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DELPHARRM

Produet Name / Flaana nponykry:
Product Code / Kozt niporysty:
Producing country/ Kpaima-supetum:

Batch Number / Homep cepit:

Manufacturing date / ata supobimiTea:

Released Balch quantity / Poawip 46000

BHEOYWEHoT cepil;

Market Authorization / Pecctpauitine
TIOCBIRUCIIIT;

Packaging lype size / Posaip ta iy
HARYBARESE

StrengtlV Cina miii

Pharmacentical form / Jlikaperka Qopsa:

Manufacturer / BipoSuns: Delpharm Orleans, France/ Neandmpy Opacan, Mpuis
Address f Anpeens 5 avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 ansemio ae Koncip, OPJEAH
CEHEKC 2, 45071, <Bpanuin
Manufactoring suthorization number / ITorep sinensii gan nipoGniriol pinnunni: 2023_257 1_2
Phone/Tenedon: +33 (0) 2 38 69 81 00 Tax/drarc: +33 (0)2 38 63 3629

QUALITY CERFIFICATE / CEPTHDIKA'T SIIKOCTI

TYZINE® XYLO / TH3HH® KCHIO

6107608 Internal 1D / By pititit novep: 0A1454C
France/ ®parmis Importing country / Kpaina ismoprep: Ukraine / Yipaitia
Al454R
16 5 2024 4 2027
day moath! wat  Expiry dotef Tepaiu npunamiocrd: month yex
acwy Hierun pix, sicsih pic
Consumer packs/ ynaxosgx Date of batch relcase™/ 13 6 2024
UA/M817/01/02 Data prmycky cepii®: day raemh! year!
At MICRIL Pix

10 ml in vial, I vial in carton pack with ukraininan [abeling/ 10 yn y rrawoui, ne 1 Quakony u
KAPTOHATTE YRakontl 3 MAPKYBAINIAN YrpaHELKOIO MOBOIO

1 ml of solution contains xylometazoline hydrochloride 1 mg/ | s pusanny sicTiTs
KCILIOMETAIOUIEY I‘i.!IpD:\‘JIOD;IliI}' Iyr
Nasal drops, solution 0, 1% / Kpanni nasaneti, peatne 0,1%

Rel. Tech lysis / Sample status f
Chemical control / Analysis #/ Ora24338 . - Gnalysis . Version/ Crarye apaska:
st . Crana, Tex. TC-0136 . 15
Xinminnwit ananiz Auania Ne 70 . Bepcis: Accepted/
Ananis -
Tlpiitiato
Q.C. comments/ Kowmerrrapi sipainy konurpomo axocri: N/A { Tle sacToconycincy

Test/ Teer

Specifieation / Cuenndirarin

Result / Pezvanrat

Description/ Onne A clear colourless solulion, odourless or fvith a slight eharacteristic odout/ Tlpozopnit’

Gea0appuuli posun, Ges sanaxy 460 3 NErKIM XapAKTEPHHM 3AMANOM

Filling volume! O8'em nanonnens Average [fitling volume is not less than nominal quantity/ Cepensifl o6'eM nanosietts - 1
Merte nositamnaoi KinskoeTi

1,009-1,011

6,1-6,5

Density/ I'yeruna
pi (20°C)
Refractive index (20°CY

KoeijitienT aaosnerne (20°C) 1,336-1,338

Identification/Ien rindikauin
Correspond. Relention time of xylometazoline hydrocliloride peak in the chromatogram o
the test solution corresponds the retention lime of main peak in (he chromatogram of the
standard solution/ Bianosigac. Yae yrpsvaimg niixy wermoMerasoniiy Tiapoxiopiry Ha
xpoMatorpaMi srnpoGoBYBRAITOTo POIYHIY BIANONIAAE YACY YTPIMAHKS JUIR TOORIOIO

. iKY 1ia xpoMaTorpasti CTaHOAPTHOrD POFUSIHY.
Kylometazoline hydrochloride/ ; .
Kennoserazoniny tinpoxnopiay Correspond, The UV spectrn of xylometazoline HC pedk in the sample chromatogram

should broadly mateh that corresponding Lo the UV speeira of xylometazoline HC| peak i
standard chromatogram/ Bi;wonipne, Yd-cnextpu niky keimoserasoniny rigpoxnopiny

H& XpoMaTorpasi ormpofonynanoro poiy nemunii B ninomy sixnosigat Y-

Pass/ Bianosigac

© 10,1 ml/ mn

1,010
6,4

1,337

Iy

Pass/ Bianosizac

n.

