BracHi qoxniHiYHI TOCIIDKEHHS He IIPOBOIIHCE
JTiKapCchKa 3aJICKHICTh A A p

. . . BracHi 7oXIiHIYHI JOCTiIKEHHS HE IIPOBOIWINACE
TOKCHUHICTH METa0OIIITIR a AOCII p

. . BiacHi JOKITIHIYHI JOCIIIKEHHS HE IPOBOINIHNCE
TOKCHYHICTE JOMIIIOK A A P

BiacHi mOKMiHIYHI JOCTIPKEHHSI HE IIPOBOIMIINACH

iHIIEe
5. BHCHOBKH mMO010 JOKIIHI9HOTO BracHi ZOKJIHIYHI JOCTIIKSeHHS HE IIPOBOAUIIACH, 3
BHBYCHHSA OISy Ha 3asBICHHUI THII JHKAPCEKOro 3aco0y

4

(o6 aHHﬂ,Hanauo/B/ 1me).
[PYHEyBARS HARGHO Bl )

3asgBHUK (BIIACHUK Y

peecTpaniifHoro Koo/
IIOCBiT9EHAS) " (mimmic)
ITipceka O.A.
dLLB)

{IIopsdox Oonoeneno noeum Jlooamxom 29 3ziono 3 Haxasom Minicmepcmea 0xopoHu
300poe'a Ne 1528 gio 27.06.2019}




Homarok 30

1o Iopsiiky npoBeIeHHS €KCIIEPTU3H
peecTpariitHux MaTepialiiB Ha JIiKapchKi
3aco0H, O MOJAIOTHCS Ha IEPKaBHY
peecTpartiio (mepepeecTpaniro), a TaKoK
eKCIEePTH3H MaTepialiB PO BHECEHHS
3MiH JI0 PEECTpaIlifHAX MaTepialis
IIPOTATOM JIii peecTpanifHoro
MIOCBITYEHHS

(nysKT 4 po3niny IV)

3BIT

Npo KJIiHiYHe BUNIPOOYBaHHA

1. HazBa iikapchkoro 3aco0y (3a HasBHOCTI
- HOMep peecTpalifHoro moCcBiTYCHHS)

UIE@EK-ABAHT

2. 3agBHAK

TOB «Konapxk InTeamen»

3. Bupobaux

TogipHe mixnpueMcrBo «PapmMatpenmn

4. TTpoBeneHi AOCITiKEHH:

TaK XHI  SKIO Hi, OOIPyHTYBaTH

Bnachi KJIHI9HI IOCIIJDKEHHS HE
MPOBOIUINCEH,  BPAaXOBYIOYH  3asBJICHHH  THII
jmikapcekoro  3aco0y, a caMe: TI'eHEpHYHHMN
JikapceKmii 3aci0. BiamoBimHo o {463ay Oes'smuii
nionynkmy 2 nionynkmy 1.3 nynxkmy 1 posoiny I1I g
peoaxyii Haxasy Minicmepcmea OXOpOHU
300poe's Ne 1528 eio 27.06.2019)}:

«ONL  2eHepuKié He HAOAIOMbCA  pe3yibmamu
6NACHUX MOKCUKONOSIYHUX MA (PAPMAKONO2IUHUX]|
sunpobysans  abo  KIHiYHUX ~ OOCRIONCEHb.
Pesynomamu  Oocnioxcenv — GioexeieaneHmHocmi
2enepukie/zibpudie exmwouaromecs y po3oin 5.2.1
MOOYNA 5.

Bionogiono oo eumoz Hacmanoeu CT-H MO3Y 42-
7.2:2018: «JocnmimxeHus OioeKBiBaJCHTHOCTI, SIK
MIPaBHJIO, HE € HEOOXiTHAMH, AKUIO JOCTIHKYBaHHH
JiKapceKuii  3aci0  BBOAWUTBCS  SK  BOJHHH
BHYTPIIIHHOBEHHHUHA PO3YHH, INO MIiCTHTH TaKy X
aKTHBHY PEYOBHHY, IO i 3aTBep/KCHUH Ha JaHMii
yac  JKapchkuif  3aciby. YV 3B’A3Ky 3
BHINC3a3HAYCHUM, Y BUNIOBITHUX  poO3jLIax
PeeCTpalifiHOr0 JOChE€ HaaIOTBCS IIOCHJIAHHS Ha
pedepenTHHI JiKapchKui 3acid Taganix®, PO3UHH]
mrt impy3ii, 500 Mr/100 i, «ABentic @apmay,
@panmig, a TakoX  IPEACTaBICHO  JaHl
(apManeBTHYHOI  €KBIBAJEHTHOCTI  3asBICHOIO
JIKapChKOTro 3aco0y Ta pedepeHTHOTO JIKapChKOTO
3aco0y.




