JTYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

JIEPKABHA C 1X 3ACO
HAPKOTHUKAMUI Y KHNIBCHKIN OBJIACTI
Hapii, 3, Mm.Kuis, 02099, ter/daxc: (044) 576-40-41

nipoB. CBITIMHOL
E-mail; dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
npo sIKicTh BBE3EHOT0 B Ykpainy JikapcbKoro 3ac00y
Ne 10149/25/10

12.03.2025

BI3MH® KOM®OPT
FHMM TIOCBIMICHHSM)
3 HaKOHe‘IHHKOM-JIOBaT opoM i

Hy B KapTOHHIi yIaKoBIli

(malfMeHyBaHHs JKapCHKOTO 3acoBy 3rizHoO 3 peectpani
KpaIuIi o4Hi, po3InH 0,5 mr/mu1, mo 15 M po3IuHy y daaxoni
KPHIIKOIO i3 3aXHCTOM BiJ PO3KPUTTH JTHMM; 110 1 daaxo
(dhopma BUITYCKY, JO3YBAHHA, BALL aKyBAHHS J{KapCHKOTo 3aco0y)

s 08.06.2028

ruenns UA/20055/01/01 crpox ait peecTpaNifHOro HOCBiTIeH
sacoby 70848

HoMep peecTpaLifiHoro OCBi,
KinbKicTh BBE3EHOTO JIKapCHKOTO

Cepis mixapchKoro 3aco0y Ne PJB3500

Succen Papmanesrrka HB, benprist

(HaifMeHyBaHHA BUpOGHYKA TiKapPCHKOro 3acofy, kpaiHa TOXOMKEHHS)

" xoncoH i JlKoHCOH

BupobHUK
Baesero B YKpainy ToBapHCTBO 3 0GMeKEHOI0 BiNOBIIAJBHICTIO
Vipaina'', inent. Ko 35893512
(ualiMeHyBaHHs T2 KOJ 38 €JIPTIOY ropuauHol 0co6u ab0 TIi3BHIIE, IM's, TI0 GaTpKOBi QizUyHO
a peectpauifinuii HoMep 061iKOBOT KAPTKHM MIATHAKA
IOpTa)

0C06H - THAMpUEMLL, T MicLe NPOKUBAHHI T
noaarkis a6o cepis Ta HOMEp 11ac

5 Ne 0640/1.

TIpoToKOJ Bi3yaJBHOr0 KOHTPOJIO gin 06.03.202
mo mikapchkuif 3aci6 BBE3EHO B Vxpaigy 3

HOBJIEHO,
i nikapchkuX 3ac06iB.

3a pesynbTaTaMM JEPXKaBHOTO KOHTpOIIIO  BCTa
lIOTpHMaHHﬂM BUMOT 3aKOHOJIaBCTBa IOA0 3a0e3egeHHS AKOCTL
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PHARMACEUTICAL COMPANIES

oF Sjohmw“gcf\mw

Janssen Pharmaceutica NV
Turnhoutseweg 30
B-2340 Beerse - Belgium

Telephone : +32(0)14/60.69.19 - Fax : +32(0)14/60.76.50

Certificate of Analysis C25019950/1
VISINE COMFORT EYE DROPS 15 UK
Product Code : 471634 Date of Manufacture : 10-2024
Batch Number : PJB3500 Expiry Date : 09-2027
Batch ID : PJB3500 Order : 0020953254
Importing country/territory : Ukraine Quantity : 70848.000 PC
Test Specification Result
Formula Description Liquid Pass
Color Colorless to slightly yellow Pass
Clarity Clear Pass
Dispersed Particles Free of visible foreign material Pass
Odor Absence of strong odor Pass
Condition of Package Uncompromised bottles Pass
Identification
Identification of Tetrahydrozoline HCI Similar retention time for sample and reference Pass
solution peak
Identification of Tetrahydrozoline HCI Complies with reference solution spectrum Pass
Identification of Polyquaternium-42 The absorption spectra in the range of 300 nm  Pass
to 620 nm of the sample solution and the PQ-42
standard solution (100% level) should exhibit
maxima at the same wavelengths within +- 2 nm
and the spectral profiles are visually comparable
pH 6.3t06.6 6.5
Assay of Tetrahydrozoline Hydrochloride 96.0 % to 105.0 % 98.2 %
Individual Chromatographic Impurities (known
and unknowns) of Tetrahydrozoline
Hydrochloride
Each specified identified degradation <= 0.5 % <0.1%
product: BVU3
Each specified identified degradation <=0.5% <0.1 %
product: BVU1
Each specified identified degradation <=0.5% 2r KOHCOH <0.1 %
product: BVU4 ‘;9 & Moﬁi};ixg@{
Each specified identified degradation <=05% ' é‘fi\z‘gg”‘ 358955@% S <0.1 %
product: BVU2 oy it 4@ 4
Any unspecified degradation product <=0.5% i <0.1 %
Total Impurities of Tetrahydrozoline
Hydrochloride
Sum of all degradation products <=2.0% <0.1 %
Assay of Polyquaternium-42 75.0 % to 120.0 % 105.1 %
Color (Spectrophotometric): Transmittance at >= 95 % 100 %
440 nm
Osmolality 265 mOsm/kg to 297 mOsm/kg 287 mOsm/kg