Pass/ Bianonizac

CHEXTPAM iKY KCHHOMETAI0AIHY rinpoxopiny Ha XpoMarorpaMi CTantaptiolo posamiy.

Correspond, Retention time of benzalkonjum ehloride peak in the chromatogram of the test

Benzalkoniwm chloride/

. solution / Bignoniaac, Yae yrpisianna iy GCI3RONII0 XIOPUEY HY XPOMATOrpAMi
Benswisotiio xiopigy TP : PAULY 1A Sp P

BRUPOGONY BANOFO PO3THIY BiANOMIAE YACY YTPIHMM N 19 rOJOBHOTO iKY Ha
XpoMaTorpaMi CTAIAIPTIOTe posvnyy. |
Assny/ Kisinriene ousranenn

Xylometazoline hydrochioride/
Keunoserazonisiy risipoxaopiy

0,93 - 1,05 mg/ml (95,0 - 103,0 % of the labelled content)/

0,95 - 1,05 wrfya (95,0 - 105,0 % wia Brazanoro Ha Mapkynauii}
0,18 - 0,22 mg/ml (90,0 - 110,0 % in-house)/
0,18 - 0,22 arhvin (90,0 - 118,0% sl nomhnany)
Purity (impurities)f Tnerora (mosdwru)

Benzalkonium chloride/
Bessaikonio xaopuny

Hydrolysis product**/ Ilpoayrky  =0,5%
rijipomiay**
Unidentified impurity =0,1%

AT,

(individually)/ Heinentudizonaii
aoxfige (fmizyannio)

T

solution corresponds the retention time of main peak in the xhromatogram of the standard

Pass/ Bi;mosinac

mg/ml

100 ey

4p tgml
T s

0,0%

0,0%

fop . S 2308
A1 I P




212 Manulacturer / Bupobrne: Delpharm Orleans, France/ Heangapy Opacan, @panis

EFRM-0005547 rev.2 Address / Anpeen: 5 avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 anemo ae Koucip, QPJAEAL
CEIEKC 2, 45071, panuist ‘

Manufweturing authorization munber / Mosep sinensii jan sipobunyel piasunui: 2023_257 1 2
PhonefTeagdon: +33 (0) 2 38 69 81 00 Faw/daxc: +33 (0)2 38 63 36 29

DELPHARM :
QUALITY CERTIFICATE / CEPTHDIKAT SIKOCTE

Product Name / Hasueu upoiysry: TYZINE® XYLO / TH3IHH® KCIHIIO
Product Coda / Kozt npoaykry: 6107608 Internal ID / Buypinmiti nomep:  0A1454C
Batch Number / Homep cepii: AT454R Importing counlry / Kpaiua imnoprep: Ukraine / Yrpaiua
ianufacturing date / Jara pupoGumirea: 16 5 2024  Expiry date/ Tepain npugariecti: 4 2027
day? month’ yeard ) moptl¥  yeard
At MicAL pix sieane  pik
Released Bateh quantity / Posvip 46000 Consumer packs/ ymakonox Market Authorization / Peecrpaniiine UA/4817/01/02
BHTIYItIeNOT cepit: rioceipten:
. . Sample status /
Chemical control / Q:ﬁ:l}f’ Ora24338 gﬁtjecl].::ﬁ?“y sis / TC-0136 Version/ 15 Cratye spaxa:
Kivtnti ananis ) 70 A n ) Bepeis: Accepled/
a3 Tpufinato
Q.C. comments/ Komeurapi sianiny kourpoino sxoeti: NIAS i-Ie J2CTOCOBYETHCH
Test/ Teer Specifications and Limits/ Cruewusdircanii 1a semi Résultsﬂ’e3VJll-T:tT||
Purity (impurities)/ Yucrora (momimes)
Unidentified impurily (lotaly/ ‘ <0,15% o
Heiperwnidiikopani noximen (nenoro) 0,06%
Total/ Cyaa gomimok <[,0% 0,00%
. . Sample status /
Micrabiologieal control /  “DWSISH o539 Ref Tech, alysis/ TC60136 Vesiod | Crurye apa
MikpoGiomorinmmt anwis ! " 71 * Ail- . Bepeis: Accepted/
Ham3 Npuiingare
Q.C. commenls/ Kosenrapi nigisy xontpomo fxocri: N/A [ He sactoconycraen
Test ! Teer Specifications and Limits/ Cnenuebirauii v yemi Results/Peavnnrarit
Microbial contamonation / MikpoGira xonToxinanis
Total acrobic microbial count/ 3arannia not more 10°CFUAMY ne Ginpre 107K O/ . .
S . . . ‘ Pass/ Bignoniaac
KifwkicTs acpobinx sixpoopranianin ‘
Total ycasts and moulds count/ 3arwmsia not more 10'CFUMY ue Giasme 10 KY O/ P . .
KIALKICTD JIDIsGOROBUX Ta miienannx rpnis | nss/ Binnonizac
Pscudomonas acruginosa Absence in | mlf Bincytnicrs o [ aa Pnss/ Binnoninae
Staphylococcus aurcus Absence in 1 mlf Bincytnictn a | ma Pass/ Bianosinac