1) Tam pikapcbKoro 3aco0y, 3a SKAM

[IpoBOIIIACS a00 INIAHYETHCS PEECTPAITist

TEHEPUYHHI JIKAPCHKHAN 3ACIB

5. IloBHa Ha3Ba KJIIHIYHOTO BUIPOOYBaHHS,

KOJIOBAaHHH HOMEp KIiHIYHOTO
BUIIPOOYBAHHS

BiiacHi KIIHIYHI JOCHIIKSHHS HE IIPOBOIMINCH

6. ®asa KIHIYHOTO BUIIPOOYBaHHS

BiacHi KITiHIYHI JOCTIIKEHHS He TIPOBOIINCH

7. Ilepio mpoBeneHHS KIHIYHOTO
BHIPOOYBaHHS
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BiacHi KiiHiUHI JOCTI/HKESHHS HE MPOBOIMINCH

8. Kpainu, e mpoBoauiocs KIIiHIYHE
BUIIPOOYBaHHS

BiacHi KIiHIYHI JOCTIIKEHHS HE IIPOBOIIACE

9. KinbKicTh JOCIiIPKyBaHHX

3aruIaHOBaHa:
bakTHYHA:

BiracHi KJIiHIYHI JOCTIIXEHHS HEe IPOBOIMIIUCE

10. MeTa Ta BropuHHI 1Tl KITHIYHOTO
BUIIPOOYBaHHS

BiracHi KIIHIYHI JOCTIKEHHS HE IPOBOIHIIUCH

11. JluzaiiH KIiHIYHOTO BUIPOOYBaHHSI

BracHi KiiHiuHi JOCTIKEHHS HEe MPOBOIHCH

12. OCHOBHIi KpHATEpii BKIIOYCHHS

BiacHi KIiHIYHI JOCTiIKEeHHS He IPOBOUINCH

13. JlocnimKyBaHwmii JTiKapchKuii 3acio,
cocib 3aCTOCYBaHHS, CHIJIA Jii

BiacHi KIHIYHI JOCIIPKEHHS HE IPOBOIUIIUCH

14. TIpenapat TOpiBHIHHA, /1033, CIIOCIO
3aCTOCYBaHHS, CHJIa il

BiiacHi KIiHIYHI TOCTI/PKEHHS HE IIPOBOIYIIACH

15. CynyTHs Tepamis

BracHi KJIiHiUHI JOCTiPKEHHS He IPOBOIIINCH

16. KpuTepii oninku eekTHBHOCTI

BiracHi KIIiHIYHI JOCTIIPKEHHS HE IPOBOMIINCH

17. KpuTtepii oninkz Oe3mexn

BiracHi KIiHIYHI JOCITIHKEHHS He IPOBOUINCH

18. CraTucrrasi MeTOMH

BiacHi KIiHIYHI JOCTIIKEHHI HE IPOBOILIUCEH

19. JlemorpacdiyHi NOKa3HUKH

TOCIIIKyBaHoT monynamii (cTaTh, BiK, paca,.

TOINO)

BracHi KIHIYHI JOCTIDKSHHS HEe IPOBOIHCH

20. Pe3ynbpraT e(eKTHBHOCTI

BiracHi KIiHIYHI JOCHIHKESHHS HE IIPOBOIUINCH

21. Pe3synpratu 6e3mexu

BiacHi KIiHIYHI JOCTIIHKSHAS HE MPOBOIMINUCE




22. BucHOBOK (3aKITIOYCHHS) Bracui KJIiHIYHI JOCTIKEHH HE MPOBOIMINCH, 3
OrJIs1/ly Ha 3asBJICHHI THII JTIKapchKOro 3acody

(oOrpyHTYBaHHS HaJaHO BHILE). /
7 g

3asgBHUK (BIACHUK _ /
peecTpaIliifHoro NOCBiTYCHHS) i s
(. Gy
\ITipceka O.A.
(IL L. B)

{Ilopsidox Oonoeneno wnoeum Jlooamxom 30 3ziomo 3 Harasom Minicmepcmea oxoponu
300poe's Ne 1528 ¢id 27.06.2019}




