3BiT po KITiHIYHE BUIPOOYBAHHS

1. Ha3Ba sikapcbkoro 3acoy (3a HasBHOCT] — MIOHEMPOH,
HOMEP PeeCTpalifHOTO IOCBiYeHHs) PO3YMH JUIA iH’exkniii, mo 4 Mr/2 ma
2. 3agBHUK Mictpan Kemniran MenemxMeHT
JlimiTen, Anriig
3. BupoOHuk BEM Inau Can. Be Tik. A.C., Typeuunna
4. IlpoBeneni mociiKeHHS: 0 | Tak | ¢/ | Hi SIKIIIO Hi,
o0IpyHTYBaTH

Brachi xnimiuni NOCTimKEHHS He HANAIOTHCS, OCKINBKH JIKApCHKHE 3aci6 € TEHepHKOM 13
NOBENCHOIO  (papMaleBTHYHOK eKBIBAJEHTHICTIO II0 BiJHOMIEHHIO IO pedepeHTHOrO
nikapebkoro 3acoby MYCKOPLIT, posuun ons in’exuiii, 4 M2/2 ma (Canodhi C.P.JIL., Imanisn)
(3rimHo Bumor ITopsiaKy IpOBENEHHS EKCIepTH3U peecTpallifHuX MaTepianiB Ha JKapChKi
3ac00H, IO MOJAIOTHCS Ha JEPKABHY PEECTPALIIO (mepepeecTpaltito), a TAKOX EKCIEPTU3H
MaTepialliB IO BHECEHHS 3MiH JI0 PeeCTpauilfiHEX MaTepiatiB IPOTATOM Aii peecTpaiiftHOro
TOCBiI4eHHS 3aTBEPIDKEHOT0 Haka30M MiHicTepcTBa OXOPOHH 30POB’ st YKpainu Bix 26 ceprnHs
2005 poky Ne 426 (y penaxuii Hakazy MO3 Yxpaiuu Bix 23.07.2015 Ne 460).

1) Tun yikapcpKoro 3aco0y, 3a SIKAM IPOBOIHIACS I'enepuynnii mikapchkmii 3aci6 3rigHo
abo IUIaHy€eTHCS peecTpallis nyskty 1 (migmynkry 1.3) posainy 11
Ilopanxy nakazy MO3 Vkpainu Bix 23

nunaa 2015 poxy Ne 460.

5. IloBHa Ha3Ba KIIHIYHOTO BUIIPOOYBaHHS, -
KOZOBaHUH HOMEP KIIIHIYHOTO BUIIPOOYBaHHS

6. @a3a KIiHIYHOTO BHIIPOOYBaHHS -
7. Ilepion npoBeieHHS KIIIHIYHOTO BHIIPOOYBaHHS -
8. Kpainu, e mpoBoauiocs KiiHiYHe BUIIPOOYBaHHS -
9 Kinmcicn: JOCITKYBaHUX -

10. Mera Ta BTOpHHHI IiJTi KITIHIYHOTO -
BHIIPOOyBaHHS

11. [luzaiis KIiHIYHOTO BUIPOOYBAHHS -



12. OcHOBHI KpHTEPIT BKIIOYEHHS

13. JlocnixyBanuii Tikapcbkuit 3acid. crmocid
3acTOCYBaHHsA, CHIA i

14. Ilpenapar nopiBHIHHA, 1034, CIIOCIO
3aCTOCYBaHHS, CHIa Jil

15. CynyTHs Teparmnis

16. Kputepii ouinku e(eKTHBHOCTI

17. Kputepii ouinku Ge3neku

18. CraTucTHYHI METOIU

19. Jlemorpadiuni nokazHUKH JOCITLIKYBaHOL
MOMYyJALil (cTaTh, BIK, paca, TOIIO)

20. PesynbraT e()eKTUBHOCTI

21. Pe3ynbsTaTu O0e3meku

22. BUCHOBOK (3aK/JIHOUEHHS )

3agBHHUK

(B1acCHHUK
peecTpaliiiHoro
MIOCBITUEHHS )




3BIT PO DOKMIHIYHI HOCTimKeHHS

1. Ha3ga nikapcekoro 3aco6y (3a HasBHOCT] — MIOHEWPOH,
HOMEp PeeCTpalifHOrO IIOCB TYeHHS): PO34MH sl iH’ ekmiii, mo 4 Mr/2 mu
1) T nikapcpkoro 3aco6y, 3a skuM - D'enepuunnit mixapcekmii 3aci6 3riguo
npoBoJuIIacs abo IIaHyEThCs peecTpais nyHKTY 1 (migmysxry 1.3) posaimy 111
[opsanxy Hakasy MO3 Vkpaiuu Big 23
e 2015 poky Ne 460.
2) mpoBezieHi JoCHiPKeHHS o Tak | o | Hi SIKIIO Hi,

OBIpyHTYBaTH

Brachi poxmimiuni KocmimxenHs He HaXAIOTBCS, OCKITBKM JIKapchKHi 3aci6 € reHepukoM i3
MOBEJICHOIO  (papMalleBTHYHOI EKBIBAICHTHICTIO [0 BiHOWIEHHIO IO pedepeHTHOTO
nikapebKoro 3aco0y MYCKOPL, posuun ons in ‘exuiti, 4 m2/2 mn (Canoghi C.P.JI., Imanin)
(3rineo Bumor Ilopsaky HpoBeseHHS eKCIepTH3M peecTpauiiHuX MaTepialiB Ha JKapchKi
3ac00H, 10 MONAIOTECS HA NEPXKABHY PEECTPALiIo (mepepeecTpaniio), a TakoX E€KCHEPTH3H
MaTepiaiiB PO BHECEHHS 3MiH 10 PeeCTpaLifiHuX MaTepiaiis IPOTATOM Aii peecTpauiiHOro
MOCBIY€HHS 3aTBEP/KEHOT0 Haka3oM Minictepersa OXOPOHH 310pOB’s YKpaiHu Bij 26 ceprHs
12005 poky Ne 426 (y penaxuii Hakasy MO3 Vkpairu Bix 23.07.2015 No 460).

