JTEPKABHA CJIY}KBA3-JIIKAPCBKI{_IX3ACQEIB- TA KOHTPOJIIO 3A
HAPKOTUXAMHA Y KNIBCBKIN OBJIACTI

npos. CeiTmaunoi Hagxil, 3, m.Kuis, 02099, ren/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3eHOro B YKpainy JiKkapchKoro 3acody

21022024 Ne 6123/24/10

TOBPEKC® =~~~

(HﬂﬁMEHyBaHHH -nixapcmcﬁifo 3acoby 3riIHO 3 PCECTpaAITLIHIM ﬁocaimenﬂﬂm)
kpamui ouni, 0,3 %, mo S My _(bnamoni_-lcpanemsﬂnui"l{pnn-TeﬁHep®"_;- no 1 ¢paaxony-
Kpane/IGHHII Y Kopo0iil 3 KApTOHy

(bopma BHIIYCKY, JO3YBAHHA, BHA aKYBAHHA NIKapCRKOro 3ac00y).

Homep peectpaniiinoro nocsizuenns UA/11364/01/01 crpok xii peectpaniitnoro mocsinuerns 01.01.2099
Cepist nixapeskoro sacoby Ne VAW29A KinbxicTs BBE3eHOro aikapeskoro sacoby. 14400

BupoGitk Anxon-Kysprop, bengris )

(tiafiMenyBaHHs BupoOHHKa jdikapchkoro 3acoby, KpaiHa NOXOKeH )

Baeseno 8 Ykpainy CrninbHe yKpallCLKO-eCTOHCbKE MAIPHEMCTEO Y (hopMi ToBapHCTEA
3 oGMekenoio Binuosinaasnicrio "Onrima-Qapm, JTAY, ineur. xon:
21642228 ” B
(naiiMenyBanus Ta xox 3a €JIPTIOV ropmmiranol ocolu abo mpiseme, im's, 10 GaTEKOB BI3HaHOT
ocoGH - mianpuems, ii Micue NpPoxUBAHAL Ta peecTpatiiitimii Romep 06MiK0B01 KAPTKM IUIATHIKA
noaarkis a6o cepin Ta HOMEp MaclopTa)

Hporoxon sisyaassore xowrpomio six 20.02.2024 Nz 0114/18.

34 pe3yABTATAMH JEPKABHOTO KOHTPONK BCTAHOBAGHO, IO JHKapChKWH 3aci0 BBE3eHO B YKpalHy 3
-,IIOTpH MAHHSIM BHMOT 3aKOHOAARCTEA IIOAO 3abe3nedeHHd AKOCTI JiKapCehKuX 3acobiB.

~ Ansa KJIOEBA

o

NORYMEHTIR N =R L Ciriifinn T ipispie}

.




Y
U}g N OV A RT I S sa Alcon-Couvreur nv

‘Rijksweg 14, 2870 Puurs, Belgium
Telephone +32 3 890 27 11

CEPTUGIKAT CEP" Fax +32 3 890 27 17

HARBA MPENAPATY: TOBPEKC® kparirii onm}, 0,3 %

PRODUCT NAME: TOBREX® eye drops 0,3 %

POSMIP TA TAM YNAKOBKMN: - Opon-Tornep®», Ne1

PACKAGE SIZE AND TYPE: -5 ml, «Drop-Tainar®», Ne1

CUNA DITTAKTUBHICTb: To6pamiung 3,0 mc/imn

STRENGTH/POTENCY: Tobramycine 3,0 mg/m|

PEECTPAUIMHE NOCBINYEHHSA Na:  'UA/11364701/01 MARS KOO: 742137

MARKETING AUTHORIZATION Ne: UA/11364/01/01 ‘MARS CODE: 742137

HOMEP CEP[i; VAW20A OB'€M CEPJl, BUNYLLEHO! ANA YKPATHW: 248720 yiakos0K

BATCH NUMBER: VAW28A BATCH VOLUME RELEASED FOR UKRAINE: 249720 packs

TJEPMIH DPUOATHOCTI: 08/2026 LATA BMPOEHWLTBA: 19/10/2023  BATA BUNYCKY CEPIl;  28/11/2023

EXPIRY DATE: 0972026 MANUFACTURING DATE: 18/10/2023 BATCH RELEASE DATE: 28/11/2023

HA3BA, AIPECA BUPOBHUKA: ANKOH-XYBPLOP, PWAKCBET 14, B-2870 [IYYPC, BENbIIH

NAME, ADDRESS OF MANUFACTURER:. ALCON-COUVREUR, RIKSWEG 14, B-2870 PUURS, BEL.GIUM

HOMEP MIUEH3N BUPOBHUKA: 476 H

MANUFACTURING AUTHORISATION NUMBER: 1768 H-

KOMEHTAPI:. He 3actocoBHO

-COMMENTS: Not applicable

TECT CNEUNOUKALLIA PE3YNLTAT
TESTS SPECIFICATIONS RESULTS

1 KonipHicTts Bin 6eskonipHoro Ao Bino-xoeToro { £ eTANOHHOM Bignosigae

Colour poauvby Y7 €sp. Papm.) Pass

| ‘Colorless to pale yellow (= RS Y7 Eur Ph.)

