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<
DELPHARM
Produet Name / Ha3sa npomyxry:
Product Code / Kon npogykry:
Producing country/ Kpaina-supotsnn:
Batch Number / Hoxep cepii:

Manufacturing date / Iara sipobiunirsa:

Released Batch quantity / Poamip
BHIYIEHOT cepil:
Market Authorization / Peccrparsiitrie

50000

Manufacturer / Bupo6nuk: Delpharm Orleans, France/ denndapy Opaean, @paunin

Address / Aapecar 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 apemo ae Xoacip, OPJIEAH

CEHEKC 2, 45071, ®pammia ‘

Manufacturing anthorization number / Hoxep nineasiy wms sapobumyol Rinemaui: 2023_257 1 2

Phone/Tenedonr: +33 (0) 2 38 69 81 00 Fax/Paxc: +33 (0)2 38 63 36 29
QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI

TYZINE® XYLO / TH3HH® KCHITO
5051809 Internal ID / Baytpineniit nosmep:
France/ dpasmin Importing countey / Kpaiua iMmopTep:
AlTAZR, :
6 6 2024 . ) . .
dayd — war Expiry date/ Tepyint mpuparsocti:
Rete ez pix )
Co er packs/ynaxonox Date of baich release*/ 19
aTa BHXTYCKY cepii*: day!
UA/S179/01/02 fava myeiy cep o

0AI1748F
Ukratne / Yipaia
5 2027
wonthf yead
MicmE pix
6 2024
month! year!
sicas pix

NOCHiA9EHII:

Packaging type size / PosMip Ta Tim

TIAKYBAHHA:

Strengtly/ Crna il

Pharmaceutical form / Jlixapcusa dopya:

10 ol i vigl, 1 vial in carton pack with ukraininan labeling/ 10 »ut y ¢axort, mo 1 draxony »
KapTOHIL{T YIAKoDL| 3 MAPKYRAIIIAN YKPATHCEKOW MOBOIO

1 ml of solution contains xylometazoline hydrochlotide 1 mg/ 1 atn poagHiy MIeTHIEL
KCIUIOMETa3oHity Tiapoxaopuay 1 ar

Nasat spray, solution 0,1% / Cripeit nasanniadt, poanm 0,1%

: . . is/ . Sample status / CTaryc
Chemical control / Analysis #/ Ora2435 Ié:;{'{:%};{n elysis TC-0136 Vesion/ | 3pas£a‘ ’
Ximineoi anania Ananiz e B8 i i Bepeis: Accepted/ [psitiaro
Q.C. comments/ Koserzapi sininy KOHTpOIIO ZROCTE N/Af He 33CTOCOBYETLG

Test/ Tecy Specifiention / Coennibixania Result / Peavanrar
Description/ Ommite A clear colourless solution, edourless or with a slight characteristic odous/ TTpozopitit .
GeaGappiodt poImi, 6e3 3anpxy afo 3 MErKEN XAPAKTEPHIM SAITAX0M Pass/ Bimmonizac
Filling volume/ O6'er Hanoeperns Average filling volume is not less than nominal quantity/ Cepezmiit 0 ex HanosHeHms - He U
MEHIIEE HOMIHAMEHOT KiLKOCTI 10,2 ml/ ye
Deansity/ M'ycriita 1,009-1,011 ‘ 1,010
pH (20°C) 6,1-6,5 ' 64
Refractive index (20°C)/ ‘
Koediticur sanorerin (20°C) 1,336-1,338 1,337
Identification/IzenTndiranin
Correspond. Retention time of xylometazoline hydrochloride peak in the chromatogram of
the test solution cosresponds the retention time of main peak in the chromatopram of the
standard solulion/ Bigmonirae. ac yTpHMAInLT IUKY KCHTIOMETR30MIRY IIpOXIOpItTY 1A )
xpomaTerpami oimpeiosynanoro posTHly BiANOBIAE YaCY YTPIMANHA 12 TONOBHOLO Pass/ Bignoziznae
MiKY Ha XPOMATOrpAMi CTAHAAPTHOTD POILHFLY. '
Xylometazoline hydrochloride/
Kewnomerasoninry rigpownopiny Correspond. The UV spectra of xylometazoline HCl peak in the sample chromatogram
should broadly match that corresponding to the UY spectra of xylometazoline HCI peak in
standard chromatogram/ Bignosinge. Yd-cnextpn niky xcimomerasonisy rifpoxnopry , .
. ‘ S . . Pass/ Bixnopifae
Ha XPOMATOrpaMi sHmpoboByBaNOre poIMIHY OBHEE] B LinoMy signonigars Y@-
CHERTpaM MKy KCHIOMETA3ONHY FinpoXxnopily #a XpoMarerpavi CTaHAAPTHONO POITIILY.
|
Correspond. Retention time of benzalkonium chioride peak in the chromatogram of the.
Benzatkons Moride/ lest solution corresponds e retention time of main peak in the xhromatogram of the
B:nza Orun CHioNCE. standard solution / Binnoninge. Yac yTpuansa MKy GEH3MMKOMIO XOPHIY HA Pass/ Binnosizae
FBHIKORUO KIOPHAY xposaTorpasi pHpoboByBaNoro pOIHY BIANOBILAE UACY YTPHMAHHA A8 FONOBHOTO
Niky Ha XPoMaToTPaMi CTAHAAPTHOTO POITIHY.
Assay/ Kinbriene sasnavennn
0,95 - 1,05 mg/ml (93,0 - 105,0 % of the/labelled content)/ mg/ml

