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no Iopsiky mpoBeieHHs eKCIICPTH3H |
peecTpanifHIX MaTepiaiiB Ha IiKapehKi
3aco0u, 1110 NOJAI0THCS Ha JIePKaBHY
peecTpaniio (epepeecTpaniio), a TAKOK

eKCIIEPTH3H MaTeplaliB PO BHECCHHS |

3MiH 10 peecTpaiiifHuxX MaTepiaiis |

IIPOTATOM JIii peecTpariiinoro

IIOCBiTYCHHSA

(rysxT 4 posainy IV)

o

3BIT

PO JOKJIIHIYHI JOCTizKeHHA

1. Ha3sa nikapcekoro 3aco0y (3a HassBHOCTI
- HOMEp PeECTPaIiifHOro MOCBIYeHH):

bengamycruny rigpoxmopma  aas il ekuiii,
[IOPOIIOK [UIS IPUTOTYBaHHs KOHIEHTpATY s
[IPUTOTYBAHHS PO3UMHY s iHY3iit 25 mr, 100 mr

1) Tun nikapepKoro 3acoly, 3a AKHM
poBoAuIacs ado MIaHYEThCS peecTpaltis

IT'EHEPUYHUM JIIKAPCHKHH 3ACIB

2) NpoBeAEH] TOCIiHKEHHS

TaK X Hi KO Hi, OOTpyHTYBaTH

Bracui JIOKJTIHIYHI JIOCIT JDKSHHST He
IPOBOJIMINCE,  BpPAaxOBYIOUM  3adBJICHHH  THII
nmKapcpkoro 3aco0y, a came: TIeHEPHIHHH
nikapebkuit 3aci0. BijmosiHo 1o {A63ay des'smuil
nionynxmy 2 nionynuxmy 1.3 nynxmy 1 pozoiny Il ¢
peoaryii Haxazy Minicmepcmea oxopon,
300poe's Ne 1528 gio 27.06.2019}:

«IJI TeHepHKiB HE HaJarOThCs PEe3yNbTaTH BIIACHHUX

TOKCHKOJIOTIUHHX Ta (apMaxoIoTiYHHX
BunpoOyBanb  ab0  KIIHIYHHX  JOCIIJIKCHb.
PesynpTartu JIOCITIJIKEHb €KBIBaJIEHTHOCTI

TeHEePHKIB/TIOpUIIB BKIIOYAIOTECS Yy po3ain 5.2.1
Moxaynsa S». BigmopimHo, y Momysii 5 HamaroThes
3BITH 3 JOCIIDKEHHS 3 010€KBIBAJIEHTHOCTI.




2. @apMakooris:

BracHi JOKTIHIYN JOCTIKEHHS He MPOBOIMIINCH

1) nepBuHHa (hapMako UHAMiKa

BitacHi TOKITIHIYHI JOCTIIKEHHS He NPOBO/IHIIHCH

2) BTOpHHHA (hapMako MHaMiKa

BriacHi JOKTiHIYHI JIOCTIKCHHS HE IPOBOJIUIIUCE

3) dapmakotoris Geznexn

BracHi JOKIiHIYHI JOCTIPKEHHS HE POBOIHINCE

4) bapmakouHaMivyHi B3aeMoii

BriacHi DOKTIHIYHI JOCTIIHKEHHS He TIPOBOAMIIHCE

3. ®apMakoKiHeTHKa:

1) aHATITHYHI METOIMKH Ta 3BITH MO0 X
Basrigamii

BriacHi TOKJIIHIYHI JOCTIKEHHS HE IPOBOIHINCE

2) BCMOKTYBaHHS

BiiacHi DOKJIIHIYHI TOCTIKEHHS He NPOBOANINCH

3) po3noin

BracHi DOKIIHIYHI TOCTIKEHHS HE TPOBOIMITHCE

4) MeTabouizm

BiiacHi TOKJIIHIYHI JOCTIPKEHHS HE IPOBOAMINCE

5) BUBEJICHHS

BriacHi TOK/IIHIYHI JOCTIIKEHHS HE IPOBOMIACE

6) hapMaKkoOKiHETHYHI B3a€MOIIT
(ToKITiHIYHI)