MpoaopicTb Npgaopuis Bianoeinae

Clarity Clear - Pass

laenTvicpikaLlin Tobpamitmiy {TLUX) [loanTuBHO Bianosinae

Tobramycin identity (TLC) | Positive - Pass

lneHTudikaia Tobpamiuuiy (BREPX) [103WTUBHO Bignosigae

Tobramycin identity (HPLC) Positive - Pass

Kinkkicte snaHaveHHA ToGpamMiumpy (BEPX) 95 ~ 108 % sig sansnexoro emicry 103.4%

Tobramycin assay (HPLC) | 95 —~ 108 % of declared content 103.4%

KinbkicHe BU3HaYeHHA NPOAYKTY poanagy He Binbiue 2. % Bin smicTy TOEpamiumiHy 0.29%

ToGpamilmHy (BEPX): HeBpamin No more than 2 % of tobramycin content 0.29%

Tobramycin degradation product assay

(HPLC): nebramine | N ‘

laeHTUikaLlin GeHaankoHie xnopuay (To3anuTUBHO Bignosigae

(BEPX) Positive Pass

Benzalconium chioride identity (HPLC)

KinekicHe BuaHauetts GEH3anKoHi0 xnopuay 90 - 110 % Bin 3ansneHoro sMicTy 99.3%

(BEPX) b 90 - 110 % of declared content 99.3%.

Benzalconium chioride assa¥ (HPLCMZ o kA [+

pH VAT = 73-77 7.5
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!, NOVARTIS

CEPTU®DIKAT CEPI[
BATCH CERTIFICATE

'HA3BA NPENAPATY: TOBPEKC® kpanni ouni; 6,3 %
PRODUCT NAME: TOBREX® aye drops 0,2 %
PO3MIP TA TUI YNAKOBKW: Mo 5 mn
PACKAGE SIZE AND TYPE: 5 ml, «Drop-Tainer®n», Ne1
'CUNA ORIAKTHMBHICTb! ToGpamliny 3.0 Mrimn
- STRENGTH/POTENCY: Tobramycine 3,0 mg/imi
PEECTPALIMHE NOCBIAYEHHA Ne:'  UA/11364/01/04 MARS Kof:
MARKETING AUTHORIZATION Ne: UA/11364/01/01 ‘MARS CODE:
HOMEP CEPIi: VAW20A OB'€M CEPI[, BUNYLIEHO! ANA YKPATHU:
BATCH NUMBER: VAW29A BATCH VOLUME RELEASED FOR UKRAINE:.
JEPMIH NPUAATHOCTI:  09/2026  AATA BUPOBHWULTBA: 18/10/2023
EXPIRY DATE: 09/2026. MANUFACTURING DATE:; 19110/2023

‘HA3BA, AIIPECA BUPOBHWKA:

sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32.3 890 27 171
Fax-+32 3 8802717

742137

742137

249720 ynakoBok

249720 packs

OATA BUNYCKY CEPH:  28/11/2023
BATCH RELEASE DATE: 28/11/2023

ANKOH-KYBPLOP; PINKCBET 14, B-2870 YYPC, BEMLMS

NAME, ADDRESS OF MANUFACTURER:

HOMEP NILIEH3! BUPOBHWKA: - A78H
MANUFACTURING AUTHORISATION NUMBER: 176 H

KOMEHTAPI:
COMMENTS:;

He sacTtocoBHo
Not applicable

ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM

OeMonanbHICTs 260 — 305 mOcm/xr 288MOCM/Kr
Osmolality 260 - 3056 mOsm/kg 286mOsm/kg
HassHicTb YacTok [MpakTitiHe He MICTUTE YacTok Bignosigas
Particles Practically free from particles Pass
CrepunbHicTh (€Bp.P. 2.6.1) CrepunbHo CTepUnbHo
Sterility (EU Ph. 2.6.9) Sterile Sterile

Lium s 3aBipsio, Wo ewlienkadaHa Hbopmauin ¢ ToUHO0 Ta aoctopipHow, flaHa cepis npoaykty Gyna BupoBneHa, BKNIOYAICHN YNAKoRKY i

MEDKYBAHHA Ta fNPOBEAEHO KOMTRONb 1T AIKOCTE Ha BULLG3IA3HAYEHIN

BupobHudili AiNbHUY y nosHil signoelgroctl a swMoramn HBIM,

BCTAHOBNEHMU MICLIEBUM DPErYrsTOPHIM Oprasom, a Takox y BignosigHocTi |3 cneyudikalismu, HasEfeHUM 8 peecTpauifiHOMy A40CLe.
[poTokonu BvpobHWLITBA, NakyBaKHA Ta aHanisle Gynw nepernaAHyTi Ta BeTaHoeneHa BlgnosigHicTy BuMoram HBIM,

| hereby cerify that the above information Is authentic and accurate, This batch of product has been manufaclured, including packaging/labeling
and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorizalion. The batch processing, packaging and analysis records were reviewad and found {0 be. in

compliance with GMP.

Nianwvc: Rara:
Sighature:

Date: 28/11/2023 f

Opomucnosiid tiapMatiest. YrnosHopameHa ocofa;
Industrial pharmacist, Qualified Person:

A. Goormans |
A. T'ypmaHc ( -

3




