Jonarok 30

710 TTopstky NpoBejIeHHS eKCIepTH3n
peecTpaniiinux mMarepiaiis na Jikapebki
3ac00H, 110 10J{@I0THCS HA JICPIKABHY
peectpalliio (repepeectpaiiiio), a Takox
CKCIICPTHU3M MATEPIaliB PO BHECEHHS
3Mil JI0 peecTpalliiHuX Matepiaiis
npoTsrom Jiif peecrpaitiiinoro
[IOCBIJIUCHHS

(mynkr 4 posjiny 1V)

3BIT

PO KJIiHIYHE BHIPOOYBAHHS

1. Hassa jlikapenkoro 3acoby (3a
HAAgBHOCTI - HOMEP peecTpaIiiinoro
IIOCBI[YCHIIS)

[ATIPODJIOKCAIIMH / CIPROFLOXACIN
Posuun jutst indy3iii, 2 mr/mun

[To 100 Mt abo 110 200 Mt B KoHTEHHEpI 3
HOJIBIHUIXIOPHITY (KOKEH KOHTCHHED JI0/[ATKOBO
YHIAKOBYIOTh Y IUIBKY ITOJIIMEpHY); 110 1
KOHTCHHEPY B KapTOHHIA KopoOIi

o

. 3asBHHK

Houipie nijupuemerso «Papmarpeii;m, Yipaina
82111, Jlesiscrka o0, M. J[lporobuu, By
Cam0ipenka, 85

3. Bupobuuxk

Jouipue mijupuemero «Papmarpeiizm, Yipaina
82111, JleBiBchbka o6, M. JlporoGuu, Byl
Cam0ipcrka, 85

4. IlposejicHi JIociHipKCHIIS:

Tak Wi KO Hi, 00IpyHTYBaTH

1) ru11 J1ikapebKoro 3acody, 3a skum
LIpOBO/IMIIacs ad0 ILIAHYETBCS peccTpartis

['cuepuk

5. llosna Ha3sa KIHIYHOTO
BUIPOOYBaHIs, KOJIOBAHHH HOMEp
KJIIYHOIO BHIIPOOYBAHIA

He npoBojmich BiACHI KIMHIYHI JIOCHH PKCHHSI.
JU1s reHepuKka He BUMAaracThes.

0. ®asza KJIHIYHOIO BHIPOOYBaHIS

Jlani Bijicy i

7. 1lepioj1 uposejicHus KJIHHIYIOro
BUIIPOOYBaHIIsI

Jlani BijicyTai

8. Kpainu, jie 1IpOBO(HIIOCS KIIHIUHE
BHIIPOOYBaHHS

Jlaui BijicyTHi

9. KiuibkicTs TIOCI DKy BAITHX

Jlaui BijicyTHI

10. Mera ra sBropunsi i KIinignoro
BHIIPOOYBaHHs

Jlaui Bijicy i

1. JTusaiin xiinigHoro BUIpoOyBamsl

Jlaui BijicyTHI

12. Ocnosrui xpurepil BKITOUYCHHS

Jlani BijicyTHi




13, JlocuiuxyBanmii jikapenkuii 3acio,
cuocld 3acrocyBanis, cuia Jiii

Jaui sijieyrmi

14. lpenapar nopisnsnms, j1o3a, crioci6

3aCTOCYBAHHS, CHIa Jiii

IIUIIPOBAH®/CIPROBAY®, posun juis
ingysiit 0,2% 1o 100 M y durakonax

15. Cymyrast repanis

Jlani BimcyTai

16. Kpurepii oninku edexkTusrocTi

Jlani BijicyHi

17. Kpurepil ominku Gesiekn

Jlani BijicyTui

18. Crarucruyni MeTo)m

Jlaui Bijcy i

19.
JIOCIITJPKY BAHOT

Jlemorpadiumni IIOKA3HIKH

HoyJjsAunii  (crarh, BiK,

paca, ToIo)

Jlaui Bijicy i

20. Pesyunraru edpekrusHocti

Jlani BijicyTHi

]

1. Pesynpraru 6esiexn

Jlani BijicyTii

1]
o

. Bucnosoxk (3axmodcHiis)

I'cuepuynicts  upenapary  0ylio  JIOBEIEHO B
JIOCIIKENl  (papManeBTHYHOT CKBIBAJICHTHOCTI 3
penapaTom HOPIBHSIIS
[UIIPOBAN®/CIPROBAY®,
wdysid 0,2% mo 100 mu y duakonax Bayer

HealthCare AG Tta "Bayer AG"

pPO31HH JUIs1

3asBHUK (BJIACHHK peccTpaniiinoro

HHOCBLIUCTIISE)

4
TrrT

(1rijmc)

Todan LLA., moBHOBaXKHMI 11pE/ICTABHUK

(IL 1. B.)




