JEPXUIKCIIYEBA
JTEPKABHA CJIVKBA 3 JIKAPCBEKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCHKIN OBJIACTI

npocnekt Banepta JloGanosckkoroe, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua hitps.//www.dls.gov.ua, Kog €PTIOY 37078774

BHCHOBOK
PO AKICTH BBE3€HOT0 B YKPAIHY JIKAPCHKOTO 32006y

20.02.2023 Nu 6289/23/10

GOJOKCAHEKCT

(HaFtMeRYBANMA JiKAPCLROTO 3acoTy IriRHO 3. PRECTPANIIIHM IOCBINYEHHAN)
Kparmi ouid, posamu, 3 Mr/mix; mo 10 Ma y guiakoni-kpanensnnni; no 1 ¢paakony-
KpalennuuI B na4ni

(ropma BHNYCKY, RO3YBAHHS, B/ NMAKYBAHEA AIKAPCLKOTe 3ac08y)

Homep peectpaniiinoro nocrinyensas UA/17434/01/01 crpox ait pecerpauiimoro nocsingenus 28.05.2024

Cepin nikapcskoro aacady Ne 0431022 Kinsxicts sseseroro mikapeskoro sacofy 13540
BupoGunk DAPMITEA C.ILA, Iranis L
(hafiMenyBaHEA RHPODHIKD JIKAPCSKOro 3acofy, KpaiHa OXOTKEHHA)
Baesero 8 Yipainy CrinbHe yKpaiHChbKo-eCTORChKE NANPHEMETRO Y GopMi ToBapncTBa
3 obmesrenoo Bignosinannuicrio "OnTinta-Gapsr, JITAY, inewr. won:
21642228

(HakstonyBanna T2 k01 33 EJPITIOY 1opiouunot ocobu afic npissuute, iv's, Mo Sarkkori dHamuHoi
acobit - pigapuent, i Micle npokkiinama Ta peccpanifingit roMep obniKoROT KAPTKI INATHNERA
ROIATEIR 260 ¢epig Ta HOMED nacropra)

[Hpotoxoa sisyansmore womrpome gig 14,.02.2023 N: (0439/1,
-3a  pesynbTaTaMyu EPEABHOMO KOHTPONH -BCTAHOBNEHO, IO jiikapehkiti 3aci0  sBeseno B VYrpainy 3

_ HGTPI!M AHHAM  suMor 3axoHoAaBCTBA 1WOZO 3abc3nevess #KOCTI AiKapchkix 3acobiE,
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FARMIGEAY

A,

CEPTH®IKAT SIKOCTI CEPIL JIKAPCBKOI'O 3ACOBY

| Nafﬁé of pfbduct/HaaBa IIPOAYKTY

(strength, dosage form, package size and type/
JIO3YBaHHs, JIKapchka QopMa, posMip.i THII
YIIAKOBKH )

FLOXANEXT, 'eye c:il;ops;r so.lﬁtion, 3.'mg/ml, 10 ml in |
dropper vial, 1 dropper vial in a pack with labeling in
Ukrainian

PJIOKCAHEKCT, kparuii ouni, posunn, 3 Mr/mi, o 10

MILY (IIaKOHi-KpanensHULI; 110 1 GaakoHy-KpanessHui
B IAYIIl 3 MaPKYBaHHAM YKPaiHCBKOI MOBOIO

Active substance/ niroua pedoruHa

1 ml of solution contains: 3,0 mg of ofloxacin/
I Mt po3gHny MicTHTE 3,0 Mr odIoKcanuHy

Manufaéturing country/ kpaiHa-BHPOOHUK

Italy/ Itanix

MA numbet/ Homep PIT

Ne. UA/17434/G1/01

Batch number and size/ Homep Ta posmip
cepii

0431022
13.600 packs/ym

Date of manufacture / Jlata ,BHpDSHHuTBa 10.2022
Expiry Date/ Ctpok npagaTHocTi 04.2025
Name, address and license number of | FARMIGEA SP.A.

manufacturing site/ Hazea, agpeca i momep
MNeH3il BUPOOHUIOI. KinpHMIT

Via G.B. Oliva, 8 — 56121 Pisa (PI), Ttaly/

OAPMIT'EA C.IT.A.
BiaI''b. Oniga, 8-56121 Ilisa (ITiza), Itanis

Manufacturing License Ne aM-=202/ 2017 from 17.11.2017

/ Jlinensia Ha BHpoOHUUTEO Ne aM — 202/2017 Bin

117.11.2017 p

GMP certificate / GMP ceprahixar

GMP Ne IT/115/H/2022




—
FAFM%GEA'

Indicator/TloxazHuk

| Specificatim;aneunq)ilcauiﬂ Result/
PesyanTar
Appearance/ Omnuc Clear and slightly yellowish solution, practically | Confirm/
free from particles /IIposopuii posgus snerxa | . .
| . . .| Biariosiaae
JKOBTYBATOIO KOJIBOPY, MPaKTHYHO BiNBHUIL Bif
YJAaCTHHOK
pH/3navenns pH 6.0 to 7.0/ Bin 6.0 1o 7.0 6.6

