AEPJKABHA CJIYVIKEBA 3 HIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KMIBCBKIiT OBJIACTI

npoB. Ceitnuymoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kon €[IPTIOY 37078774

BUCHOBOK
Ipo sIKicTh BBe3eHOro B Yxpainy Jikapcbkoro 3acoly

24.09.2024 Ne 44432/24/10

C€JUIOKC
(natimenyBanns aikapcLkoro 3acoby 3riguo 3 peecTpauiitm TIOCBI XYEHHsM)
KpanJi oyni, Po3umuH, 0,9 mr/mua, no 5 ma Y nasigi 3 KpaneiasHuuero, no 1 maswmi 3
KpaneabHHUEI0 Y KapTouHiii Kopo6ui
(opma Bunycxy, H03YBaHHS, BU NAKyBaHHs niKapcbkoro 3acofy)

Homep peecrpaiiinoro nocsiggenus UA/18429/01/01 CTPOK 1ii peecTpaniitnoro nocaiguenns 22.02.2026

Cepis nikapcskoro 3aco6y Ne 384 Kinskicts BBe3EHOrO nixapebkoro 3aco6y 1960
Bupo6uuk Ap. epxapn Mauy Xem.-hapm. Pacpux I" M6X, Himeuunna
(Haiimenypanug BHPOGHUKa Jlikapchkoro 3acoby, kpaina TIOXOJKEHHS )
Beeseno B Vipainy CrinibHe YKpainchbKo-ecTOHChLKe nianpuemcrso y ¢opmi ToBapucrea
3 o6MexeHoI0 BinoBiza LHicTIO "OnTima-(DapM, JTA", ixenr. xox:
21642228

(HaiiMenyBaHug T2 kox 3a CAPIIOY HOPHIMYHOT 0cobu abo npisBuLe, iM's, o 6aTbkoBi Giznunoi
0064 - nignpremus, i micue MPOKUBAHHS Ta peecTpauilinuii HOMEp 06.1iK0BOI KapTkH nnaThuxa
nozatkis a6o cepis Ta HOMEp macriopra)

Hporoxoan Bisyansuore KonTpono sin 23.09.2024 N> 2628/4.

3a  pesyasTatamu ACPIKABHOIO  KOHTPOJTIO BCTAHOBEHO, 10 Jjtikapchkuil  3acif BBE3¢HO B Vkpatuy 3
,[IOTpHMaHHﬂM BHMOT 3aKOHOAABCTBA 100 3abe3neuenns skocti JIKapCLKHX 3ac0Gis,
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CepTudikar cepii

Onepxysau:

Mpoaykr: €nnokc (5 mn)
Howmep cepii: 384

bBayw eng Mo6m Moneny

Crop./Page: 1

KoHTaxT

Ten/Phone:++ 49 30 33 093-0
Pakc/Fax: ++ 49 30 33 0 93-201

——

Ne npoaykry.: 07441UA
Bunywena kinbkicTs: 6020 wr

Pesynbratu aHanizy

MapameTtpu TecTy

Cneuundpikauis

Pe3yn bTaTu TecTyBaHHA

OcmonsnbHicTs
€8p. ®apwm. Mor. Bug, 2.2.35.)

30BHilWHiIi BUrnsg, He MeHLu! IHTEHCUBHO Bianosigae
(€Bp. dapm. Mor. Bug, 2.2.2.) 3abapsneHuit, HK PO34uH

nopiBHSAHHS GY1
30BHILWHIM BUrMsig npo3opuii l BignoBsigae
€8p. Papm. MNor. Bua, 2.2.1)
30BHiLLHIN BUINAA KOHTeliHepy Bes Bugummx NOLUKOAKEHB l Bignosigae
BizyansHuii ornapg,
MexaHiuHi BkrtoyeHHs MpakTuyHo He MmicTuts BUANMUX I Bignosigae
€sp. ®apwm. MNor. Bug, 2.9.20. YacTok
p 8.1-85 8.3