Jonarok 29

no Iopsjiky npoee/ieHHs eKcriepTH3H
peccTpalifHuX MaTepiallis Ha JTiKapebki
3aco0M, 110 110/IAI0THCA Ha JICpIKaBITY
peecTpallilo (rnepepeecTpaiiio), a Takox
CKCIIEPTH3M MaTepialliB Mmpo BHECCHHS
3MiH JI0 pecCTpalinHuX Marepiallip
[IPOTATOM JIii peecTpaltifioro
[IOCBiJ[HeHHs

(myHKT 4 posiiny 1V)

3BIT

PO JIOKJIHIYHI J10C/Ti/pRen s

1. Hasga Jiikapcskoro 3acoby (3a
HAABHOCTI - HOMEP peecTpalliiiHoOro
HOCBI/UCHHS):

LHTTPO®IJIOKCALIMH / CIPROFLOXACIN
Pozumn juts ingysii, 2 mr/mi

[To 100 mur abo 1o 200 mi B KoHTelHepi 3 nomisiHinXIOPHITY
(KOKEH  KOHTCHHEP  JI0/IaATKOBO  YIIAKOBYIOTh Y  [LIBKY
nosiiMepHy): 1o 1 KoHTeiiHepy B KapToHHiii kopoBii

1) TN stikapebkoro 3acofy, 3a sKMM
HpoBOJIMIacs abo 1J1aHyeThes
peecTpaltis

[enepuk

2) npoBesIeHi JOCI/PKeHHs TaK mi
AKILO Hi, OOTpyHTYBATH

He Bumaraerbes uist redepuunoro JI3

2. Gapmakosioris:

1) nepeunna hapmakoaunamika

Hajano mnocunanns wa siiveparypui  jukepena.  Jlani  me
HajlaloThCs. PapMakoMHAMIYHI BIACTHBOCTI LMNIPO(IOKCALIUITY
nobpe  Bimomi. He Oyno mnposejieHO HOBHX JIOKITIHIUHHX
JOCIIJIKEHD 111 KePIBHHI[TBOM 3asBHMKA.

2) Bropunna (hapMakouHamika

Hajano  nocunanns  wa  siteparypui  Jukepena.  Jlaui e
Ha/1al0Thest. PapMakoMHAMIuHI BIIACTHBOCTI LMIIpodUIOKcalminy
nodpe Bigomi. He ©Oyio nposeeHo HOBUX  JIOKJTIHIMHHX
JOCITJKEHb 1111 KepIBHUIITBOM 3asBHMKA.

3) hapmakosioris 6e3iiekn

Hajano nocwianus  wa  siteparypui  jokepena.  Jlani  ne
HaJalThes . MapMakoAMHAMINHI BIACTHBOCTI LUIIPOIIOKCalMHY
Jaobpe  Bigomi. He Oyino  nposejieno  HOBHX  JIOKJATHIYHHX
JIOCIIDKEHD 11i)] KePIBHUIITBOM 3asBHUKA,

4) papmaxosMHaMivHi B3aeMO T

Hajano nocuianus  Ha  Jiteparypui  jpkepena.  Jlani  ne
Ha/1al0TECs. PAPMAKO/IMHAMIYHI BJIACTHBOCTI HUIIPOIIOKCaIMITY
a06pe  Bijtomi. He Oyno  mposejieno  HOBUX  JIOKITIHIYHHX
JIOCIIJEKCHD 1111 KePIBHUI[TBOM 3asBHUKA.

3. dapmakokiHeTHKA:

1) aHa/iTuyHl METOJIMKHM T4 3BiTH
1100 X Bajijait

Jlani He HajaloThes.

2) BCMOKTYBaHHs

Hanano nocwianns  wa  stitepatypui  Jukepena.  Jlani  ue
HajlaoThest. MapmMakoIMHAMIuNi BIACTHROCTI 1MIIPoQUIOKCalMHY
nobpe Bigomi. He ©Oyjno npoBejieHO HOBHMX JIOKTIHIMHUX
JIOCIIIKEHB T1iJ1 KEPIBHUIITBOM 3asBHUKA.

