JEPJKABHA CJIVKEBA 3 JIIKAPCI)KI{IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUiBCBKIM OBJIACTI
nipoe. Ceitmerasoi Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOV 37078774

BHUCHOBOK
TpO SIKICTH BBe3eHOro B YKpaiHy JIKapCchKOro 3acody

01.10.2024 Ne 48163/24/1011

TU3NH® KCHJIO
(HaliMeHyBaHH TiKapCHKOro 3acoby 3rigHO 3 peecTpartiitim TIOCBiXdeHHIM)
cupeil Hazanbumii, posuns 0,05 Y%; no 10 mu Y piakoni; mo 1 gaaxony y KApTOHHIM
YOAKOBIi
(bopma samycky, nosysamms, Bag LaKyBaHH JIKAapCEKOTo 3aco6y)

Homep peectpaniiinoro noceizuenns UA/8179/01/01 CIpoK A peecrpauiiinoro nocsigernus 01.01.2099
Cepis nixapcexoro 3acofy Ne A2151R Kinexicrs BBeseroro nikapeskoro saco6y 166200

Bupo6unk HEJIbOAPM OPJIEAH, Dpannisz

(HaiiMeHyBasHs BHPOOHHKA JKapCHKOro 3aco0y, Kpaina 10XomxeHHs)

Baeseno s Vipainy ToBapucTBo 3 06MeEsKeHOIO BinnosigaabaicTIO "Ixkoncon i [lxoncon

Yxpaina", inenr. xox: 35893512

(HaliMerryBanms Ta Ko 32 E€LIPTIOY ropmmmaroi ocobu abo npisBume, iM's, 00 GaTbKOBi oizuanoi

0co6u - miznpmemus, if Micne npoxmanns Ta peectpauiiiiuit HoMep 06iKOBOT KapTKH ITaTHUKA
nozarkis ao cepis Ta Homep macnopra)

Hporokon Bisyansuoro kourpomo six 23.09.2024 Ne 2859/2,

3a pesynbratamu JEPXKABHOTO  KOHTPOMNIO BCTAHOBJIEHO, IO JiKapcobKuit 3aci6  BBesemo B VYikpaluy 3
AOTPHMAHHSIM BHMOT 3aKOHOABCTBA 10710 3a6e3NeHerHs AKOCTI KAPCHKUX 3acoBi.
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DELPHARM

Product Name / Hasna HPOAYKTY:
Product Code / Koa HPOAYRTY:

Producing country/ Kpaina-napoGuu;

Bateh Number / Hovep cepii:

Manufacturing date { Hara snpodmnerna:

Released Batch quantity / Poswip
BHITYINEROT cepii:

Market Authorization / Pecerpaniitie

HOCRIMCR IS

Packaging type size / Posaip 1a tin naxysanus;

Strength/ Cysra aii

Pharmaceutical form / J1i Kapenka opua:

Manufacturer / Bupotuux: Delpharm Orleans, France/ Aeavapy Opaean, Gpannin
Address / Anpeca: § avenue de Coueyr, ORLE
CEAERC 2, 45071, Gpanin

Manufacturing authorization number / Hoye
Phone/

Tesedon: +33.(0) 238 69 81 00 Fax/bake; 433 (M238633629
QUALITY CERTIFICATE / CEPTH MIKAT SIRQCTI

TYZINE® XYLO { THIHMH® KCHID

5050909 Internal 11D / Buyrpismiit HOMEp!
France/ ®dpavmin Importing country/ Kpaina ismoprep:
A2151R

10 7 2024 . . )

day? R vt EXIry date/ Tepwin npuaarnocri:

I M pix

5 Consumer packs/ ynaronox .
175000 Consumet packs/ ynarxonox Date of baich release®/ »
UA/RIT79/01/01 Hara sunycxy cepii*i dagt
Jeuk

KapToHnift ynakosui 3 sapkysanismm FEPATUCHLEOIO MOBOKO

P Aiensit aas supodumnaol ghawmisui: 2023 257 1 2

ANS CEDEX 2, 45071, France/ 5 asetuo ne Koncip, OPJIEAH

0A2131D

UkrainesY xpaita

6

month?
MicKh

7

mnsiy
MicKi

1wl of solution contaitis xylomelazoline hydrochloride 0,5 mg/ 1 va posunmy Mictirs

KCWIOMETAIOMINY rijpoxnopnay 0,5 sy
Nasal spray, solution 0,05% / Crpeit razasbuni, posuun 0,05%

2027
year!
K

2024
year!
ik

10 mf in vial, 1 vialin carton pack with ukraininan labeling/ 10 wa ¥ gaaroni, 1o 1 ¢rakony s

Chemical control /

Nistiamdt auranis No

Q.C. comments/ Koxewrapi sigainy KOUTPOINO $KOCTI:

Test/Teer

Analysis #/ Ananis

Ref, Tech. sis /
ORA2437 Rl Tech. analysis
Crauz. Texn.
437 o
Anasis

rersion/
TC-0154 vemion/ g
Bepeis:
N/A / He sactoconyernes

Specification / Cueundiranin

Sample siatus /
Cratye spagxa;
Accepled/
Hpuiinaro

Result / Pesvaprar

Description/ Qe

Filting volume/ O8'cs nanosrery

Density/ I'vernna

pH (20°C)

Refractive index (20°Cy
Koedrinicior sanoscrienns (20°C)

ldcnti.ﬁcaliml/l.excn'rmj)imuuin

Xylometazoline hydrochloride/
Kewsroyerasoainy riy POXIOpPHILY

Benzatkonium chloride/
Betsasonio xaopmay

Assay/ Kiankicue susnasenns
Xylometazoline hydrochloride/
Katoyerasoniny riapoxsopiay

Benzalkonium chlorides
Bensaaxonino Xopiy

Purity (impurities) Unerora (A0stimen)

Lydrolysis product**/

Tpozykr vigpoaizy**
Unidentified impurity
(individuallyy Heizerrdivonani
aoxinn (miayaisn)

A clear calourless solution, odourless or with a slight characteristic odour/ [Ipo3opuii
GesGapsunii posm, Ges 3ATAXY aBO 3 ACPKIM XAPAKTCPIIM SAIANOM

Average lilling volume is not less than neminal quantity/ Cepesniii o8'cs nanosmenns - ne

MERIUIE HOMUTLILIOT KiALKOCYH
1,009-1,011
6,1-6,5

1,336-1,338

Correspond. Retention time of xylometazoline hydrochioride peak in the chromatogram of

the test solution corresponds the retention time of main peak in the chromatogram of the
standard solution/ Bianosinae, Yac YTPHMAS iRy KeHAOMeTaz0s sy riApoxIopHaYy Ha

XPONATOIPAME BRIPOSOBYRAHOTG poIumILy wismonixac MACY YIPHMAHRS JLIN FOAOBHORO
iKY Ha XpomaTorpa CIANAAPTIOTO postmy,

Correspond. The UV spectra of xylometazoline FICI peak in the sample chromatogram

should broadly match that corresponding to the UV spectra of xylometazoline HCl peak in
standard chromatogram/ Bisnonizac. Y-cuerrpn niky KeoMerasoniny viapoxiopiy na

Xposarorpai punpoSonynanora PUBMINTY HOBSHHT B UE0MY BixmosizaTH Y D-crierrpas
VY KCHIAOMETa30 Y riapoxzopiny na xpostrrorpasi CTRAWRAPTIONO Posamy,

Correspond. Retention time of benzalkonium chioride peak in the chromatogram of the test

solution corresponds the retention time of main peak in the xhromatogram of the standard
solution / Biawoniznae. Yac Yrprotann miky Semsaskonio KAOPHAY 1L NPOMATOrpaMi
BUNPOBOBYBAHOIO POIHITY BixpoOBIaC HACY YTPUMAIILT JUIA TOXOBHOIO 11ikY Ra
XPOMATOIPAMI CTAILIAPTHONO PoIwIHY.

0,475 - 0,525 mg/ml (95,0 - 105,0 % of the labelled contenty/

0,475 0,525 arivxn (95,0 - 105,0 % six BKAZBHOTO Hi MAPKYBAITT)
0,18 - 0,22 mg/ml (90,0 - 1 10,0 % 1in house)/

0,18 - 0,22 8/ (90,0 - 110,0% B HOMINAIY)

oo SRR AL T

¥,

<0,5%

0,2%

Yipaing?

K auiiri
[rudiraniaieg g
A 35393{)32,/‘ o

Pass/ Bianosizac

H),

I ml/ sz

1,010
6,4

1,337

Pass/ Bixnoniaac

Pass/ Bianorijac

Pass/ Bianosigac

0,493

0,20

mg/ml
M/l

mg/ml
ME/MI

0,0%

0,1%




2/2 Manufacturer / Bupobums: Belpharm Orleans, France/ Heasgapy Opzean, Opamiin

EFRM-0005544 rev.2 Address ! Aapeca: 5 avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 anemo j1e Koucip, OPAEAH
CEIEKC 2, 45071, Opanuin

Manufacturing authorization number / Hoxtep svinmensiv gan nnpodnseaot gimmimeni: 2023 257_1.2

/ Phone/Teaegon: +33 ()2 38 69 81 00 Fax/daxe: +33 ()2 38 63 3690
DELPHARM QUALITY CERTIFICATE / CEPTHOIKAT SIKOCTI

Product Name / Hassa HPOAYKTY: TYZINE® XYLO 7 TH3MHS KCHIO
Product Code / Kog TIPOTYRTY: 3050909 Internal ID / Buyrpinmiit HoMep:  0A2151D
Batch Number / Hosep cepii: A2151R © Importing country/ Kpaiua izmoprep: Ukraine/Y xpaina

\ 10 7 2024  Expiry date/ 6 2027
Manufucturing date / JTara pupoGHTA; day/ [o— vy Tepuin ripaarmocti moaly  your?

