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AEPAHABHA CIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCHKIU OBJIACTI

npos, Csitnuunol Hapii, 3, m.Kuis, 02099, ten/taxc: (044) 363-06-50
E-mail: dls.ko@ddls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
Npo AKICTE BRE3eHOT0 B YKpaiHy Jikapeskore 3acoby

10.01.2024 Ne 67031/24/10

JOTEII

(saiivertyBanson NiKAPCsKOre 3ac00y 3TIAHO 3 peCCTPRIIHMM IOCBIAMEHHAM)
KpamJi 0%Hi, cycrensis, 0,5%/0,3%, no 5 Ma y wsnnni 3 xpaneannmero, o 1 nimsomi 3
KpanensHIe Y KAPToHHIH Kopobui
{(hopma BHNYCKY, AG3YBaHHA, RILT TIAKYBSHHA NKAPCHKOrO 32C08Y)

Honep peectpauiiinoro nocsizdenss UA/18426/01/01 crpok aii peectpaniiinore nocninuenus 02.12.2025

Cepix nixapcsxoro 3acoby Ne 388761 Kinexicrs Beeseyoro nikapeskoro 3acoby 3024
BupoGruk baynr ens JTom6 Inkopnopeiiresn, Crionygeni Hltatu AMEpHKH
(Haiimesyranng pupobnitka sikapeskore sacoly, kpaiHa RoxomHenHs)
Beeseno B Yipainy Criapte ykpaincbKo-ecTOHCLKE IHANPHEMCTBO Y dopni TOBAPHCTRA
3 obmexxenolo Bigmorinanpuictio "OnrimMa-Dapn, JITH", inesr. koa:
21642228

{waiivenysanns 1a Koy 9a €IPTIOY sopnatnai ocoBu abo mpispiute, im's, mo GaTLKOR thistrasol
ocofi - pianpuemus, i Micze MPOKNBLHAY T4 peccTpaniitunii noMep oBaikonoi KapTEH NNaTHika
nozaTKis abo cepid Ta woMep nacropra)

Tiporexon Bisyanuuoro woxrpone eiy 10.01.2024 Ne 4254/3,

3a  peayupTataMil JEpHK4BHOCO KOHTPOMO BCTAHOBAEHO, N0 Jukaposxuii 3acif  BBeseHo B Yxpainy 3
,[_{DTpHM&HHHM BHMOI 30KOHOABCTEA WIOKO 3a0e3ME¥eHAA AROCTE JKApCEKIX 3acabie.

B‘iTaﬂiﬁ.EOHﬂﬁPEHKq

(iitiamn Ta npiaenme)
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CUWA, Tamna, F1.33637,
XioneH Pisep Mapkeew, 8500
813-875-7700

BAYLL + JIOMB (BAUSCH + LOMB)