Xylometazoline hydrochloride/
Kernoserazostiny riapoxnopsury

Benzalkonium chioride/
Berzankonite xutopiay

Purity (impurities) Yucroza (momimen)

Hydrolysis product**/ [Tpoayst

FilpOMizy**
Unidentified impurity

(individuallyYHeigerjixopani

soMinoc (mmigyamo)

0,95 - 1,05 am/vn (95,0 - 105,0 % sin skazanoro Ha AQpRyBaHTi) 0.99 wrlsen

0,18 - 0,22 mg/ml (90,0 - 110,0 % in house)/ 0.20 mg/mi
0,18 - 0,22 ar/sn (50,0 - 110,0 % pig HoMinany) Y Vil
0,5% 0,0%
<0,1%

0,1%

27/ AY

b gre S AIOE




272 Manufacturer / BupoGaus: Delpharm Orleans, France/ Nensdapyt Qpnean, @pauxnin

EFRM-0005543 rev.2 Address / Anpeea: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 asenio ne Koncip, OPJIEAH
CEIXEKC 2, 45071, @pagnia

Manufacturing autherization number / Hoaep nivensii ans snpobnagot giawnaui: 2023_257 1 2

Phone/Tenedion: +33 (0) 2 38 69 81 00 Fax/baxe: +33 (0)2 38 63 36 29

DELPFRARM QUALITY CERTIFICATE / CEFTHEDIKAT AKOCTL
Product Name / Hasea npogyxry: TYZINE® XYLO / TH3HH® KCHIIO
Product Code / Kon nponysty: 5051809 - Internal ID / Buyrpimsiii momep:  QA1748T
Batch Number / Hoxep cepil: Al748R Importing country / Kpaixa immoprep: Ukraine / Yxpalua

6 6 2024. ) ) i 5 2027
Manufacturing date / Jiara sipoGmmrea; aayt i war  Enpiry date/ Tepuin npapattoci: montld year?
neHw Micns pix . sicamn  pix
Released Balch quantity / Poauip ] Market Authorization / Peectpaniie UA/8179/01/02
sHIyIEHo] cepil; 30000 Consumer packs/ymaonox HOCBLEeHHS
i i Sample siatus / Cratye
Chemical coatrol / Analy:sm # Ora2435 Ref. Tech. analysis / . Version/ amp. ?s A Ty
XisiHEt asanis Amaniz Ne 238 Crang, Tex, : TC-0136 " Bepein: 15 3pa3Ka:
) Awaniz : pekL Accepted/ Tpuitsro
Q.C. comments/ KoMerTapi BiBIiny KOHTPOJIIO AKOCTE: N/A / He sacTocopyetnod
Test! Teer Specifications and Limits/ Cnenadixkanii ta sresi Results/PesvasTatn
Purity (impurities)/ Wacrova (noMimen)
Unidentified impurity {tatal)/ . 0,10%
Heigterrvitdiixorarii goMiumxs (Benora) =0,15%
Total/ Cyma foMirmox <1,0% ; ) 0,01%
. R Sample status / Ctaryc
Microbiological control / .:x;lagzs}:fo / Qra2435 Refé'rl'ech. fl".r; !:fls / TC-0136 Version/ 15 3pagKa:

MikpoGionoriumei aranis N 239 a:;[ams ) - Bepoin: Accepted/ Tpiinaro
Q.C. comments/ KomenTapi Binainy koirrpoino akacti: N/A / He 3acrocoayerscs
Testf Tect Specifications and Limity/ Cncgn,d_a_magu T2 Mesi Results/Pesvinraru
Microbinl contamonation / MixpoGia xoawraminaris )
Total aerobic microbial count! 3aranzua ' ‘
KiNBKICTE a2pOBHILS MIKPOOPraHiaMis not more 10°CFU/ml/ ne Sipme 10KY Ohen Pass/ Bignoninae
Fotal yeasts and moulds count/ Jaransia 3 ‘
RINBRICTS NpbipxoRin Ta MCHABIX Tpubis  not more 10'CPU/mIY 1e Gintpine 10K YOS SN { Biyrioninae
Pseudomonas acginosa Absence in I ml/ Bigeyraicrs n 1 mn Bimnosigac
staphylococens avrens Absence in 1 ml/ Bincyrricrs b 1 ai / Bignopinae

Comments / Xomerrapi;

electronically signed for approval

B e®irla Gyna ceprndixonana » nosmill
BismosizocTi xo menvor HBI 14 satsepmxena Yostosaxeitoro OcoBoro MAKOM MEKTROHHOIG nm.rmcy B Banifobaniit xosm'sorepuilt cueresi
BHpOdTHITOL i aL.

** N-(Z-aminoethyl)-2-{d-1, 1-dimethylethyl-2,6-dimethylphenyDacetamide/ N-(2-avioetine-2-(4-1, 1-merinersn-2, 6-maverividenin) aneraiy

#*++ Actual date when paper copy of certificate was printed and manually signjed by Qualified Person in accordance with the GDocP/ Oara, kom
Aanepona pepcin ceprirdikary Gyna Po3APYKORaKA TA Nimmicana Vnoauunam';:umo Ccobolo y rizmosinmocti Ao srnor Haneaiol TlpakTsmir
JIOKyMEHTYBAHHS.

CONCLUSION: Accepted / BUCHOBOQIC: Bimmozisae

This batch was released by the Quaiified Person / Ls napria Gyna simymena M,Lebel
¥Ynosuosaxetoro Ocoboio: )
(Mare of Qualified Person / Tar'n Yroanonaxetiol Ocoti)

We hereby cenify that the above information on English language is authenhc and accurate / L 3 3achiayeso, mo napeaena seme indopMania
anrnifiCHROI0 MOKOLO € AOCTOBIPHOIY 1 TOTOIO.

This batch of product has been manufactured, including packaging/labelling snd quality conteol at the above mentioned site(s) in fll compliance with
the GMP requirements of the local Regulatory 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 / Lo cepilo nporykTry 6y10 pHpoGILeHo,
BRMOYAIOTH NAKYPAHILYMAPRYDAHIN T2 IPOBSICHO ROHTPOMS [ AK0CTE HA Bifimesmnayenilt gimmum; y mosmiit Binnosiptocti 3 sivorasst GMP,
BCTAHOBHEHID MICIEBHM PeryRATOPIND GPFAHOM, 3 TAKON signonimie ao cnemudisaniit Miciesoro peryistropHoro opramy 1 v slanosigpocti 3i
crendikalieio 4o peccrpauiiinore eainoursa kpaiim-isntoprepa. MpoTOXOMA THPOGHINIIEY, NAKYBAIILT TA ANATI3IE NEPETITHYTD TA BCTAHONNSHO
Bignoniguicrs GMP,

LEREL - d@ﬂ%ﬁ——_ 1 9 JUIN 2024

Qualified Person Name/ : . e ree
Isf's YnosHoB®KEROT 0OC0Bi Signature/ liame Date?**/flaza




