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JEPKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A.
HAPKOTHKAMH YV KHIBCBKIA OBJACTI

npos. Cariunol Hapit, 3, m.Kuis, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dis.gov.ua, Ko €APTIOY 37078774

BUCHOBOK |
PO AKICTH BBE3eHOT0 B YKpalHy NiKapcLKoro 3acoby

20.10.2023 Ne 51182/23/10

APTEJIAK®

— [Hﬂﬁ‘r:EH}'BaHHE JKAPCHKOTO 32c00Y 3rinne 3 peectpartifum nncsiaqcﬁﬁxm AR
Kpamui ouHi, posuny 3,2 Mr/mit, no 10 sa y faakoni 3 kpameasHENEW; 0o 1 giaxony 3
KpaoelbHUIEH B KAPTOHHil Kopobii

(opma sumycKy, 103YRaKHS, B DAKYBAHHS HiKapChkoro 3acofy)

Howmep peectpauiiinoro noceiasenns UA/6038/01/01 crpox i peectpaniiinore nocsinzesnn 01.01,2099

Cepia nixapcrxoro 3acofy Ne N113 Kinekicrs BreseHoro ikaperkoro 3acofy 10
'BupoBuHK Hp. T'epxapa Manu XeMm.-hapm. ®abprx I'moX, HimMeaunsa
(HafiMeHyBanHs BUpoDHNKA AIKAPCLKOFO 33c00Y, KPaiHa ITOXCITECHNA)
‘BacacHo B Vipaiiy CrinsHe ykpaiH¢bKo-eCTOHCbKE MiANpHeMcTBo Y hopMi ToBapucTBa
3 ofmeskenoio BianosiganenicTio "Onrina-Papwm, JITI", izent. xon:
21642228 |

(naimenysaniin ta Koz 3a €APIIOY ropnanysoi ocolis abo npiapxiue, iM's, mo GaTskori fisiurol
ocobif - aigApHeMIY, i Micoe NPOKUBARHA T2 peceTpaniiiinil HOMCP abNiKOROT KAPTKIE TUIATHIKA
ROIATKIB 200.CEPin Ta HOMep (ACTepTL)

Tporokoa sisyanshoro xourpomo sig 19.10.2023 Ne 3293/3,

32 pesynpTaraMH JEPKABHOTO KOHTPOMI0 BCTAHOBHEHO, MmO -Aixapchxhi  3aciG  BBesemo B Vipainy 4
JXOTPHMAHHIM 3iMOr 3aKOHOAABCTER 0710 3a0e3reYeH  SKOCTE TiKapChKHK 3ac0obib,

_‘puna [IATAMAP

7 (iminiane v npiveiic).
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BAUSCH+LOMB

Op. Mepxapa Manu Xem.-chapm. Gabipiuk Tu6X, HiMeuuka Dr.Gerhard Mann, Chem_.-pharm. Fabric GmbH, Germany
BpyHcboTTenep amm 165/173, 13581 bepnin, Himeyunna Brunsbitteter Damm 165/173, 13581 Berlin, Germany
TenedoH +49 (0) 30 33093 0 Phone +49 (0) 30 33093 0

dake +49 (0) 30 33093 201 Fax +49 (030 33093 201

Niuensin: DE_BE_01_MIA 2021 0041 = License: DE_BE_01_MIA_2021_0041 .
CepTrudcpikar signosignocri: DE_BE_01_GMP_2021_0060 Certificate of GMP compliance: DE_BE -01_GM P_2021_0060

Ceprudikar sikocri
Certificate of Quality

Opepxyeaud / Consignee: Bayii eHa Nlom6 Monsta / Bausch & Lomib Poland

Ne npogykTy / Product N°: 0188N1UA -
TMpogykr: Aptenak® kpanni' ouHi no 3,2 mr/mn, pozunn,10 MA y thnaxoHi 3 kpanensHuueo Net
Product: Artelac® Eye drops 3,2 mg/ml, solution,10 ml in the bottle-dropper No1

Hitova pevosnHa /Active substance: rinpomenosa 3,2mr\1mn / hypromellose 3.2 mg\iml

‘Ne cepii / Batch N°: N113

O6’em cepil /Batch size: 18.100 ynakosok/packages

Hara Bupobunurea / Manufacturing date: 16.05.2023

Hava 3akiiueHHs TepmiHy npuaatHocTi / Date of expiration: 04.2026

Homep peecrpayifitoro nocsinguents / Registration certificate number: UA/G038/01701

MNapamerpu BunpobysaKb/ Bumorw/ - Pesynburari/
Test Parameters Specifications Results
~ KonTeinep | ) Kpyrnuia Hanienposopu#i Sinvi nakoH 3 Bianosinac
(BisyanbuHuit ornag) Binoto npobkoio-kpanenesHrLeto | Ginow
KPALUKOHO
‘Container Round white semi-transparent bottle with Complies
_(Visual inspection). . e o White dropper plug and a white cap’ L ..
OB'em HanoBHEHHS 2 10,0 mn (HomiHanbHKUR: 10 mn) 10,2 mn
(BaroBuit koHTPOnNE)
Volume of fill 2 10.0 ml (nominal: 10 ml) 10.2'mi
_{Weightcontrol) e
CtyniHb 3abapeneMHs | besdapeHuit (cryniHb 3aBapsneHHs He B9
(€8p. Papm., gitoya peg. 2.2.2) IHTEHCUBHILLIE HDK PO3YMH MOPIBHAHHS B9)
Degree of coloration Colorless (not more intensely colored than B9
(Ph.Eur.curented. 2.2.2) reference solution BY) |
MNposopicTs Po3unH mae 6yTu nposopum Bignosigac
(€Bp. dapm., aiova pea. 2.2.1)