VISINE CLASSIC 1X15ML EYEDR. NF JJC-UKR

Page 1 of 2



- Janssen Pharmaceutica NV

J anssen Turnhoutseweg 30

pmngnsuncgncowmnss B"2340 Beel’se . Belgium
or Golumonafolmwon

Telephone : +32(0)14/60.69.19 - Fax: +32(0)14/60.76.50

Certificate of Analysis C25019950/1

VISINE COMFORT EYE DROPS 15 UK

Product Code : 471634 Date of Manufacture : 10-2024

Batch Number : PJB3500 Expiry Date : 09-2027

Batch ID : PJB3500 Order : 0020953254

Importing country/territory : Ukraine Quantity : 70848.000 PC

Test Specification Result

Particulate Matter
Number of particles >= 10 um <= 50 Particles/mL 2 Particles/mL
Number of particles >= 25 ym <= 5 Particles/mL 0 Particles/mL
Number of particles >= 50 ym <= 2 Particles/mL 0 Particles/mL

Deliverable Volume The average volume of liquid obtained from the Pass

10 containers is NLT 100%, and the volume of
no container is less than 95% of the volume
declared on the labeling.

Sterility / 1 Meets EP requirements Pass
Information

Conclusion: Approved

Specification Report :  PR-017864 Rev26

Packaging Type : Bottle

Formula Description:  Tetrahydrozoline HCI 0.5mg/ml; Glycerin 2.5mg/ml;Polyethylene Glycol 400 11.3mg/ml;
Hypromellose E3 2910 2.0mg/ml; boric acid; potassium chloride; sodium lactate; sodium
phosphate dibasic; magnesium chloride; dextrose; sodium citrate; glycine; ascorbic acid;
Polyquaternium-42; demineralised water g.s. ad 1 ml

Manufacturing License number and Certificate GMP Compliance no.2 - ROYAL DECREE 14.12.2006

BE/GMP/2023/058 ‘

Market Authorization Number:  UA/20055/01/01

Country of origin: Belgium

Efficacy / activity: 1 ml of solution contains tetrahydrozoline hydrochloride 0.5mg
Pharmaceutical form: eye drops, solution 0.05%

Size and type of packaging: 15 ml in polyethylene bottle with dropper and child resistant cap; 1 b
box with Ukrainian and English labeling

We hereby certify that the above information is authentic and accurate.

This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country.

The batch processing, packaging, and analysis records were reviewed and found to be in compliance with GMP.

This certificate of analysis has been created on 06-FEB-2025 and originally electronically signed for approval under the
supervision of Karolien Broes, Qualified Person, on 11-DEC-2024. This certificate is produced by a validated Laboratory
information Management System and therefore bears no handwritten signature.