BiacHi 1OKIIHIYHI JOCTIIKEHHS HE TIPOBOJIHINCE

7) 1Hmi papMaKOKiHETHYHI JOCIIIHKEHHS

BracH1 JOKIIHIYHI JOC/TIIIKEHHA HE IPOBOIHIIHCEH

4. TokcUKOJIOrIS:

1) TOKCHYHICTB y pa3i 0JHOPAa30BOTO
BBEJICHHS

BiacH1 JIOKIIIHIYHI JTOCTIDKEHHS HE MTPOBOIHIHCE

2) TOKCHYHICTB Y pa3i MOBTOPHHUX BBC/ICHE

BiiacH1 JOKJIIHIYHI JIOCJIJKEHHSI HE MPOBOAUIHCH

3) TeHOTOKCHYHICTD:
in vitro

BrracH1 JOKIIHIYHI JOCIIPKCHHS HE IPOBOINIIACE

in vivo (BKJIIOYAIOUH JI0IaTKOBY OIIIHKY 3
TOKCHKOKIHCTHKH )

BrracHi JOKIIHIYHI JOCTI/PKEHHS HE TTPOBOJIHIIHCEH

4) KaHIIepOTEeHHICTh:

BracHi TOKTIHIYHI TOCTIIKEHHS HE MPOBOHIHCE

OBrOCTPOKOBI JOCITIIKEHHS

BracHi TOKTIHIYHI TOCTIIKEHHS HE MMPOBOIMIUCH

KOPOTKOCTPOKOBI JOCIiIIKSHHS
a00 JI0CHIDKeHHS cepe/THbOT TPUBAIOCTI

BracHi TOKTIHIYHI TOCIIHKEHHS HE IPOBOJUINCH




JIOJATKOBI JIOCIIJIKEHHS

BracHi JOKJIIHIYHI JOCT/DKEHHS He NPOBOININCE

5) penpoIyKTHBHA TOKCHYHICTE Ta
TOKCHYHHI BILIMB Ha PO3BHTOK MOTOMCTBA:

BiacH1 JOKIIHIYHI TOCTIKEHHS HE MPOBOIHIINCE

BIUIMB Ha (PePTHIIBHICTE 1 paHHii
eMOpilonanbHHH PO3BUTOK

BiracHi JOKTIHIYHI JOCTIKEHHS HE TPOBOTHIHCE

eMOPIOTOKCHYHICTh

BracHi JOKTIHIYHI JTOCII/HKEHHS HE IIPOBOIMIIHCE

[pcHaTajlbHa 1 TOCTHATANIbHA TOKCHYHICTh

BiacHi JOKTiHIYHI 10C/TIIKEHHS HE IIPOBOIHIINCE

TOCIIIKSHHS, TIPH SAKUX TIperapar
VBOJUTBCS NOTOMCTBY (HECTATEBO3PLIHM
TBapHHAaM) Ta/abo0 OLIIHIOETHCA Bifgazena
st

BiiacHi JOKIIHIYHI IOCTIDKEHHS HE IIPOBOIHIINCE

6) MicLIeBa IEPEHOCHMICTh

BrnacHi JOKJIIHIYHI ZOCHTIKEHHS HE MPOBOIHIHCE

7) IOOATKOBI AOCIIIKEHHS TOKCHYHOCTI:

BrnacHi TOKTIHIYHI TOCHTIKSHHS HE TPOBOIHIHCE

AHTUI'CHHICTE (YTBOPEHHS QHTHUTLN)