270 - 330 MocMonb/kr

|
|

294 mocmonb/kr

lAeHTUDiKayis 6eH3ankonio mMae BignosigaTu CTaH4apTHOMY I BignoBigae
xnopuay (BEPX) PO3YUHY
lAeHTUiKavis HaTtpito Mae Bignosigary CTaHgapTHOMY I Bignosigae
BpomdeHaky (BEPX / YO/Bis PO3YUH
laeHTu®ikayis HaTpito cynbdity Mae BignosigaTu CTaHfapTHoMmy ’ Bignosinae

I PO3YMHY
KinbkicHe BU3HauyeHHs 40.0 - 55.0 mkr/mn (80 - 110 %) I 49.1 MKr/mn 7
6eH3ankoHik xnopuay (BEPX)
KinbkicHe BusHauyeHRs 180 - 220 mkr/imn 198 Mkr/mn
eTunexgiaminTeTpaoyrosoi (90 - 110 %) ,
kiucnotn (EATK) (BEPX)
KinbkicHe Bu3HavYerHs HaTpi I 950 - 1050 mr/n l 997 mr/n
Bpomdbenaky (BEPX) (95 - 105 %)
KinbkicHe BusHauenHs HaTpito = 20r/n I 0.4r/n
cynbaity (1C)
Homitukv Hesinomi fomiikm, <01% ’ 0.0%
iHAVBIAYanbHi (BEPX)
Cyma gomiok, saranbna (BEPX) | <19 0%
Homiwka AHR-10240 (BEPX) £01% 0.0%
Homiwka AHR-11665 (BEPX) [<01% 0.0%

omilwka WAY-127039 (BEPX) <01 % l 0.0% :’
Howiwka QI-1 (BEPX) £10% J 0.4%
CrepunbHicte (E8p. dapm. Mor. Mae  Bignosigatn TECTY Ha I Bignosinae j

Bua, 2.6.1.)

CTEepPUNbHICTb







Hassa npogykry:

BnacHuk peecrpauiittoro NocBigYeHHs
Kpa‘fHa-imnopTep:

Tun peectpaui:

PeecTpauiithe NOCBIAYEHHS:

Cuna / edbekTuBHICTD:

JNlikapcbka chopma:

Poamip Ta Tun ynakosku:

Howmep cepii:

Hata BurotoeneHns:

Tepmin npugarHocTi:

Micue BUpoBHULTB] / KOHTPOSO SIKOCTI:

Ceprudikar BignosigHocTi GMP:
A038in Ha BUPOBHULTEO
Pesynbratu aHanisy:

KomeHTapi:

Tun Bunycky:

Hara sunycky:

3anBa npo cepTudikaliio:

Crop./Page: 2

CepTuQiKagiﬂ cepii

€nnoke [5 mn]
TOB «Bbayw Xency, YkpaiHa
Ykpaida
nikapcbkuii 3aci6
UA/18429/01/01
0,9 mr/mn BpomcbeHaky HaTpiio cekcairigpar
CTePUnbHI oYHi kpanni
S MN nnswka 3 KpanenbHuueto
384
©20.06.2024
05.2026
| Ap.lepxapg Man+ XeM.-cpapM. ®abpuk Mm6X
BpyHc6lotrenep Jamm 165/173
13581 Bepnit HimewunHa
DE_BE_01_GMP_2021_0060
DE_BE_01_MIA_2021_0041
dusuce suwe
Hemae
Bunyck Ha purok

29.07.2024

Hanum 3acsiguero, LWO BULLE3asHaYeHa iHhopmauis e
AOCTOBIPHO Ta TOUHOIO.

Us napris npoaykry 6yna Burotosnena, B TOMY umcni

yNaKoBKa / MapkyBaHHsi Ta KOHTPOMb AKOCTi Ha 3rajanux BuLe
caifTax y nosHii BignoBigHocTi 3 Avpexrusoio Pagu 93/42 / €EC
Big 14 yepsHs 1993 poky Wwono MeaudHuX Bupobis ta BignoBsigHo
A0 BIANOBIZHNX TEXHIYHMX AOKYMEHTIB Ta sumor MDSAP ans
BIANOBIAHUX KpaiH, AKLLO Lie 3aCTOCoBHO.