Comments / Koxentapi:

* Date of batch release is a date when specific bateh was certified in full compliance with the GMP requircments and cleclronically signed for
approvat by Qualified Person at validated computerized system of production site /fata punyexy cepif - gata komt nana cepin Gysa cepTuikonana
nosni niymonizuocti o susor HBH ma zatnepmwrena Yionnonamenolo Oeo6oio mmsxoM SIEKTPONIIOro ey 8 Banigonaiiti koyn'oTepuiit
cucresti prpodinsel ALALLIN.

** N-(2-aminacthyl)-2-(4-1, 1-dimethylethyl-2,6-dimethylphenylacetamide/ N-(2-aminoeriur-2-{4-1, 1-puserirerin-2,6-auvernndienin) anerasix

#% Actual date when paper copy of certifieate was printed and manually signed by Qualified Person in aceordance with the GDocP/ Jtata, komn
naleposa nepeist ceprindisary Gyna posapyxonaka Ta nisnrcana Yuonnenaxenoio OcoBoro ¥ sinoniatect ao ninor Hanesamol Tpakrmxn
Hoxysentynanin.

CONCLUSION: Accepted / BUCHOROIK: Bizmoninae

This bateh was released by the Qualificd Person / Lig naptis Gyna mmyuleud
M,Lebel
Yrontoeasxciolo Qcoboro:

(Name of Qualificd Person / Is's ¥ nostiopaenol Qeobir)

We hercby certify that the above information on English langusge is authentic and accurate / Lirt wir saceiaycao, mo nanesiena srme inopataris
AHCHICHKOI0 MOBOIO € ZOCTOBIPHOIO | TOMIOIO.

This bateh of product has been manufsctured, including packagingflabelling dnd quality conirol al the above mentioned sile(s) in full compliance with
the GMP requirements o the local Regulatory Authority and with the specifications in the Markefing Authorization of the importing country. The
bateh processing, packaging und analysis records were reviewed and found to be in compliance with GMP / Tl ceping nponyx1y 6ysi0 unpofiaelio,
BECHOUUCTIT HAKYDALLA/MADRYBANNA T4 MPOBECHO KOUTPoaL i skoet] ta pinnesasnaienisi anom ¥ NORI{EBITERRAGCTE 3 BHMoravy GMP,
BCTAHONCIIIM MICHEBILM PEYIu COPAIIM OPIHION, & TaKV:K BEIOR;UW 2o cnerdiraulit Mictcnoro pery :
cienndiratiero o pecetpatiiinero ceientoa Kpain-innoptepa. 1Ipotokoan BupoGuMTLA, NaRy BT LY AR T TR ' R Ta BCTAHOBICHO
niswrosiicTs GMP. '

(EAE. N ‘ ! A 13 JUIN 2024

Qualifiecd Person Name/ Tn's Yiostronasctiof OcoBi ¥ Mara®+*