3) posnojiii

Hajano nocwinanns  na JiiteparypHi  jpkepenia.  Jlani  ne
HaJlatoThes. PapMako/(MHaMiuHi BJACTHBOCTI LMNPOIIOKCalHy
Jobpe  Bijlomi.  He Oyio  npoBejieHO  HOBHX  JIOKIHIUHMX
JLOCIIBKEHD 111/] KEPIBHUIITBOM 3as(BHUKA.

4) merabdoltizm

Hajano mnocunanns Ha Jireparypui  Jupkepena. Jlani  ne
Ha/1al0TLes. MapMaKoAMHAMIYHI BJIACTHBOCTI LIMIPODIOKCAIIUITY
na00pe  Bigomi. He ©Oyno mnporejicHO HOBMX JIOKJIIHIYHHX
JIOCIHJIKEHD 1111 KePIBHHIITBOM 3asBHHKA.




5) BUBEJICHI

Hajgano nocwianmns wa  sireparypui  juokepena. Jlani  ne
Hajaiorees. MapmMako/MHamMivii BIaCTHBOCTI unpodIiokcal iy
Jbpe  Bijomi. He Oyno nposeaeHo HOBHX  JIOKIIHIYHHX
JIOCII/BKEHb 1111 KePIBHUIITBOM 3asBHHKA.

6) apMaKoKiHETHYHI B3aeMOiT
(JIOKJIiHiYHI)

Hajiano  nocunanus  na  sireparypui  jukepena.  Jlani  He
Hajlal0Thesl. PapMakoMHaMIuHi BAACTHBOCTI LMIpodIIoKCalMiTy
n00pe  Biomi. He ©yio npopesieHo  HOBMX  JIOKJHIMHHX
NOCHJBKCHB i/l KEPIBHULTBOM 3asBHHKA.

7) i hapmakokineTHuHI
JLOCHKEH IS

Jlani incyrui.

4. TokcHKko.I0ris:

1) TokcnunicTs y pasi ojiHopazoBoro
BBC/ICHHS

Hajgano nocunanmst wa siteparypui  Jpkepena.  Jlani e
HAJ1AIOTECS.  TOKCHMKOJIOTIMHI  BIACTHBOCTI  LUNPOQIIOKCALIUITY
Jobpe  Binomi. He Oyiao 1npoeeaeno  HOBUX JIOKJIHIYHHX
JOCIIJEKCHD 111 KEPIBHHIITBOM 3asBHMKA.

2) TOKCHUHICTB Y pa3i HOBTOPHMX
BBE/ICHD

Hajano  nocunanng  wa  siiteparypui  Jokepena.  Jlani me
HaJaloThes.  TOKCHKONOriMHI  BjacTMBOCTI  LMITPOQJIOKCAlIMHY
nodpe  Binomi. He Oyno  npoeesneno HOBUX  JIOKJIIHIMHHX
JOCIIIJKEHD 111 KePIBHUIITBOM 3asBHMKA.

3) rCHOTOKCHYHICTD:
in vitro

Hajano nocunanns wa  siiteparypui  Jokepena.  Jlani  ne
HajatoThest.  TOKCHKOJIOTIUHI  BilacTUBOCTI  LMITpodUIOKCaAIMIY
nobpe  Bigomi. He Oyino 1poBeiieHO HOBMX  JIOKJIHIYHHX
JIOCIIIJIZKEHB 11i/1 KePIBHHIITEOM 3asBHUKA.

in Vivo (BKJIIOHAIOYH JIOJIATKOBY
OILIHKY 3 TOKCHKOKIHETHKH)

Hajano nocunanns  wa  giteparypui  jokepena.  Jlani  ne
Ha/latloTees.  TOKCHKOJIOrMHI  BJIACTUBOCTI  IMIPO(IIOKCAIMHY
Jao6pe  Bijgomi. He ©Oyio  nposejieHo  HOBMX  JIOKJIIHIYHNX
JOCIIJGKCHD 111/1 KePIBHUIITBOM 3asBHUKA.

4) KaHLEPOIreHHICTD:

Hajano mnocunmanns wa iiteparypui  Jokepena.  Jlani e
HA/[@IOTLCs.  TOKCMKOJIONYHI  BJIACTHBOCTI  IMIIPOQIIOKCAIIMHY
Jobpe Bijomi. He ©Oyno mnpoeejieHo HOBMX JIOKJIIHIMHHX
JIOCJIJKEHb 1111 KEPIBHUIITBOM 3asiBHHKA.