Kpaule 6auuTn, kpauwe xutu. www.bausch.com
Ceptudikar aHanisy
MpoaykT Moren™, (OuHa cycneusia norenpegHony erabonary 0,5% i O6’cM HaNOBHEHHA 5 Mn
ToGpamiuunHy 0,3%)
Homep naprii 388761 fata BurotoBnenHs | 31.01.23
Homep npoaykry (35807 TepMiH npugaTHoeTi | 12.24
Onuc aHanisy Kputepii npuitHaTHocTi Bunycky PezyneTaTn
Onune CycneHaia Big Binoro no maike Ginoro KOJibopy Bignoeinae
Onuc korTeitHepa Binmn KOHTEMHep Bes CYTTEBOI 3MiHU KONbOPY abo Binnosinae
chisunyHot nedropmadii
laeHTneixalis: notenpenHony etaoHaT Hac yrpumanHsa spaska signosinae ETaNOHHOMY CTaHAapTy Bianosinae
lneHTHdikauin: ToBpamiluH Hac yTpumaHHs 3paska Bignosinae eTaNOHHOMY CTaHgapTy Bignosinae
HocnigKeHHs: norenpeaHony etTaboHaT 95,0 - 105,0% iHchopmauii Ha eTukeTu) (L.C= 5 mr/mn) 103,2%
CynyTHa pevyosuHa: PJ90 He Binbw Hix 1,0% macosoro sincoT«a <0,1%
CynyTHs pevosunHa; PJ91 He BinbL Hix 1,5% mac/sigcoTka 0,2%
Cynytha peuosvna; NE-11-keTo He 6inbw Hix 0,5% mac/BigcoTka 0,2%
CynyTHs pevoauna: [IE-meTunosun edip He Binbiu Hix 0,2% mac/BiacoTka <0,1%
CynyTHs pevoevita: NE-gurigpoxecy | (BYY (,6) He 6inblw Hixk 0,2% mac/eincoTtka 0,1%
. a
CynyTHs pevosuHa: JIE crmm (BYY 0,85) He Binbwu Kix 0,2% mac/sincoTa <0,1%
DyAb-AKa iHWa BenvKa Hesigoma CYNYTHA o
. . % . <0, 1%
peyoBUHa noTenpegHony eTaboHary He 6inb wix 0,1% mac/sincotka
3aranbHi CynyTHi xpomaTtorpadiyHi cyBcTanuil 0%
norenpeaHony eraboHaTy He Binbw Hix 2% mac/sincoTka :
AHanis: TobBpamiymn 90,0 - 110,0% indpopmauii Ha etureTyi (LC= 3 Mr/mn) 101,4%
CynyTHa pevucBuHa: HeGpamiH He Binblu Hix 0,1% 0,1%
Byab-aka iKwa Benyka Hesigoma cynyTHs He Ginsus HiX 0,1% <0,1%
peycenHa To6pamMilnHy
Saranbl-ta. CYRyTHR XpomatorpacivHa e Binsw: ik 1%, 0%
cyBeTanyin ToGpamiumHy
pH 55-62 5.8
OcmonanbHicTs 270-310 mOcm/Kkr 288 mOcm/Kr
B'askicTb 3-10 nackans/cek 7 nackans/cex
PecycneHaysaHHa [TpoaykT pecycneHayeTben Bighosigae
AHanis: 6eHsankoHilo xnopu, 80,0 - 110,0% indopmauii Ha etukeTui (LC=0,1 Mr/mn} 96.3%
_ _ _ 90,0 - 110,0% B8in uinboBOro aHayeHus
AHania: AuHaTpilo egeTarty aurinpar {linboee 3HaueHHs = 0.1 Mr/mn) 98,9%
CToOpOHHI YacTUHKK [T CyTi, He MICTUTb CTOPOHHIX YaCTUHOK Bignosigac
BvaQ {80%) < 13 mikpoH 9 MKp
Poanoain vwactuHok 3a poamipom Dv560 (50%) < 8 mikpoH 4 MKp
Dv10 (10%) < 3 mikpoH 1 MKD
CrepunbHicTk Bianoeigae sumoram USP/EP Bianosinae
Obcar HanoBHeHHs' He meHWw ivchopmalii Ha eTukeTw; Bignoginae
Lo napTilo 6yno BvupoBneno Ta Bunpobysato BIAANOBIAHO A0 YKMHHOT HanexHo! supoBhnyorl npakTkmn, YacTvea 211, 21 CFR. HaeeaeH! Huxde nignvc NiATBEPONYIOTE,
LG Le cnpaexHe nifTaapoxayys BUNpobysaHHs APOAYKTY, AKMIA 38I0BONBHAE TEXHIYHAM YMOBaM, NPOBELeHoro AenapTameHTom koHTponio AKSGTI koMnaxil
A A Bausch & Lomb, Inc.

