HEPJKABHA CIYIKBA 3 JIKAPCLKUX 3ACOEIB
TA KOHTPOIIO 34 HAPKOTUKAMM y m. KUERBI

npos. Hanit CBiTnuqnoT, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €1IPTIOY 37079055

BUCHOBOK
Npo saAkicTe BBesenoro g Ykpainy JKapebKoro 3acoBy

01.10.2024 Ne 50859/24/26

AEKCATIOC
(natiMensysanny nikapeskoro 3acoly arigmo 3 pecerpailiiinmg nocsinteins)
Kpani ouni, 1 mr/my o Smay dmalconi-lcpanenblmni; o |1 (bmncony-lcpanem,xmui B
Kaprouuiii xopo6ui
(dopma BHIIYCKy, Ro3ysauns, puy NakyBanns pikapeskoro 3a¢00y)

Homep peectpauiityoro nocsinvenns UA/4878/01/01 CTPOK Aif peecTpauiiinoro nocsigyers HeobMexeH it
Cepis nixapcsroro 3acoby Ne 310259 Kinexicts Bsesenioro AiKapesioro sacoby 23140

Bupo6uuk YPCADAPM Apunaiimirrens I'M6X, Himeuunna

(nafvenysanns supoGuwKa MKAPCLKOro 3acoGy, Kpaina noxoikeHis)

Bseseno 8 Vipainy ToBapucrso 3 o0MesKkeHoI0 BiAnoBiaaaLuicTIo "COHA-
PAPMEKCIM", inent. kox: 40130755
(uakiMenynainsg Ta kol 3a CPIIOY 1opuamano; ocobu abo npissuue, iM's, no Garvkon Gisuynoy
ocolu - mianpuemuy, iy Micue npoxusanuy ta peecTpauiiinmii HoMmep obunikoso kapriu nnaTHuka
noaatkis abo cepis ra HOMEp nacnopra)

Mpotokon sisyansuore kourtposio sin 01.10.2024 N 3353/2.

3a  pesynsraramu ACpHaBHOro  koutponio BCTAHOBIEHO, 1O  mikapehkuit  3acis BBeseno B Vipainy 3
AOTPpRMaHHaIM BHMOT 3aKoHonaBcTsa wogo 3abeznevuenns skocyi iKapehK1IX 3aC06is,

/"

(minmie) (ininianu ra npissuiye)
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Certificate of Analysis

Art. no, 38, 1595

Page [ of 2
Name of product; Dexapos Manuthcturing country/ ('Gennany/Ukraine)
Importing country;
Strength: Dexamethasone-MSB~Na MA numbey: UA/4878/01/0;
I mg/ml

Dosage form: Eye drops Package size and type: 5 mlin via) with dropping
insert; | yig] with dropping
insert in cartop box

Batch-no. 310259 Manufacturing date;: 19.04.2024

Batch size; 23140 items

Expiry date; 04/2026
Name ang address of manufacturer. URSAPHARM Arzneimitte| GmbH
Industriestrafie 35, D-66129 Saarbrﬁcken, Germany
Manufacturing licence no.; DE SL ¢ LMIA_ZOZLOOM

Results of analysis;

Specification

Appearance clear and colourless solution [< reference

clear and coloyrfess solution
Suspension I, < reference solution Y]

Absence of particles essentially free of particles

250 - 290 mOsm/kg

Osmolality
pH

. e

20 - 28 mPa-s

Filling amount

Identity dexamethasone-MSB—Na

Identity thiomersal

| Assay dexamethasone-M SB-Na

{’0.045 - 0.055 mg/ml 0.050 mg/ml
Sterile

Assay thiomersal

, sterile
Sterility l Ster '_k’

Date of analysis: 30.07.2024
URSAPHARM SAP no.: Bulk 400515

&, 3 gm;w
Date: Q& o0& - 2619

Stamp Jerg 8
«Daputy H




Name of product:

Strength:

Dosage form:

Batch-no.:

Batch size:

Name and address of manufacturer:
Manufacturing licence no.:

Certification statement;

I hereby certify that the above information is aut]
manufactured, including packaging/label
compliance with tl

Date: ()5 b/

Stamp

> URSAPHARM

Certificate of Analysis

Dexapos

Dexamethasone-MSB-Na
1 mg/ml

Eye drops

310259
23140 items

Manufacturing country/
Importing country:

MA number:
Package size and type:

Manufacturing date:

Expiry date:

URSAPHARM Arzineimittel GmbH

Art, no. 38,1595
Page 2 of 2

(Germany/Ukraine)
UA/4878/01/01

5 ml in vial with dropping
insert; 1 vial with dropping
insert in carton box

19.04.2024
0472026

IndustriestraBe 35, D-66129 Saarbriicken, Germany
DE_SL_01_MIA_2022 0014

hentic and accurate. This baich of product has been
ling and quality control at the above mentioned site in full
1e GMP requirements of the local Regular 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. g




[Ha dipmosomy OnaHKy KoMmmanii Ypcadapm]

Apr. 38.1595

CEPTH®IKAT AHAJII3Y

HEKCAITIOC, Kpamii ouni,

KpanejpHuUi B KapTOHHiii Kopooui

1 mr/mu o 5 ma y IlmaKOHi-Kpaneannui; no 1 ¢akony-

Hara Bupo6HMUTRA: 19.04.2024

Upunarauii no: 04.2026

Howmep cepii ymakosku: 310259

Poawmip cepii: 23140 ynakoBox

TECTH CIIEIU PIKAILIS PE3YJIBTATH
3oBHimuii Burasy Iposopuit 6e36appuuiz PO3YHH (KalaMyTHICTH po3quHy Binnosigae
HE NIePEeBHIy e KAllaMy THICTE eTanoHHO] cycneHsii I,
iHTeHcUBHiCTH 3a0apBrieHns posuuHy He HepeBUILye
IHTEeHCHBHICTE 3abapBiieHns eranoHHOro po3unny Y7)
Mexauiuni pxioyenns Hpaxrigano BineHui BiJ yacTox Binmnosinae

I I I I I O

Ocmoasnbuicrs 250 — 290 MOcmosns/Kr 282 mOcMmons/xr

pH 4,558 5,4

B'szkicrn 20-28 MITa ¢ 24 mITa-c

06’em nanopuenns He memme 5,0 mn 5,9 mn
Inentndixanis Binnosiguicts Rt Bianosigac
ReKcaMeTa3oHy

MeTacyiabgobensoary

Hartpito

InenTugixaunia Tiomepcaay BinnosinuicTs Rt Bignosinac

Bmicr AeKcameTaszony 1,00 — 1,10 Mr/mn

MeTacynbgobensoary 1,05 mr/mn

HaTpiro

Bmicr Tiomepcany 0,045 - 0,055 Mr/min 0,050 mMr/mn 7
Crepuibnicts Ilosunen 6ytu CTEPUNBEHUM Crepunsaui —]

HMata ananizy: 30.07.2024—’

Ypacadapm SAP No : Bulk 400515

Higmac/trramm AUPEKTOpa 3 AKOCT]

Hata:05/08/2024




[Ha (bipMOBomy bnanky KOoMnanii chatpapM] Apr. 38.1595

CEPTH®IKAT I1po BIINOBLIHICTL,
FOTOBOFOJHKAPCBKOFO3ACOBY

AEKCAIIOC

Dopma BHnycky: Kpanui ouni, 1 mr/my

Cuuna gii: I mn PO34HHY  MicThTy I wmr A€Kcamerazony
MeTacynbd)otSeHsoaTy Harpiro

Haiimenypappg npoaykuyiy:

Posmip Ta tyg naKyBanns: no 5 may dmaxom-xpanensﬂuui; o 1 ¢naxony-

Kpanensuuui B kapronpji Kopobuji
Kinbkicrp: 23140 ynakopox
Kpa'ina-iMnopTep: Ykpaina
Kpa'iﬂa-exccnoprep: Himewyuyna
Homep cepii: 310259
Hara BHPOOHHLTRa: 19.04.2024 Hpuparauii a0: 04.2026
Hazga BHPOOHHKA; YPCA®APM Apumaitmirreny, I MO6X, HiMewunya
Micueanaxomxennn BHPOOHUYOF IH,uyCTpiemIpacce 35, D-66129 Caap6pIoKeH,
AiIbHANI: Himewupna
Homep BHPOGHAYOT dinensij: DE_SL o 1_MIA 2022 0014

Homep Peecrpaniiinore nocBiquenns: UA/4878/01/01

Pesyabrar aHanizy: Ceprudixar aHallisy mikapcekoro 3acoby nomaerncy

Komemapi/npnmimn: H/M
Biaxunenng:

MicLeBUMH BUMOramy 1 BIgnoBigHo 10 3aTBEPIXEHUX crenudikaniit Peecrpaniitaoro Hocee-
BHIYINEHa,
Im’n YnoenoBaxkenoi ocobu; Dr Julian Schitchel

Iignuc YnoBroBaxkenot ocoGu: (Hi,Z[l‘IPIC/IHTaMH)

Hata Bunycxy: 05.08.2024 e