.2. ®apmaxosioris: -
1) nepBuHHA apMakogHHAMIKA -
2) BropuHHA (hapMaKkogMHAMIiKa -
3) dapmakosoris Gesnexu | -
4) papmakouHaMiuni B3aeMomil -
3 (DapMaK(“)KiHeTHKaZ

1) aHANMITHYHI METOAMKHM T4 3BIiTH MOXO TX -
BaJTimanii

2) BCMOKTYBaHHS =

3) posmomin %



4) metabomi3zM

5) BUBEJICHHS

6) (papMakOKiHETHYHI B3aeMOIIT (TOKITiHIUHI)

7) inmii (hapMaKoKiHETHYHI AOCTIKEHHS

4. TOKCHKOJIOTISL:

1) TOKCHYHICTD y pa3i 0JHOPA30BOI0 BBEIEHHS

2) TOKCHYHICTh Y pa3i NOBTOPHUX BBEICHb

3) FeHOTOKCHYHICTE:
in vitro

in vivo (BKIIIOYAIOYH 101aTKOBY OITIHKY
3 TOKCUKOKIHETUKH )

4) KaHLIEPOTreHHICTh:

JIOBFOCTPOKOBI JIOCTi JPKEHHS

KOPOTKOCTPOKOBI JTOCIIKEHHS a00 JIOCIIIKEHHS
CepeiHbOT TPUBAJIOCTI

JIOJATKOB] JOCIIKEHHS

5) penpoyKTHBHA TOKCHYHICTh Ta TOKCHYHHH
BILIHB HAa PO3BHTOK MIOTOMCTBA:

BIUIMB Ha (DEPTHIILHICTB 1 paHHii eMOploHaIbHHIH
PO3BHUTOK

eMOPIOTOKCHYHICTh

MpeHaTaabHa 1 MocTHATAIbHA TOKCHYHICTh



JOCII/KEHHS, IPH SIKKX NPENapaT YBOUThCS -
MOTOMCTBY (HECTATEeRO3PiIMM TBapHHaAM) Ta/abo
OLIHIOETHCS Bi/i1aJIeHa sl

6) MiclieBa IEPEHOCHMICTD -

7) D0JATKOBI JOCIIJZKEHHS TOKCHIHOCTI: -

AHTHUICHHICTh (YTBOPCHHS aHTHUTI) -

IMYHOTOKCHYHICTB u

IOCIIDKEHHS MeXaHi3MiB Jil =

JiKapchKa 3a1eikKHICTh -

TOKCHYHICTH META0OTITIB =

TOKCHYHICTE JOMILIOK <

iHIIIE =

5. BHCHOBKH 11010 JOKJIIHIYHOTO BHBYEHHS

3asBHUK
(BIIACHUK
peecTpaniiHoro
NOCBITUYEHHS)



TOBAPHCTBO 3 OBME/KEHOIO BIJIIOBIJAJIBHICTIO
“bBYCT ®APMA”

KOq EAPITOY 44107410

03022, a1 Kuis, onociigcokuit paiion, symms Bacuiexiecsra, 6younox 30, mear.: +38 095 907 37 32, e-mail: infol@boost-pharma.com.ua
Aopeca ona nucmyveanna: 03022, m. Kuis, eviuns Cvacora, ovounox I, a'c 21

Bux. Ne 762/06
Bia 10.06.2024 p.

Mupextopy AIl «/lep:xaBumii excrieprHmii
neHTp MiHicTepcTBa 0XOPOHH 3/I0POB’s
Yxpainn»

badenxy M.M.

VroBHoBaxeHHH npejactaBHuk 3asBHuKa Mictpan Kemitaa Menemxment JlimiTen, Anrmis, B
Vipaiui, xomnadis TOB «BYCT ®APMA» Hamae 3roy Ul ONPHIKOJHEHHS KIHIYHHX Ta
JOKJIIHIYHUX 3BITIB, 10 HAJAIOTLC PA30M 3 PEECTPALliHUM J0Che Ha JiKapchKuii 3acid

MIOHEMPOH,
PO3YHH A9 BHYTPIilIHEOM A30BHX iH’ekniii, 4 Mr/2 ma

zasBHuK: Mictpan Kenitan Menemxvent Jlimiten, Aurnis, YkpaiHa.
Bupobuuk: BEM lnau Can. Be Timx. A.C., Typeuuuna

3 moBaroio,

[IpeacTaBHUK 3asiBHHKA,
(axiseus 3 peecTpanii JiKapebKHX 32c00iB

TOB «bYCT ®APMA» A.DejopeHko