Clarity Clear Complies
_{Ph.Eur.curent ed. 2.2.1) o e L N N
MexaHiusi BRIHOUEHHS: MpakruyHo BiNbHUI Big, BUAMMUX YACTOK Bignosipae

BUAKMMI UaCTKK
(EBp. Dapm., giova pen.2.9.20) Practicaily free from visible particles
Visible particles Complies.
_(Ph.Eur.curent ed. 2.9.20) o
P R -
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QCMONANbLHICTL
(E€ep. ®apm., givova pea. 2.2.35)

275-335 MOCMOINb/KF 305 mocmMmonk/kr

{EBp. ®apm., gitoda peq. 2.6.1)
Sterility
~{Ph.Eur.curent ed. 2.6.1)

Must comply with the test for sterility

Csmolality 275--335 masmol/kg 305 mosmol/kg
_{Ph.Eur.curent ed. 2.2.35) | _ ) »

pH 70-74 7.2

{E€Bp. Papm., gitoya pea. 2.2.3) |

pH 7.0-7.4 7.2

{Ph.Eur.curent ed. .2.2.3) . e

B'AskicTb " 7-11wvNac 8 mla.c

(EBp. dapwm., pirova peg. 2.2.8)

Viscosity 7~11 mPa-s 8 mPa-s
_{Ph.Eur.curent ed. 2.2.8) | e o
laeHTMdbikaLis Minpomenosu A) niCNSA BUNApOBYBaHHA BOOY HA CKMAHIA Bianosigae

(Papm.CLUA 23, moHorpadist «Ounuit NNacTVHUi YTEOPIOETHCA TORKA CTiYiKa nnieka
PO3YMH rMNpOMenosny») b) npw HarpisarHi B NpoGipui Haa HU3bKUM
TIONYM'SIM TENNUIA POGUNH MYTHIE, MpK
OXONOKEHHI CTae NPO3opUM
Identity Hypromellose __ A) after evaporation of the water a thin stable Complies
(hydroxypropylmethylceliulose) film is formed on the glass plate
{US Ph. 23 monograph B) the solution becomes turbid when heated.
* Hypromellose Ophthalmic Solution”) in test tube and becomes clear again on
| | . _cooling: _ N
lnenTrdikadia uetpumin OcHOBHa nnsAMa Ha XpoMaTorpami Bianoeigae
(€Bp. Papm., gitoua pep. 2.2.27, Metog, BANPOOYBaHOro po3vMHy BiANOBIAGE NNRMI
TCX) LIeTOUMIZlY CTAHASPTHOTO PO3HUHY
Identity Cetrimide N The basic spot in chromatogram of a test
(Ph.Eur.curent ed. 2.2.27, TLC) solution corresponds the cefrimide spotofa  Complies
_ o standard solution ;
KinbkicHe BuaHaueHHs inpomenoan 7 -11MNac 8 mMa-c
(Esp. dapm., giroya peg. 2.2.8)
Assay Hypromellose
_(Ph.Eur.curent ed. 2.2.8) ) 7-11mPas 8mPas
KinbkicHe BusHavueHHs LleTpumin 0,09 - 0,11 mr/mn 0,10 mr/mn
(Eep. Papm., ailoua pen. 2.2.27, meton (90-110%)
TCX)
Assay cetrimide 0.09 =0.11 mg/ml 010 mg/mi
{Ph.Eur.curented. 2227, TLC) .{90-110%) | o
CTepnnbHICTL Mae Bignosigatn Tecty Ha CTEPUNBbHICTL REG.

Bignes
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Dr. GerhardMann ~ T-+49(0)3033093.0
chem,-pharm, Fabrik GmbH
Brunsbiitteler Damm 1657173
12581 Berlin

{Germany
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Linm 8 nigTeepaxylo, wo BuiyeBxasaHa iHthopmaLlisi € | hereby certify that the above information is authentic
AOCTOBIPHOK Ta TouHOW. Lis cepin npoaykuil 6yna and-accurate. This batch of product has been
BUrOTOBNEHA; BKMTIOMHO 3 YNAKOBKOK / MapKyBaHHAM i manufactured, including packaging/labelling and
TIPOBEASHOC KOHTPOND 1T AKOCT] Ha BULLE3razaaHnX quality control at the above mentioned site(s) in full
AUIAHKaX, Y NOBHIi BignoBigHOCT! 3 BUMOramn GMP compliance with the GMP requirements of the local |

MICL|EBOro perynATOPHOTo opraHy Ta crieundikalismy B Regulatory Authority and with the specifications in the
A03B0AI HA NpofaxX kpalHu-imnopTepa abo cneuudikali Marketing Authorisation of the importing country or

TOBApY ANs 4OCHIAKYBAHUX nikapcbkux 3acobis. product specification file for investigational Medicinal
[potokonu supobHULTES, yNakoBKK Ta aHanisie Oynu Products. The batch processing, packaging and
NePErnsaHyTI | BCTaHoBNeHa Bianosignicte GMP. analysis records were reviewed and found to bein.

compliance with GMP.

NEFOOZS 0423

| Teenuzm e ..~ Dr. Dirk Feldmann
Data/ YnoeHosaxeHa ocoba/
Date Qualified Person
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