VISINE CLASSIC 1X15ML EYEDR. NF JUC-UKR Page 2 of 2



Ha 6naHKy BUpOOHMKA Sfiuccen OapmaueBTuka HB €25019950/1
Typxxoytceser 30
B-2340 Beepce — Benbris
Tenedon; +32(0)14/60.69.19 ~ dakc: +32(0)14/60.76.50
CEPTU®IKAT AHANI3Y
BI3UH® KOM®OPT
Kopn npoaykTy . 471634 [ata supobHuurea : 10-2024
Homep cepil : PJB3500 [JaTa 3aKiH4eHHs TepmiHy npUAaTHOCTI : 09-2027
14. Homep cepii : PJB3500 3amosrneHHs : 0020953254
Kpaina-imnopTtep/ : Ykpaia KinbkicTtb : 70848.000 yn.
TepuTopis
Tect Cneuudikauis PesynbTar
Onuec
Onuc peuenTypu PiguHa
Konip Bip, 6esbapBHOro A0 3nerka XXoBToro Bignosiaae
Mpo3sopictb Mposopuit Bignosigae
[ucneprosaHi 4acTku BirbHWUM Bii CTOPOHHIX BUAUMMUX BKITIOHEHD Bignosigae
3anax BigcyTHicTb cUnbHOro 3anaxy Bianosinae
CraH ynakoBku Mnswkn 6es pedekTis Bignosinae
Binnosipae

lneHTudikaLlis TeTpasoniHy rigpoxnopuay MopiGHuit Yac yTpuMyBaHHs Ans miky y posumHi 3paska  Bigrnosinae

Ta cTaHgapTy

Bignosigae criekTpy posyuHy cTasaapty Bignosinae
lpeHTUdIKALA nonikeaTepHiymy -42 CrieKTpu nornuHaKHst B Aianasoni sig 300 HM A0 620 Bignosigae

HM BUNPOBYBAHOTO PO3UMHY Ta CTaHAAPTHOro PO3YUHY Bianogigae

PQ-42 (piseHb 100%) NOBUHHI AEMOHCTPYBaTH

MaKCUMYMU MPU OAHAKOBMX AOBXWHAX XBUNb B MEXax

+ 2 HM, a podini cnekTpiB NoBMHHI By Ty BidyanbHO

ropisHIOBaHUMI
ph

6,368 6,5
KinbkicHe BU3HaUEHHS TETPUIONIHY 96,0% fo 105,0% 98,2%
rigpoxsiopuay
XpomartorpadiuHa uncTota (sigoma Ta
HeBsifoMa) TeTpariaposoniHy rigpoxnopuay:
KoxeH 3asHaueHuit ineHTudikoBaHui
npoaykT posnagy BVU 3 He 6inbLe 0,5% <0,1%
KoxeH saaHadenunii ineHTudikoBaHuit
npoaykT posnagy BVU 1 He 6inble 0,5% <0,1%
KoseH 3asHaueHud ineHTudikosaHui
ripoaykT posnagy BVU 4 He 6inbwe 0,5% <0,1%
KoskeH 3asHadeHui ineHTudikoBaHni
npoaykT posnany BVU 2 He 6inblue 0,5% <0,1%
Byab-sikuit HecneumdiduHui NpopykT
posnagy. He 6inbwe 0,5% <0,1%
BaranbHi AoMiLKV TeTPariapo3oniHy
rigpoxriopuay.
Cyma JoMilLoK He 6inbwe 2,0% <0,1%

KinbKicHe BU3HauYeHHs MosiKCeTOHIo

Ine Xp &H- a3y
A MU i ayitingg

g
T (i} 35893“’ o
G125

3 A
e O RO 738
=¥,
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Ha 6sanky BupoGHEKa fAHcceH ®apmauesThka HB €25019950/1
TyphxoyTceser 30
B-2340 Beepce — Benbris
Tenedon: +32(0)14/60.69.19 — dake: +32(0)14/60.76.50
CEPTUDIKAT AHATI3Y
BISUH® KOM®OPT

Kop npoaykry 1471634 [Jata Bupobxuurea 1 10-2024
Howmep cepii : PJB3500 [JaTta sakiHueHHs TepMiHy npuaaTHocTi : 09-2027
la. Homep cepii ; PJB3500 3amoBneHHst : 0020953254
Kpaina-imnoprep/ : YkpaiHa KinbkicTb : 70848.000 yn.
TepUTOpIN
Tecr Cneuudikauis Pesynbrar
xnopuay (noniksatepHiymy -42) 75,0% po 120,0% 105,1%
Konip (CnektpodoTomeTpist): KoediliieHt He meHwe 95% 100%
nponyckaHHs npu 440 Hm
OcMonsnbHICTb 265-297 mOcm/kr 287 mOcm/kr

MexaHiu4Hi BKITKYEHHS:

KinbkicTb BKrtoueHb 210MKK
KinbkicTb BKIHOYEHb 225MKK
KinbkicTb BrntoueHb 250MKk

<= 50 BKJIHOYEHbL/MN
<= 5 BKIIOYEHL/MN
<= 2 BKIHOYEHb/MN

2 BKITIOYEHHSI/MI
0 BKNIOYEHb/MS
0 BKIIOYEHB/MN

0O6’eM, WO BUTAraeTLEA CepeaHiin 06'eM pignHu oTpumaHol 3 10 koHTeliHepiB, Bignosinae
cknagae e meHwe 100%, a 06’em XogHoro

KOHTeliHepa He MeHWwe 95% Bia 3asiBneHoro ob’emy.