BracHi 1OK/TiHIUHI JOCTIPKEHHS HE IPOBOMIHCE

IMYHOTOKCHYHICTE

BracHi TOKIiHIYHI TOCTIKEHHS HE TPOBOIHINCE

mocTiDKe S MeXaHiaMiB ail

BiacHi 1OKTiHIYHI JOCIIIIPKEHHS HE IPOBOHIIMCH

TiKapchka 3aneskKHiCTh

BriacHi JOKTIHIYHI JTOCIIJKEHHS He ITPOBO/IMIIUCH

TOKCHYHICTH META0OIIITIB

BriacHi JOKTIHIYHI JOCIIPKEHHS HE IPOBOIMIIUCEH

TOKCHYHICTE JIOMIIIOK

BriacH1 JOKIIHIYHI JJOCIIJPKEHHS] He [IPOBO/IMIIACH

IHIIIE

BracHi JOKTIHIYHI JOCHIHKEHHS HE IIPOBOIHINCH

5. BUCHOBKH 11010 DOK/IIHIYHOIO BUBYEHHS

BiiacHi TOKIIHIYHI IOCHTIPKEHHS HE TPOBOIUIINCD, 3
OTJISITY Ha 3asBIICHHH i LKOTO 3aC00y

(06rpyHTYBaHHA | HYTaHG T
1)

3asBHUK (BIaCHUK
peecTpaliiioro

IIOCBITUCHHS)

On
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1o Hopsaaky npoBenenns ekcnepTHsn

peecTpaniiinux MaTepiatiB Ha Jikapehki
3ac00H, 1110 MOJAIOTHCS HA IEPIKABHY |
peecTpaniio (mepepeecTpariio), a TaKoxk
CKCIIEPTH3M MaTepIaiB PO BHECEHHSI
3MIH JI0 peecTpaliiHuX MaTepiaiiB
IPOTATOM JIi1 peecTpamiiHoro ‘

IIOCBITYEHHS

(myHKT 4 po3aimy IV)

3BIT
npo KJIiHiYHe BUNPOOYBaHHS

1. Ha3Ba nmikapcbkoro
3aco0y (3a HassBHOCTI -
HOMED PeECTpaIifHOTOo

benpamycTuny  rigpoxsopma  aas  iH’exniii, nopomok s
NPUTOTYBAHHS KOHLEHTPATYy JJIs IPUIOTYBAHHS PO3YMHY I iH(y3ii
25 mr, 100 MT

TTOCBITYCHHSA)

2. 3asBHHK FO ks @apma Cnemuaniric JlimiTen
Eugia Pharma Specialities Limited

3. Bupobuuk FOxia ®apma Cnemienitis Jlimiten

Eugia Pharma Specialities Limited

4. ITporeneni
TOCIII I KCHHS:

TaK X HI  SKIIO Hi, OOTPyHTYBaTH

Brnacui KmiHIYHI JOCHKEHHS HE TNPOBOJHINCH, BPaXOBYIOUH

3aABJICHHI THI JIIKapchKoro 3acoly, a came: FeHepHYHHMIl JIKApCHKHi
3aci0. Binnoeigno no IMopsiiky 3arBepipkenoro Hakazom MO3 Ne 426
26.08.2005 {Ab3zay oee'smuii nionyuxmy 2 nionynuxmy 1.3 nyuxmy 1
posoiny Il 6 pedaryii Haxazy Minicmepemea oxoponu 300pog's Ne 472
Bin 14.03.2025}:
«0ns eenepurie ne HAdAIOMbCA Pe3yIbMAmu 61ACHUX MOKCUKOI0TYHUX
ma  QapmMakoio2idvHux  6unpodyeanv abo  KIIHIYHUX  00CHIOJCeHD.
Pesynomamu  docniodxcenv  6GioexeisaieHmHocmi — eeHepukie/2iopudis
srAOYAIOMbCA Y po30in 5.2.1 mooyna S».

Bionogiono oo eumoe Hacmanosu CT-H MO3Y 42-7.2:2018:
«JlocnyxkeHHst O10C€KBIBAJIGHTHOCTI, K NPaBUIIO, HE € HEOOX1JHHUMH,
AKINO JIOCHIKYBaHWHM JTIKAPCHKUE 3acid BBOJUTHCS SK  BOJIHUH
BHYTPIIIHBOBEHHHH PO3YMH, L0 MICTHTb TaKy  aKTHBHY PEYOBUHY,
Mo 1 3aTBep/KCHHUH Ha JaHMH dYac JIKapchkuii 3acib». Y 3B’S3Ky 3
BUIIE3a3HAYEHHM, Y BIAIOBIIHHX PO3/lJIaX pPeeCcTpariiiHoro JI0che
HaJIar0ThCs IIOCUIIaHHS Ha pedepeHTHHI Tikapebkuil 3acib.