JIOBIOCTPOKORBI JIOC/IJKEHIH

Hajano nocwianns  wma  jiteparyphi  jokepena.  Jlani  ne
Ha/(@IOThest.  TOKCHKONIOrIYHI  BJIACTHBOCTI  IMIpoduIoKcalny
no6pe  Bigomi. He ©Oyio  nposejicHo  HOBUX JIOKIIHIUHMX
JIOCIIJIPKEHb 111)1 KEPIBHUIITBOM 3aBHHKA.

KOPOTKOCTPOKORI JIOCI1JPKCHIS
a0o JloCHiJBKEHHs Cepe/iHEOT
TPUBAIOCTI

Hanano rnocwianns wa  JiteparypHi  Jukepena.  Jlani  ne
HaaaTees. Tokcukosoriuni  BIACTHBOCTI  HUTIPO(IIOKCAIMHY
jobpe  siomi. He 0yi10  NpoBE/ICHO  HOBUX  JIOKJITHIYHUX
JLOCJIIJIZKEHB 111/ KEPIBHUIITBOM 3asiBHHKA.

JIOJIATKOBI JIOCI T IPKEHHS

Hajpano 1ocunanns Ha  Jiteparyphi jokepena.  Jlami  ne
Hajatorbed.  TokcHKONOriMHI - BIACTHROCTI  1MIIpOUIOKCAIIMHY
nobpe  Biomi. He Oyino  npoBejieHo  HOBMX  JIOKJHIUHMX
JIOCITIJKEHB TTiJI KEPIBHUIITBOM 3a5BHUKA.

5) pelpo/lyKTHBHA TOKCHUHICTE Ta
TOKCHYHMI BILIMB Ha PO3BUTOK
HOTOMCTBA:

Hapano nocuianns sa siteparypui  jukepena.  Jlawi  ne
Ha/laloTheA.  TOKCHKOIOTIYHI  BIIACTHBOCTI  LMNPOQIIOKCaLMHY
Ja00pe  Biomi. He ©6yjn0 npoBeiacHO HOBUX JIOKIIHIYHUX
JIOCJIJIKEHD 111/l KepIBHUIITBOM 3asiBHUKA.

BILUIME HA PCPTUILHICTD | paHHiH
eMOploHalibHUA PO3BHTOK

Hajano nocunanns wa  Jiteparypui  Juokepesna.  Jlani  ne
Haj@Thed. TOKCHKOJIONUNI  BIACTHROCTI  1MIIpodIoKcalniy
a06pe  Bigomi. He ©Oyno  nposejieno  HOBMX JIOKJIIHIYHHX
JIOCJIJKEHD 1111 KePiBHUIITBOM 3asiBHUKA.

CMOpIOTOKCUUHICTD

Hajano nocunanns wHa jiteparyphi  jokepenia.  Jlani  ne
Hajl@oThes. TOKCHKOJIONIYHI  BIACTHBOCTI  LIMIIPOQIIOKCAUIY
Jo0pe  Bijomi. He ©Owyio 1popeneno HOBUX  JIOKJIHIYIHX
JIOCITJKCHD 1111 KCPIBHUIITBOM 3asBHHUKA.

HpcHaTajlibHa I rocTHaTAILHA

Hajano nocunanns na  Jiteparypui  Jokepena.  Jlani  ne




TOKCHYHICTD

HajaoTkesi.  Tokenkosoriuni - BracTuBocTi  LunpodoKkcalmiry
aobpe  sinomi. He Oyio  1poBejieHO HOBMX  JIOKIHIYIMX
JIOCIIJLKEHB THJ1 KePIBHMLITBOM 3asBHMKA.

JIOCJIJDKEHHS, 1IPU SIKUX TIperiapar
YBOJIMTLCH 11OTOMCTRY
(HecTaTeBO3pLIMM TBapuiiam) Ta/abo
OIIHIOCTLEY BijylaJiena Jlig

Hajano mnocunanns wa nireparypni  jkepena.  Jlani e
HajtatoTsest.  Tokerkosoriuni  BiacTuBocTi  uMnpoduiokcarmny
jo0pe  Bijtlomi. He Oyno  nposeseno HOBHX  JIOKIIHIMHHX
JIOCJIJIKCHD 1111 KEPIBHHIITBOM 3asBHUKA.

6) MiClIeBa 11EpPCHOCHUMICTD

Hajiano  nocwsianus  wa  girteparypui  Jukepena.  Jlani e
HajlaloTeCs.  T'OKCHMKOJIOTIMHI  BlAacTHBOCTI  LMIIPOQIOKCAIIMITY
nobpe  sitomi. He 6yno nposeeHo HOBUX  JIOKIIHIYHHX
JIOCITJKCHD 1111 KCPIBHUIITBOM 3asiBHHKA.