N 0BOOUIOCA NiA Yac npouecy supoBHULTRA, WOoB 3abeaneduTi o6'em HaNoORHEHHSA Nig “ac BUNYCKY
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MNigroToBKa Ta 3aTBepKEHHS AOKYMEHTIB

Nigrotosneno / Jara: MNepesipeHo / fJarTa:

flidnuc, 22.02.2023 lidnuc, 23.02.2023
CneuianicT i3 3abeaneyeHHs SKOCTI Ayavrop i3 3ateanedeHHs SIKoCTi BYpOBHMLTEA
3apida Maunar Mowika Pisepo

Llen gokymenT Ta iHthopmMaLis, Lo MiCTUTLES B HLOMY, BBaXAKTbCA BAACHICTIO KOMNAHIT
"Bausch & Lomb, Inc" i He moxxe GyTu CkonioBaKo, nepeaaHo abo poakpUTO TpeTiM ocobam.

Cneundrikauia CU35807 [2019-0930] MepenipeHo: M. Cinubepman 19.05.2022




bayw eHn NomB IkkopnopeiTen
CWA, Tamna, FL33637,

XinaeH Pisep MNapkeen, 8500
813-975-7700

BAYLL + JIOMB (BAUSCH + LOMB)
Kpame 6&HMTM, Kpalile XKUTN. www.bausch.com

CepTtudpikar BignosigHocTi

floTen, o94Hi kpanni, cycneHsis, 0,5%/0,3% (noTtenpepHony 06k
HpoAyKT  letaGonar 0,5% (5 Mr/mn) + TobpamiuuH 0,3% (3 Mr/MN) ouHa | Lanoeuenns | © M
CycneHais)
Homep 388761 HaTa 31.01.23 TepmiH 12.24
napTil BUPOOHUUTRA NMPUAATHOCT
Homep
NPOAYKTY | cussso7 PyHOK YikpaiHa KINbKICTH 11 376
E;EEETEZBCTW”'””OF ° | uarsa26/01/01 | ‘AeHTUDIKATOP FDA 1000113778 | DUNS 079587625

LM A nigTeepaxylo, 1o BUlleHaBeieHa IHhopMaLlis € 4OCTOBIPHOW Ta TodHoto. Lo naprito npogykTy 6yno
BYIOTOBMNEHO, BKIIOMAOMM NaKyBaHHA/MAPKYBaHHS Ta KOHTPOIb SIKOCTI Ha BULLle3raganin(vx) ainsHui(kax) y nosHii
BIANOBIAHOCTI 3 BUMOramu HanexHol BUPOOHWYOE MPpaKkTVkY MICLIEBOrO pErynaTopHOro OpraHy Ta 3i cneyudikayiamu B
peecTpalittomy nocsigyeHHi kpaiHu-imnopTtepa ato cneumdikauii AOCNIAXYBaHUX fikapcbkux 3acobis. 3anvcu npo
obpobky napTii, nakyearHs Ta aHanisu 6yno NEPErNAHYTO Ta BU3HAHO BIANOBIGHVMU HanexHIn BupobHWYii npakTui.

HoaaTkoBi BUMOIM IUB. y cepTudikaty aHaniay.

MaxysamHs: 5 MmN y donakoHi-kpanensHuL: 1 (hriakoH-KpanernbHUUS B KAPTOHHIA kopobui.

MiaroToBka Ta 3aTBREPAKEHHA AOKYMEHTIB

MigroTtoeneno / Jara: [NlepeeipeHo / Harta:
flidnuc, 22.02.2023 [idnuc, 23.02.2023
Cneujanicr ia 3a6e3aneveHHs SKOCT Aynymop ia 3abesneveHHs sKocTi BUpoBHVUTEA
3apina Mannar MoHika Pisepo
Liern gokymenT Ta iHdopmauis, 1o MicTUTLea B HEOMY, BBEXAKTLCA BNACHICTIO KOMMAaHI|
"Bausch & Lomb, Inc" i He moxe GyTu ckoninoBaHo, nepegaHo abo poskpuTo Tpetim ocobam.

Cneuudikayin CU35807 [2019-0930] Mepesipeno: [1. BapGep 28.12,2021