1) THII NiKapCHKOTO
3aco0y, 3a KM
[pOoBO,IMIIacs abo
IUTAHYETHCS PEeECTpaIist

IT’EHEPUYHUN JIKAPCBKHI 3ACIB

5. IloBHa Ha3Ba
KJIIIHIYHOTO
BUIIPOOYBaHHS,
KOJAOBAaHU HOMEDP

BrracHi KITiHIYHI JOCHIMKEHHS HE IPOBOJIUIIHCE.




KITHIYHOTO
BUIIPOOYBaHHSI

6. dasa KiIiHIYHOTO
BUIIPOOYBAHHS

BliacHi KTiHIYHI J0CTiKEHHS He TPOBOIMIHCE.

7. Ilepion mpoBeieHHs
KITIHIYHOTO
BUIIPOOYBAHHS

BiacHi KIiHIYHI JOCTIIKEHHS HE IPOBOIHIIHC.

8. Kpainu, e
[IPOBO/THIIOCS KITIHIYHE
BUIIPOOYBAHHS

BracHi KIiHIYHI JOCTIDKEHHS He IPOBO/IHIIHNCE.

0. KinbkicTs
OCITIJIKYBAHHX

BracHi KIiHIUHI JT0CHiIKEHHSI HE IPOBOUIIHCE.

10. Meta Ta BTOpHHHI
i1l KIIHi9HOTO
BUIIPOOYBaHHA

BilacHi KJIHIYHI JOCTIKEHHS HE TIPOBOMIINCE.

11. Jlu3zaiig KIHIYHOTO
BUIIPOOYBaHHS

BracHi KJIHIYHI JIOCITIDKEHHS HE TIPOBOIHIINCE.

12. OcHoBHI KpuTepii
BKJTHOYCHHSA

BiiacHi KJIiHIYHI JOCTIKEHHS HE TIPOBO/IHIIHCE.

13. JlocijKyBaHmii
miKapchKHH 3acib, cmocio
3aCTOCYBaHHs, CHJIa Jiii

Brachi KIiHIYHI JOCHiKEHHS He IPOBOJHIIHCE.

14. Ilpenapar
OPiBHSHHSA, 1034, CIIOCi0
3aCTOCYBAHHMA, CHIIA il

BracHi KITiHIYHI JOCIIIKEHHS HE MPOBO/THIIHCE.

15. CynyTHs Teparis

BrnacHi KI1HIYHI TOCHIKEHHS HE TPOBOIMIINCE.

16. Kputepii omiHKH
edexTHBHOCTI

BrnacHi KIHIYHI JOCTIKEHHS HE IPOBOIHIIHCE.

17. Kpurepii oliHKH
Oesnexu

BiiacH1 KI1HIYHI TOCTIKEHHS HE TPOBOMIIHCE.

18. CrarrucTHUHI METOIA

BrnacHi KIiHIYHI TOCTIKEHHS HE TPOBOIMIINCE.

19. Jlemorpadiuni
MOKA3HHKH
OCTTKYBAHOT MOITYIAIT
(cTatrb, BIK, paca, TOIIO)

BracHi KIiHIYHI JOCTIIKEHHS HE TPOBOIUIIUCE.

20. PesynbraTn
edeKTHBHOCTI

BracHi KIiHIYHI TOCTIKEHHAS HE TPOBOIHIINCE.

21. Peayspraru 6e3nexu

Brnacni KniHigHi TOCTIKEHHS HE IPOBOAWINCE.

22. BucHOBOK

BnacHi KIIiHIYHI JIOCJIJDKEHHS He nposog:[mmcx; 3

orimaay Ha

(3aKJIFOUCHHS) oOrpyHTyBaHHs HajaHe Bp.4. , /)
3asBHHUK

(BmacHUK

peecTpaiifHoro

HIOCBI/TYCHHS) Onekc

(L1B)"