S —

CrepunbHicTs/ 1

Binnosiaae

lHdbopmattia

BucHoBsok: Bignosigae
Creuundikauisi: PR-017864 eepcis 26
Tun yrniakosku: dnakoH

2910 2,0 mr/mn; GopHa KMCNOTa; XNOPUCTUI Kanii; nakTat HaTtpilo; docdar H
JeKCTpo3a; uaTpaT HaTpito; rniuuH; ackopbiHoBa kucnota; MNonikeaTepHiym-42; Boaa neMiHepaniqoaaHa g.s.ad 1 mn
Homep niueHsii Ha BupoBHMUTBO Ta HoMep GMP ceptudikaty Ne2 - KOPOJIBCbKWW YKA3 14.12.2006 Ta
BE/GMP/2023/058

Homep peectpaduiitHoro noceigueHHs: UA/20055/01/01

Kpaina noxomxeHHs:: Benbris

Cuna pii: 1 M po3ynHy MICTUTb TeTparigpa3sonidy rigpoxnopugy 0,5mr

Jlikapcbka chopma: kpansi o4Hi, posvuH 0,05%

Poamip Ta Tvn nakysaHlHs: no 15 Mn po3umnny y dhnakoHi 3 HAKOHEHHUKOM-,03aTOPOM | KPULLIKOIO i3 3aXUCTOM Bif PO3KPUTTS
AiTeMu; 110 1 riakoHy B KapTOHHIl ynakoBLji 3 MapkyBaHHAM YKpaiHChKOIO Ta aHrniichbKolo MOBaMMK,

Kpaina iMropTep 3asHaueHa B 3arorioBky Ta BiAnosinae nepuuin kpaii imnoprery.

Lium My niaTeepaxyemo, WO HaBseaeHa BULLE iH(opMaLia € JOCTOBIPHOK Ta TOUHOIO.

Lis cepis npoaykry 6yna Bupo6rieHa, BKIOHaOUM NaKyBaHHA Ta KOHTPOMb AKOCTI, Ha BUlLe3asHaYeHin(ux) AinbHULi(AX) Y
MOBHIl BiANOBigHOCTI 3 BUMOramu GMP MicLieBoro perynaTopHOro opraty, Ta 3i cneuudikauismv y peecTpauiitHoMy A0Cbe
KpaiHu-iMnopTepa.

MpoTokonu BUpoGHULITBa Cepil, nakyBaHHs | anariay cepii 6ynv nepernsHyTi | BcTaHoBreHo signosigHicTs GMP.

Llett ceptudikar aHanisy 6yno sugaro 06 JIIOT 2025 p. i Bunyck cepii aossonenuit Kaponii BPOEC, YnosBHoBaXeHoI
0cobolo, 3a JOMOMOrolo efiekTpoHHoro nignucy 11 rpyaHa 2024 p. Lleit ceprudikat aHanisy BuaaHwi BasifoBaHo
nabopaTopHoio iHGOoPMaLiiHO-KEPYIOUOID CUCTEMOIO | TOMY Ha HbOMY HeMae py4HOro nianucy.

