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JEP/KABHA CJIIYKXBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHM Y KHIBCBKIN OBJIACTI

npos. CeitnuyHoi Hanii, 3, m.Kuie, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO SIKiCTH BBe3eHOT0 B Y KpaiHY JiKapchKoro 3acody

29.12.2023 Ne 65928/23/10

TH3UH® KCUJIO

(HaliMeHyBaHHA AiKapchkoro 3aco0y 3rifHO 3 peecTpauifHUM MOCBITIEHHsM)
Kpamuii HazaabHi, po3yun 0,05 %; mo 10 ma y daakoni; o 1 guraxony y kapTonsii ynakosmi
((opma BuIycKy, 103yBaHHS, BHA MaKyBaHHs JiKapChKoro 3acoby)

Homep peectpaniitroro mocsimsenns UA/4817/01/01 crpok aii peectpaniiizoro mocsimuernns 01.01.2099
Cepis nikapcekoro 3aco6y Ne Y3553R KimekicTs BBe3eHoro Nikapeskoro sacofy 95600

Bupo6ink JAEJIbOAPM OPJIEAH, ®panis

(naitMeHyBaHHA BUPOGHHKA JIIKAPCHKOTO 3ac08Y, KpaiHa MOX0IKEHHSA)

Beeseno B Vkpainy Tosapucreo 3 00MekeH0I0 BignoBinaasuicTo "'/[xkoncon i sKoHCcOH

Yikpaina', izent. kon: 35893512

(nafimenyBanns Ta xoa 3a €JIPIIOY roprananoi ocobu abo npiseuie, iM's, o 6aTekoBi dhizHuHOT

0co0H - nmianpuemis, i MicLie NPOXMBAHHS Ta PeecTpalliinui HoMep 06:1ikoBOT KAPTKH TITATHHKA
nofarkie abo cepis Ta HOMep acnopTa)

Iporokon Bisyansnoroe koutpoaio Bin 27.12.2023 Ne 4204/2.

3a  pesynbTaTaMM LepKaBHOTO KOHTPOMIO BCTAHOBIEHO, IO JiKapchkuii 3aci6 BBeseHo B Vipainy 3

AOTPHMAHHAM BUMOT 3aKOHOJABCTBA LIOI0 3a0e3MeYeHHs TKOCTI TiKapChKIX 3ac00iB.
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1/2 Manufacturer / Bupobuux: Delpharm Orieans, Frarce/ Aeandgapy Opacan, Opanuin /6)

EFRM-0005545 rev. | Address/ Aapeea: 5 avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 aneuio xe Koncip, OPJIEAH CEAEKC 2,
45071, Opanatin
"\ Manufacturing authorization number / Hovep sinensii un supobimuok abismmi: 2023 257 1 2
\‘ Phone/Tesiedon: +33 (0) 238 69 81 D0 Fax/daxe: +33 (0)2 38 63 36 29
P Fa R0 QUALITY CERTIFICATE { CEPTHOIKAT SIKOCTI
Product Name / Hasna nipojyxty: TYZINE® XYLO / TH3MH® KCIHIIO
Produet Code / Koz npoaykry: 607797 Internal 1D / Baypiomiiii womcep: 0Y3553A
Produeing country/ Kpaina-sapotux: France/ ®panuis Importing country/ Kpaina isnoprep; Ukraine / Yrpaiaa
Batch Number / Homep cepii: Y3553R
31 10 2023 . ) k 9 2026
Manufacturing date / Jata pupoSuunra; das/ — year! Expiry date/ Tepmin upsaaniocTi: wont year!
Azus MiCANE pik MICALh pix

Releas Lty tity 7 Poani
eleased Batch quantity / Posvip 95880  Conswner packs/ ynakosok