Mib, nocaga, NiAnue, Wo 4o3BONSTL BUNYCK napTij:
Name, position, signature authorising the batch release:

—__30.07.2024
[ata / Date

Ap. Hipk dinbaman

Keanigikosa ocoba

Ap.lepxapg ManH Xim.-cbapm. dabpik MmMEX

BpyHcBioTTenep [lamm 165/173

13581 Bepnin Himeyuunna






Page: 1

Batch Certificate

BECKMA)

Consignee: Bausch & Lomb Poland Your Contact:
Poland Quality
Phone: ++493033093-0
Fax: ++49 3033 0 93-201
Product: Yellox [5mi]
Batch number: 384
Product No.: 07441UA
Release quantity: 6020 pcs.
Results of Analysis
Test Parameters Specifications Results of Testing
Appearance not less intensely coloured than complies
(Ph. Eur. current Ed., 2.2.2.) reference solution GY1
Appearance clear complies
(Ph. Eur. current Ed., 2.2.1.)
Appearance Container no visual deterioration complies
(Visual inspection)
Visible particles practically free from visible particles complies
(Ph. Eur. current Ed., 2.9.20.)
pH-Value 8.1-85 8.3
(Ph. Eur. current Ed., 2.2.3))
Osmolality 270 - 330 mosmol/kg 294 mosmol/kg
(Ph. Eur, current Ed., 2.2.35.)
Identity Benzalkonium chloride must meet standard solution complies
(HPLC)
Identity Bromfenac sodium must meet standard solution complies
{(HPLC / UV/Vis)
Identity Sodium sulfite must meet standard solution complies
(IC)
Assay Benzalkonium chloride 40.0 - 55.0 pg/ml 49.1 pg/mi
(HPLC) (80 - 110 %)
Assay Disodium edetate 180 - 220 pg/mi 198 pg/mil
(HPLC) (90 - 110 %)
Assay Bromfenac sodium 950 - 1050 mg/l 997 mg/l
(HPLC) (95 - 105 %)
Assay Sadium sulfite <=2.0g/ 0.4 gi
(IC) .

No.: 24001606




Page: 2

Test Parameters Specifications Results of Testing
Purity Unknown impurities, individual <= 0.1% 0.0%
(HPLC)

Purity Impurities, fotal <=1 % 0%
(HPLC)

Purity AHR-10240 <=0.1% 0.0%
(HPLC)

Purity AHR-11665 <=0.1% 0.0 %
(HPLC)

Purity WAY-127039 <=0.1% 0.0%
(HPLG)

Purity Ql-1 <=1.0% 0.4 %
(HPLC)

Sterility must comply with the test for sterility complies

(Ph. Eur. current Ed., 2.6.1.)

No.: 24001606




Name of product:

Marketing authorization holder:
Importing country:

Type of registration:

Marketing authorization number:

Strength/Potency:
Dosage form:
Package size and type:

Batch number:
Date of manufacture:
Expiry date;

Manufacturing/Quality contro! site:

Certificate of GMP Compliance:
Manufacturing authorization:

Results of analysis:

Comments:

Type of release:
Release date:
Certification statement:

Name, position, signature authorising the batch release:

30, AUG. 2024
Date

Page: 3

Batch Certification

Yellox [5mi]

Bausch Health LLC, Ukraine
Ukraine

Medicinal product
UA/18429/01/01

0.8 mg/mi Bromfenac sodium sesquihydrate
Eye Drops

S5mL

Bottle with dropper

384

20.06.2024

05.2026

Dr. Gerhard Mann Chem.-pharm. Fabrik GmbH
Brunsbiitteler Damm 165/173

13581 Berlin

Germany

DE_BE_O1_GMP_2021_0060
DE_BE~O1_MlAu2021&OO41

See above

None

Market release

29.07.2024

I 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 Authorisation of the importing country or product
specification file for Investigational Medicinal Products.

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

n
Qualified Person
Dr. Gerhard Mann Chem.-pharm, Fabrik GmbH
Brunsbltteler Damm 165/ 173
13581 Berlin
Germany

***** End of Batch Certificate

No.: 24001606