T) J10JIaTKOBI JIOCIL/IACHHSI
TOKCHYHOCTI!

Hajano nocwianns wa siteparypuni  jukepena.  Jlani  ne
Ha)laloTLes.  TOKCHKOJIONiUHT - BJIACTHBOCTI  1MIIpOdUIOKCaIIY
Ao0pe  Bijlomi. He Oyio npoeejeno HOBHX JIOKJIIHIYHUX
JOCTIJEKEHb 1111 KCPIBHUITBOM 3asBHUKA.

AHTHIEHHICTD (y']'BOpC] [HIT at I’I’I/I’[‘iﬂ)

Hajano nocunanns wa oiteparypni  Jpkepena.  Jlami e
HA/LAIOTLCs . TOKCHKOJIONUHI - BJIACTHRBOCTI  LIMIIPOQUIOKCAlIMHY
a0dpe  sijomi. He Oyino  nposeieno  Hosux  jlokiinignmx
JIOCITIJKEHB 1111 KEPIBHUIITBOM 3asBHUKA.

IMYHOTOKCHUHICTE

Hajano nocwianms  na  niveparypni  jokepena.  Jlani  ne
Ha/IAI0THCs.  TOKCHKOIONIYHI - BJIACTHBOCTI  IHIIPOQIIOKCALIMITY
nobpe  Binomi. He Oyno mnpoBeieHo HOBMX JIOKTiHIMHHX
JIOCJIJDKEeHbB 111 KePIBHUIITBOM 3asBHHKA.

JIOCITRKCHIS MeXaHi3Mir il

Hajano nocwnanns  ma  sireparypui  Jukepena.  Jlani  we
HAJIAIOTLCS.  TOKCHKOJIONYHI - BIACTHBOCTI  IMITPO(JIOKCALIMITY
n0dpe  sijomi. He Oyno npoeeiacno HOBHX  JOK/IiHIYHKMX
JIOCIBKEHD 11/] KEPIBHUITBOM 3asBHUKA.

NKAPCHKA 3aJIEKHICTL

Hajano nocunanns  wa  Jiiteparypui  Jukepena.  Jlani e
HazatoTees.  TOKCHKOJIOrIUHI  BJIACTHROCTI  MIIPOQUIOKCAIIMHY
Aobpe  Bigomi. He 6Gyio  nposeseno HOBMX JIOKJAiIHIYHHMX
JIOCIIJPKEHb 11iJl KEPIBHUIITBOM 3asBHUKA.

TOKCHYHICTL MeTaboJIiTIR

Hajano nocunanns  wa  sireparypui  jekepena.  Jlani e
HAJIAIOTLCS.  TOKCHKOJIONiUHT - BJIACTUBOCTI  HHIIPOQ/IOKCALIMITY
Jobpe  Bitomi. He 6yino  nposejicno  HOBMX  JIOKIHIYHHX
JIOC/TJKEHB I11/{ KEPIBHUITBOM 3asBHHKA.

TOKCHUHICTD JIOMIIIIOK

Hapano nocunanns wHa  siteparypui  Jukepena.  Jlani e
HaJ[aroThes.  TOKCHKOJIONIYHI  BIACTHBOCTI  LMIIpoduIOKCAIMHY
Jobpe  migomi. He ©Oyiio  nposejeno HOBMX  JIOKJIIHIYHMX
JIOCITJDKEHb T11]1 KEPIBHUIITBOM 3asBHHKA.

1HIe

Jlani ne najiatornses.

5. BMCHOBKY 1110/10 JIOKJIIHIYHOTO
BUBUCHHS

Ilpenapar 3aspiisiBes SIK FeHEPUK /10 pedepeTioro npenapary
[TUTIPOBAM®/CIPROBAY ®, posunn Juis indyzii 0,2%, no
100 My duiakonax. BucHOBOK 100  Gesneunocri  Ta
MEPCHOCUMOCT]  IIpenaparty 3asBHHKOM Oysio  3pobiieno Ha
1ijIcTaBl JITepaTypHUX juKepet.

3asBHHK (BJIACHHMK peecTpaliitnoro
HOCRIIUCHE)

,-‘j},'/,r'/
} 7

(ijume)

Todan LLA., NOBHOBaKHHI IIPE/ICTABHUK

.15