BIIEVINCHOT cepil: Bate of batch release™/ 13 1t 2023
Market Authorization / Pecerpagiine UA/4R17/01/01 Aara punryery cepii*: A o
N0CBiAMCHHA:
Packaging type size / Poswip 1a it 10l in viel, 1 vial in carton pack with ukraininan labeling/ 10 s y dasond, no 1 dusaxony n kaprommil
HAKYBAHIIA: YURKOBE 3 MAPKYSAHHAM YKDATIICHKOIO MOBOIO
Streng(ly Crena pji [ mi of satution conlains xylometazotine hydrochloride 0,5 mg/ | M pozunsy MicTuTL KCIIOMET&302i1Y
rizpoxiopiy 0,5 mr
Pharmaceutical form / Jlixapenka dopaa: Nasal drops, solution 0,05% / Kparui mazansui, pogwim 0,05%
: Ref. Tech, analysis / . Sample status / Crarye
Chemical . s o
X'i"t ] _“CGTT{'“.)” Analysis #/ IOIEABH Crami, Texn. TCO154 Kcrsn‘o nf 13 3paska;
iMiTS anania Anaiiz No 3 - epeL Aceepted! Tipuitaato
Q.C. comments/ Kosentapi Biagizy kontpomo axoet: N/A / He 3actocoBycthen
Test ! Teer Specification / Cnenudikanin Result / Pesvasrar

Description/ Omire A clear eolourless solution, odourless or with a slight characteristic odour/ Tiposopitt Pass/ Bi .

Geabapoumit posunn, Ge3 3anaxy afo 3 NCTKIM XaGPAKTePHUM 310aK0M S SHRRMAE
Filling volume/ O8'cat Average filling volume s nol less than nominal quantily/ Cepeapiit 06°cM HAHOBHEHHS - 1 101 ml/ s

. e s : = MJ

HAHORHCHIES MEITIMNE HOMMILIBHOT Kibkoc ]
Density/ 1'yeruma 1,009-1,011 £,009
pH (20°C) 6,1-6,5 6.3

Refractive index (20°C)/

Koethinicn saosienns (20°C) 1,336-1,338 1,337

Vdentification/laenradinanin

Correspond, Retention time of xylometazoline hydrochloride peak in the chromategram of

the test solufion corresponds the refention time of main peak in the chromatogram of the

standard solution/ Binosinae. Yae yipumamm miky xeanoMetasoiuy TIAPOXSIOMIILY Ha Pass/ Binroninae
NPOMETOIPAMI BUTIPOGOBYRAIIOTO POFIHY BIAMORIAAC TaCY YTPHMAIIE 7% TOXOBIOro

; . . iKY Hl XPOMATOTPAMI CTARAADTIOTO POIUHILY.
Xylometazoling hydrochloride/ HINED P SR P Y

Kentomerasoainy riapoxaopnay  Correspond. The UV spectra of xylometazoling HCI peak in the sample chromatogram
should broadly match that corresponding 1o the UV spectra of xylometazoline HCI peak in
standard chromatograny/ Binnosizae. Y®-cuexipy niky keoserasoniny TIAPOXTOPHAY
Ha XPOMATOTpaMi BHHIPOGOBYBANCIO POTHITY TOBMHH B HEIOMY BUIGOBIRTH Y-
CHEKTPAM 1HKY KenoMeTateniny rapoxaopiiy Ha xpoyazorpaMi CTaHIAPTIONO POFIHHY.

Pass/ Bizywoniziac

Correspond. Retention time of beazalkenium chloride peak in the chromatogram of the test

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

solution / Bianoni;ae. Yac yrpvanma uixy Gesaakoiio xiopiiy e XpOMATOFPaMi Pass/ Bianosinac
HPOSOEYEANOrD POITHIY RILIOKIALE YACY YEPHMAHNA /T4 FOTOBIOID WKy 1a

XPOMBTOEPAMT CTONARP 10T POTILLTY.