Cropinka 2 i3 2



JEPAKABHA CJIY)KBA 3 JIIKAPCBKI/IX 3ACOFIB TA KOHTPOJIIO 3A
HAPKOTHMKAMH Y KHIBCHKIi OBJIAC’II

TIPOB. CBlTnmmm Haml 3, m.Kuis, 02099 Ten/daxc: (044) 36 06"
-mall' dls ko@dls gov.ua, Kog €ZIPTIOY 37078774
l : I

BI/ICHOBOK

PO AKICTh: BBeSeHOI‘d B Yxpamy .rmcapcmoro 3ac06y

29.10.2024 ! ! . - Ne 53211/24/10
1 : ‘ * ‘

BIBI/IH® KOM(I)OPT

(HmmeHyBaHHx mxapcm(oro 3a006y 3rifHO 3 peecTpariiHimM IIOCBIJI‘ICHHXM)
Kpanii ouni, pozuns 0,5 Mr/MJr mo 15 mn pos'mny Y daaxoni 3 Haxonequnxom-noaampom i

KPHIIKOI i3 3axmcTOM Bl)l p03KpHTT$l }IlTbMH, IIO 1 ([maxony B KapTOHHlH leaKOBIIl
((popma BmeCl(y, .uosyrsakn—m BHA HaKYI A mxapcr,xoro 3a006y) i

Homep peectpaniitsoro nocsinenms UA/ZOOS 5/01/01 CTpOK ,z;i'l' peectpaniitHoro nocsggen?i;sl 08.06.2028

Cepis nikapcrkoro 3acoby Ne PFB2P00 Ey | Kinskicrs BBeéeHoro nikapceKoro 35.51'096}:4142056

Bupo6uux }IﬂcceH CDapmaueBmxa HB, Bem,rm

i (Hamaeny BAHHA Bnpo6mu<a nucapcmoro 33006y, Kpaifia D0XO0/DKeHHS)

Bseseno B Vrpainy Tosapncrno 3 oﬁmemenoxo anonmanbchm' !

OHCOH i ,lImoucou
Yxpaina", izenr. koa: 35893512 R

(Haﬁmeuynamm Ta XOX 3a €JPIIOY mpmqnox ocobu a60 nplsanme lM A, 10 6aTLKom ¢ispgHoi
ocoGH g

ITporokon BisyansHoro KOHTpOJl}(é am29 10.20"4 Ne 3169/3

L

3a  pesynpTaTaAMH  JEPKABHOLO Kom'pomo BCTAHOBIICHO, mo JiKapceKuit  3aci6: : BBE3eHO B Ykpainy 3
AOTPHMAaHHAM suMor SaKOHOJ.IaBCTBa 1010 3a6e3neqeum AKOCTI JIKAPCHKAX 3ac061B

yXPAY

\UA KOH
\S‘ W A

Hauanbiffix 4 /ﬁh@%
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Ha 6aanxy BupoOuuka

SHCCeH (Dapma’uééfuka HB
TyponcheBer 30
B-2340 Beepce - Benbris

Tenaqm +32(0)44/en 89.19 - dakc: +32( }14/80.78.50

CEPTM(DIKAT AHAMIZY

iBI3VIH® KOMQJOPT
Koga npoaykry 1 471634 i j.ElaTalsupoﬁquraa ' 06-2024
Howmep cepii :PFB2P00 & ;. ﬂaTa!:iaKlH’-{eHHFl TEPMiHy anIp,aTHOCTI « 05-2027
In. Homep cepif 1 PFB2PQO - -+ 3aMOBJ'IeHHFI ’ 0020939798
Kpaina-imnoprep s Yipaiha -t Klan;ICTb i 142056.000 yn.

3 ! |

i ]
Tect Cneuwndikauis ‘PesynbTar

R K l .' o]

|
Onuc ! .
Onuc peuenTypun Piguna i N Bignosinae
Konip Big 6936apBHoro Ao 3nerka KOBTOrO Bi,qnbain,ae
MposopicTb I'Ipoaopww : Bignosinae
AwvcneprosaHi YacTku BinbHui Big CTOpOHHi)_( BUAVMUX BKJTIIOMEHD Bianosigae
3anax BiacyTHICTE piakoro aanaxy Biznosigae

CtaH ynakoBku

laeHTudbikauis TeTpasoniHy rinpoxnopw,q’y} N
laeHTudikauis Tetpasoniny rip,poxnopm'y;

laeHTUDikauis nonikeaTepHiymy -42

ph

KinbKicHe BU3HaYeHHs TETPU3OSTIHY
rinpoxnopuay

XpomarorpadivHa yncroTa (Bigoma ta | |
HeBiA0Ma) TeTpariApo3oniHy rigpoxnopugy
Byab-akuit HecneludivHuiA NpogyxT poanap,y
BVU 3

Byab-siknit HecneumdivHuit npogykT poanany
BVU 1

Byab-AKuiA HecneundiyHNi NPoAYKT poananyi

BVU 4

Byab-siknii HecneundivHUi NPoAYKT posnagy
BVU 2

Byab-Akuit HecrieundiMHUA NpogyKT poanany
TeTpariAposoniHy rigpoxnopuay.
Cyma npogykTie poanagy

KinekicHe Bu3Ha4yeHHs nonixsaTepHiymy-r

Konip (CnekrpocoTomeTpis): KoecpluleHT :
nponyckaxHs npu 440 Hm 24

OcmonaneHicTb

He Gmblue 0,5%

Nnswkv|6es pedexris.