Osmolality/
OcMOIANBHICTD

275-325 mOsmol/kg /
275-325 MOcMoub/kr

296 mOsmol/kg /
296 MmOcMOnE/kr

Extractable volume/ O6’em,
110 BUTHTAECTLCS

Not less than 10.0 ml/ He mieﬁ'me HIK 10.0 MJI

Identification of ofloxacin
(HPLC method-RT)/
Inermudirkamnis
ofurokcanuny (BEPX- uyac
YTPHUMAHHA)

10,1 ml/10,1mn

Positive /Tlo3uTuBHa

Positive
/TTo3uTEHA

Identification of ofloxacin
(HPLC method-UVY/
InenTugikanis
oaoxcanuny (BEPX-
CIEKTD MOTHMHAHHS)

Positive /[1o3uTUBHA

Positive
/TlosuTuBHAa

Identification of
Benzalkonium chloride.
(HPLC method)/
Inentugikauis
benzankoHin xaopus
(BEPX)

Positive/TTo2uTuRHA

Positive
/Tlo3suTHRHA

Assay of ofloxacin/
KinskicHe BH3HAYEHHA
{ ohJTOKCAIIHHY

95.0 -105.0%

102.0%

Related substances, %/
‘CynyTHi gomimxn

| - Impurity B /[lomitmixa B
- Impurity F/Jomimka F

- Unknown Impurities APT
| (each)/ Byab-sika HeBigoma
NOMilKa

Not more than 0.3 %/ He 6insme 0.3 %

| Not more than 0.3 %/ He 6insure 0.3 %

Not more than 0.2 %/ He 6insme 0.2 %
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- Total impurities / Cyma
| ZOMIILIOK
Not more than 1.0.%/ He 6insmie 1.0 % 0.0%
Assay of Benzalkonium | 90:0-110.0% 98,7%
chloride /  Kineskiche
BM3HAYEHHA OeH3aJKOHiI0
XJIOpHAY A . .
Sterility/ Crepunbuictn The solution should be sterile/ Posunu nopunen | Sterile/
OYTH CTEPHILHUM CTepHIILHO

* reviewed and accepted
‘The batch meets the requirements of QCM for MA No UA/17434/01/01 / Cepis Bignosigae BumoramMm MK
10 PIT Ne UA/17434/01/01.

The packing, labeling and expiry date correspond to the requirements. of QCM/ YnakoBka, MapKyBaHOs Ta
‘TEPMIH NPH/ATHOCTI BIANOBIIar0Ts BuMoram MK S,

STORAGE: The medicinal product does not require any special temperature storage conditions. Store in.
the original package in order to protect from light. Keep out if the reach of children./Jlikapcokuii 3aci6 ne
BUMAra€ OCOOJIMBHX TEMIEPATYPHUX YMOB 30epiramms. 36epiratm B OPUTIHAIBHIM  ymakosui y
3aXHINEHOMY B CBITHA Micli. 36epirati y HeIOCTYITHOMY I JiTeM Micki!

1 hereby certify that the above information is authentic and accurate. This batch -of product has béeen
manufactured, including packing/ labeling and quality control at the above mentioned site in full
compliance with the EU GMP requirements assigned by the local health authority and also.in accordance
with specification of registration documentation affirmed in Ukraine for investigational medicinal product.
‘The batch processing, packaging and analysis records were reviewed and found to be in compliance with-
‘GMP requirements and were signed by the responsible persons of the above mentioned manufacturer./
Hum 1 marseprxyro, 1o HaBexeHa BULIE iHGOpPMALis € AOCTOBIPHOIO Ta TOHHOK. 1Ig cepist mpoxykuii
OyJ1a BUrOTOBJIEHA, BKITFOYAIOYN [TAaKyBaHHA, MApKYBAHHS Ta IPOBEACHHs KOHTPOIIO 11 AKOCTI HA
3a3HavYeHIN BHPOOHMULH NIIAHII y [IOBHIH BiIMOBI IHOCTI 3 BIMOTAMK GMP, BcTa”HOBIEHUME MICIEBHM
PETYIATOPHIM OPraHOM, & TAKOX BIAMOBIAHO 10 crienudiKalliif, N0 MICTATECA B peecTpalliHOMY AOCKE,
3aTBEP/DKEHOMY B YKPaiHi /s AOCIiMKYBAHOTO JIiKapChKoro 3acoby. [poTokonn BHPOOHUIITBA,

HaKyBAaHHA Ta IPOBEICHHS aHAM3IB Oy.u NepeBipeni, BCTAHOBIEHO BiANORIAHICTE BuMoram GMP Ta
TAMUCAHO BiANOBRINANBHUME 0COBaMH BUPOGHUKA.

Issued by/Bunano
Qualified Person/ Ynosrnoeaxena oco6a:
Riccardo Piagneri/Pikapao IT°annepi
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Date//{ata: 23/11/2022