QT MicHith pix Micsuh pix

Releused Bateh quantity / Posmip 175000 Consumer packs/ YIAKOBOK Market Authorization / Peccrpaniiine UA/8179/01/01
BHUYINCHOT cepii: TOCBiMeHHA:

Sample status /

N Analysis #/ Ananiz Ref. Tech. analysis / . . .
Chemieal control / o ysls uf e ORA2437 Crans \:chn T et 54 Version/ 13 Cratye spaaa:
Kisiuniit auanis N 437 A (]" ' Bepein: Accepted/

Haa : Iprituaro
Q.C. comments/ Komenrapi siagixy KORTPOIIO AROCTI: N/A / He sacroconyernen
Test/ Tecy Specifications and Limits/ Creundicanii ra wexi Resulis/Pesvaraarn
Purity (inrpurities)/ Uncrora {ionimin)
Unidentified impurity (total)/ Heinentndironani <0,5% 0,1%
JoMinm (senoro)
Total/ Cyxa gomitox <L0% 0.1%
Microbiolopical control / Analysis # Ananis Ref. Tech. analysis / Version/ Sample status /
MikpoGiosoriamit ananis  Ne ORA2437 Cramu. Texi, Bepais: . Crarye apuska:

438 Anais TC-0154 13 Accepted/
ITpuitngre

Q.C. comments/ Koy Trapi BETALLY RORTPOINO AKOCT: N/A / He sacroconycrben

Test/ Teer

Results/Peavanraru

Specifications and Limits/ Cretne N

Microbial contamonation / MiwpoGua korrasinanis

Total acrobic microbial count/ Sarasmna not more 163CFUM ue Gimste 103KY O/ . .
P N . ‘ Pass/ Binnowizac

KIABKICTL aepolnmx sikpoopranizsis

Total yeasts and moulds count/ 3aramua not move 10'CFUAY ne Gixsime 10K YO#a . .
Lo R ] .. Pass/ Bianorizac

RIALKICTD APIAUDROBILN Ta HCHARIN rpidin

Pseudomonas acruginosa Absencein T m¥ Bizeyriicts 1 1 wma Pass/ Bianonizae
Staphylococcus aureus Absence in 1 mlf Bixcyruicrs i 1 ma Pass/ Bizuonizac
Coniments / Kosenrapi:

* Date of batch release is a date when specific bateh was certified in full compliance with the GMP requirements and electronically signed for approval
by Qualified Person af validated computerized system of production site/flara munyery cepii - rara ko gana cepin Byua cepridinonana s womniit
BUmoBiOCT 210 Binvor MBI Ta sarsepasena Yuosuosakenoro Ocobow LASXOM CACKIPOHHOTO NLUBICY B BA0BANIT) KoMITHOTepHiil cricTeni,
BHPOBHINOT tizmim,

ke N-{2-amincethyl)-2-(4-1, I-diruelhylelhyl-2Y()»dimcﬂ1ylphenyl)ucclamidcl N-(Z-asinoern-2-(. 4-1,l-:ul.\xC'nmc'm;x~2,6-111mc’r;m(bcui:l) averaMiz

A Actual date when paper copy of certificate was printed and manually signed by Qualificd Person in accordance with the: GocP/ Jata, koan
Tranepona nepein ceprndixary Gysa PO3ApYKOnTIA T4 Himcana Yuosnosawenoto Ocoloro y siauonianocti 4o mrvor Haneoxof Flpartuxn
Jlokysetrysaims

CONCLUSION: Accepted / BHCHORBOK: Bistnosinae

This batch was released by the Quatified Person / 1in maprin Syaa sinymena
Ynosuonaxeunio Ocodoro:

MLEE

R
(Name of Qualified Person / Iv's Yuosnonaskenoi Ocodi)

We hereby certify that the above information on English language is authentic and aceurate / i s sacsizayemo, mo naseacia BRIE inopyanin
QHEAHICHROIO Monow ¢ AOCTOBIPHOIO | TOMHOL).

This batch of product has been manufactured, including packaging/abelling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the impuorting country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP / I%io cepiio npoaykry Gynosupoieno,
BIUOUUOUH JARYBANNA/MApRYBAHHA Ta HpoBeaeHo kouTpoan i akoeti Ha mmEIasaYenilt L ¥ nowiit piauosiutocri 3 misoraym GMP,
BCTAIOWICHHM MICUChIIM DEEYASTOPUMM OPraloy, § TakOK BL0R AHO 10 crienubivaii Micnenoro peryisttoproro oprauy iy sianonizgnocr] si
cuerudixaiico 10 peectpattiioro cainorraa Kpaii-ismoptepa. Mpororko:m BHPOGHILITBA, HAKYBANNS 18 anaziiin TICPRITLINYTO 18 BCTARORICHO

BixHoBiAMicTy GMP. 2 4 JUII‘., 2024
(£ =

Qualified Person name/

s " Date**#/ Jlaraers
Ine's Yrmmmlm;xcum acobis

Jxoncon
Yrpainay
) lnenTudicayitinug 42
G kon 35893512 48