. 1

I'Iop.lﬁnvm yac yprmyaaHHn A0S Tiiky

BUNPOGOBYBAHOTC 1 CTAHAAPTHOTO PO3UMHY

Blp.noauiae ETAIIOHHOMY CrIeKTpY PO34UHy.

‘CHEKTpV‘ noranaHHﬂ B AianasoHi sig 300 HM Ao 620

Bignosinae

Bignosigae
Bignosigae

Bigpnoeigae

HM BUNPOGYBAHOrO PO34MHY Ta CTaHAAPTHOrO pqaquy Bianosigae

PQ-42 ( PIBeHb 100%) NOBUHHI AGMOHCTPYBATH . -
MaKCUMYMU 1Py O4HAKOBMX 0BXKMHEX xamnb_‘ Me»c
npodini cnekTpis MOBUHHI Gy Ti Blayan 0.

+ 2 HMm, 2

ﬂOpIBHIOBaHMMM

63 66

96,0% g0 105,0% '

He 6inb;ue 0,5%
He 6inbiue 0,5%

:He Ginbive 0,5%

He 6inbiyue 0,5%
iHe 6|nb1ue 20% .

75 0% uo 120,0%

He mentue 95%

265-297:MOcm/kr

285mOcm/kr

Cropiska 132




Ha 6nanky Bupodumka

i
|
|
|

Flucceu ¢apmauea'mxa HB

TypHxoyTceser 30
B-2340 Beepce ~ benbrisi

;. Tenathon: +32(0)

Bl
| i
CEPTUOIKAT AHANI3Y

14/80.69.18 - Gake: +32(0)14/80.76.50

iB|3MH® KOMCDOPT
Kop npoaykry 1471634 . 0 [aral awpoGHmuTaa '+ 06-2024
Homep cepii : PFB2P0OOQ : : o ﬂaTa’aaqueHHn TeleHy npw,qamocn : 05-2027
1. Homep cepil . PFB2P00 . : 3aMOBI‘IeHHH : 0020939798
Kpaina-imnoptep : YkpaiHa KIJ‘IbK‘lCTb : 142056.000 yn.
Tect Cne ndikauis - | :Pesynbrar

MexaHiqHi BkNioYeHHs:;

KinskicTb BKnioYeHb 210MKK
KinbKicTb BKMioYeHb 225MKK
KinbkicTb BknioyeHb 250MKK

1 '!‘ )
! R
; i ‘,
<= 50 BKMOYEHb/MA |
<= 5 BKrlOYeHb/MNT
|1 <=2 BIIOYEHb/MIT
. %% 1

4 BKNIOYEHHA/MA
0 BKtOYEHB/MN
0 BKOMEHB/MN

CrepunbHicTs/ 1 iBiAnoa' ae BMMOI‘aM @Bp‘. dapm, Bignosinae
O6'em BmicTy Cepep.H i 06'em BMICTy He MEHLUMI, HPX HOMIHa HI Bignosinae
o6'em. Q6’em ogHoro cpnaKOHy HE MEHLLnA, HI)K 95% g
Big, HOMlHaanOFO 06’ emy ; :
IHdbopmauis

BucHoBok: Bignosinae
Cneuundgikauis: PR-017864
Tun ynakosku: driakoH : :
Onuc cknagy: Tetparigposonid HCI O 5 mr/vn; I'mu,epwH
2910 - 2,0 mr/mn; BopHa KucnoTa; Xnopuctvin Kanii;
HekcTposa; Liutpar Harpito; niumk; Acxopﬁmoaa Kucro

KpaiHa noxopxeHHs: Benbris

Homep peecTauifiHoro noceigveHHs: UA/20055/01/01
Cuna 4il: 1 M po3unHy MICTUTb TeTparifpasoniHy np,pox
Jlikapcoka dhopma: kpanni ouHi, po34mH 0, 05% ‘
Poamip Ta Tun nakyeaHHs: no 15 mn posum{Hy y cbnakom
AiTeMy; N0 1 (hNaKoHy B KAPTOHHIA ynakoBLyi 3 MapkysaH

KpaiHa imnoprep 3asHavyeHa B 3aronosxy i‘a éip,noaip.ae

Homep niyensii Ha Bupo6HuLTBO Ta. Homep GMP
BE/GMP/2023/058 :

Lium My ninTeepaxyemo, Lo HaBeAeHa aw e lHd)opmau
Ls cepm npoaykry byna supobnexa, Blcmoqaroqn naky

2,5 MI'/M.H ﬂome'rwneHrmKonb 400 - 3 Mr/Mn linpomenosa E3
Nakrat Hanno docdbat Hartpito ,ﬂaoocnoanmm Xnopup Marhito;
Ta; I‘lomxaaTepmyM -42; Bopa D,eMIHepamaoaaHa gs 4o 1 mn

cnopuay 0, 5mr

B HaKOHe‘-IHVIKOM-aO:iaTOpOM i KpVILLlKO}O 13 3aXVICTOM Bifl PO3KPUTTH
H5IM YKpafHCbKOIO Ta aHrmnincbkow MOBaMVI ¢

1epu1m Kpa'IHI imnopTeTy.

cepmrbmaw Ne2 - KOPOJ‘IIBCbKMM YKA3 14.12,2006 Ta

A € JJ,OCTOBIpHOIO Ta TO‘-IHOK)

aHHA Ta KOHTponb SIKOCTI, Ha Bmueaaa m(nx) AIJ‘IbHVILu(ﬂX) y

NOBHii BignosigHocTi 3 BUMoramu GMP MICL\GBOFO perynﬂTopHoro opraHy, Ta 3i CneLWICblKaLIIHM y pGGCTpaLIMHOMy AOCbE

kpaiHu-iMnoprepa.
MpoTokonu BupoGruuTBa Cepil, naKyBaHHn i aHanlay cep
Llett cepTudpikar ananiay Gyno sugaxo 17 xoeTHs 2024

it 6ynu nepernﬂHyTl i BCTAHOBNEHO BIJJ,HOBIAHICTb GMP.
p. i Bunyck cepii fossoneHuit Kaponii BPOEC, YnoBHOBa)eHOI0

0coGolo, 3a AONOMOrOK @NeKTPOHHOTO. Nignucy 03 BEPECHS 2024 ‘p. 20:45 CET. Uen cepmcpma'r aHanisy smaaxvi

BarnigosaHo nabopaTopHoto |Hcpopmaumuo-|<epyioqoro

CUCTEMOIO | 'romy Ha8 HbOMY HemMae py‘-IHOFO nu:mvucy

Ct
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v Janssen Pharmaceutlca NV

‘, ‘;' : Turnhoutseweg 30 P
J éngs,.en ‘1 'B-2340 Bezse Belglum '
ol Telephone +32(0)14160.6 19 « Fax : +3Z(0)14160 16,50 | i
Certlflc ate of Analysm
Vlsme ® Comfort
Product Code : 471634 Date of Manufacture . 06- 2024
Batch Number PFB2P00 Expiry Date ‘ 05 2027
Batch ID : PFB2P00 ., i Order:; . : 0020939 8
Importing countryfterritory : France S ETEE : Quantsty.l ‘ 142056 000 PC
Test - Specification e ; Result
Description ; !
i :
Formula Description ' Liquid " 3[‘
Color ; Colorlesst((sl:ghtlyyellow
Clarity . Clear ‘
Dispersed Particles Freeofwsbleformgnmatenal
Odor Absence oﬁstrongodor !
Conditionof Package : U‘ncemprorinlsed bottlee 3

. Slmllar retentlon time for samp e and reference solution
o peak | P
Identification of Tetrahydrozoline HCI ¢+« Complies thh reference solution spectrum © .5 Pass

Identification of Polyquaternium-42 . " | The absorption spectrain the range of 300 nm to 620 nm of Pass
i the sample solution and the PQ-42 standard sotution "

(100% levél) should exhibit maximaatthesame

i wavelengthswithin+-2nm and the spectral proflles are

wsuallyconj parable - ,; i ;

i

Identification of Tetrahydrozoline HCL

< g

pH 631066

Assay of Tetrahydrozoline Hydrachloride . 96.0% 10/105.0 % 983 %

Individual Chromatographic Impurities (known and
unknowns) of Tetrahydrozoline
Hydrochloride

Each specified identified degradation product:
BVU3

Each specified identified degradation product:
BVU1

Each specified identified degradation product:
BVU4

Each specified identified degradation product:
BVU2

Any unspecified degradation product Total
Impurities of Tetrahydrozoline Hydrochloride

Sum of all degradation products
Assay of Polyquaternium-42

750%101200%
Color (Spectrophotometric): Transmittance at 440 nm >=95 % ‘:;

Osmolality : : 265 mOsfnlkg to 297 n{Osmlkg 285 mOsm/kg
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janssen

FHARNBACEUTICAL COMPANIES
ov gvh\umugoﬂmms

6érfific;1te of Analysis

! | Janssen Ph?’rmaceutica NV.
Turnhoutseweg 30 .. .
3-2340 Beerse - Belgium |
Telephone ; f32(0)1460.6P.19 - Fax; +32(0)14/60,76,50

P Visi—ne ® Comfort
Product Code : 471634 ] Date 'ofiManUfacture: 062024
Batch Number : PFB2P00 | Expiry Date: 05-2027 /-
Batch ID : PFB2P00 | Order: 0020939798
Importing country/territory : France . Quantity : 142056.0’00 pC
Test | Specification . Result
Particulate Matter - r

Number of particles >= 10 pm

: <‘='_50Par‘(iv§’:les/mL =

: 1;1',§Particles/mL

Number of particles >= 25 pm ! <_=5Particies/mL j" , ;_v,P“articles/mL
Number of particles>=50um - <=2Particles/mL ' i ’0;P‘articles/mL
= | A ‘
Sterility / 1 - Meetsthe EP requirement;s Péss
Volume of content  The average volume of contents is not less

! than the ndminal volume. T he volume of

Pass

| onevial is not less than 95% of the nominal
: volume, o N '

Information

Approved =
Conclusion: PR-017864 iy : i
Specification Report : B : L
Packaging Type: Bottle SELE ‘ : i

TetrahydrozolineHClO.S'h;g/rhl; GlycerinZ.Smg/ml; PolyeihyleneGlycol400 - 11.3r{1g/inl; HypromelloseE3
2910 - 2.0mg/ml; Boricchd;.(Potassiumcrploride;Sodium;lactate; Sodium Phosphate Dibasic; Magnesium
Chloride; Dextrose; Sodium Citrate; Glycine; Ascorbic Acid; Polyquaternium-42; Demjineralised Water g.s.
ad1lml i : i P E ‘ : B '

Formula Description :

Country of origin: Belgium = j ! :; D
Number of the marketing authorisation: UA/20055/O1/{)1 - ! , ;
Efficacy / activity: 1 ml of solution contains tetrahydrbz;olihefhydro,'hloride O.Smd - ‘ A
Pharmaceutical form: eye drops, solution 0.05% oL E iy B _ ? ] ,
Size and type of packaging: 15 ml in palyethylené botile with drojjper and child ‘}esistant cap; 1 bottle in‘cardboard box with
Ukrainian and English labeling 2T b - B Y 5

£

Importing Country indicated in header corrsespon:js"E tot the first importing countr){ g H
Manufacturing License number and Certificate GMP C,o;m‘p_!ianjce no.2- ROYAL DECREE 14.12.2006 and BE/GMP/ZQ?ZB/OSS
We hereby certify that the above information is agjtf)eﬁtic 5and accyrate. . o o .
This batch of product has been manufactured, including Qa‘ckaging/labelligg and quality control at the above mentioned s
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of t
Thebatchprocessing,packaging,andanalysisrecotdSwere'reviewed;andfoundtobéincompliancewithGMP.; S :
This certificate of analysis hasbeen created on 17-0CT-2024 and the batfch release hasbeen authorized byKarolien BROES; Qualified Person, by

means of an electronic signature on 03-SEP-2024 20:45 CET. This certificate is produced byavalidated Laboratory Information Mana
Systemandthereforebearsno handwrittensignature. - . , : [ -
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