Benzalkonium chloride/
Bemsaakoniio xaopuny

Assay/ Kiankicne pinnnanenns

Nylemetazoline hydrochioride/ 0,475 - 0,525 mg/ml (95,0 - 105,0 % of the labelled content)/ 0.495 mg/mi
Kowoserasoniny riapoxaopuay 0,475 - 0,525 smrfsa (93,0 - 105,0 % pia Brazanoro va MapKyBauHi) T
Benzalkonium chloride/ 0,18 - 0,22 mg/ml (90,0 - 110,0 % in housc)/ mg/ml
BesalIKonio Kopuay 0,18 - 0.22 w1 (96,0 - 110,0% wiz nominany) T Mrhaa

Purity (impurities)/ Unevora (aomimsn)
Hydrolysis product**/ [Tpoays:  <0,5%
riApOnizy

Unidentified impurity =0,2%
(individually) Fleiest rndixonani
Aovinnay (zussiayaisag)
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2/2 Manufactuver / Bipobumir: Deipharm Orleans, France/ Jlesndapy Opaean, Opaninis

EFRM-00055435 rev.1 Address / Aapeen: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 aneuro ae Koncip, OPAEAH CEAEKC 2,
43071, Mpannis
'\\ Manufacturing autherization number / Homep aivensii aan sspobnnuoi abvesuni: 2023_257_1 2
s ) PhenefYesiedors: +33 (0) 238 69 81 00 Fax/@axc: +33 (0)2 38 63 36 20
DELPHARM QUALITY CERTIFICATE / CLPTH®IKAT SAKOCTI
Product Name / Hazsea nposgyrry: TYZINE® XYLO / TH3HH® KCHHO
Pradue! Code 7 Koa npogyrty: 6107707 Internal 1D / Brypimmiii sosep:  $Y3553A
Balch Number / Hovep cepii: Y3553R Importing country/ Kpaina imnoprep: Ukraine / Ypaiua
31 10 2023 . i 9 2026
Manufacturing date / Jlara nupoGisna: ! mond/ wear  Lxpiry daie/ Tepsin aprparnocti: S
AtHn MCRLE pix Micsile pix
feased 134 antity / Poasi Markel Authorization / Peectpaniiine
Rereised Mok GEaiy oD oo Consumer packs/ yuakonox oo uthonzation [ eectpaiy UA/817/01/01
BUITYIEHOT Cepii: HOCBINHEHHS:
; Analysis #/ Ref. Tech. analysis / : Sample status / Crarye
“hemics ; 3 . : Version/
g‘(lxct'im'tl“conl.r?ll / Ananiz Mo {I){§A2'%21 Crang. Texn. TCO154 3 ]ij) ].] 13 Spaiias
IMIYHER ana'Tiy 3 AJRTIIS CPCIH: Accepted/ 1Ipwituato
Q.C. comments/ Koxenrrapi ingisy koirrpo:o axkocti: N/A 7 He sacrocoryersea
Fest/ Teer Specifications and Limits/ Cireundiganii a yemi Resulis/Perynerarn
Purity (impurities) Hucrora (aovinmn)
Unidentified impurity {totaly <0,5%
i sl ) 0,1%
Tleinciraudbivonani aominigy (scoro)
Total/ Cysa noaiwox <1,0% 0,1%

. ; alysis # o Refl. Tech, analysis/ . Sample status / Crarye
Microbiological control /2RSS Bl o 59y Ref. Tech. analysis i Version/ Pl s FLT
MiksoBingor it - Ananiz Ne 138 Crann, Texn. TCO154 Bencis: 13 apaska:

KkpoBiomoriunil aaniz P Epei: Accepted/ TipsiinsTo

Q.C. comments! Kosentapi sijginy konposso skocti: N/A { He sacrocosyerses

Test/Tecr Specifications and Limits/ Cyrenudiranii ta sexi Regults/Pezvsmmrary

AMicrobiat contamonation / MixpoGua kouraviraris

Wiesralmna S Rl R RS 5 11120 20 Bignme HPKY »

l.oml .‘mrobn nllcmbuft count/ 3.:_u ikt not more 102CFU/MmY re Gimsme 10°KY O/ Base Biposinm

KUILKICT #epOGIX MiKpoopramissis

Total yeasts and moulds count/ Jaramia not more 10'CFUMY pe 6ianmie 10'KY O : :
v . . . Pass/ Bimnorinae

KIBKICTE APIGERORHX Ta DalcHsbnx rpubin

’sendomonas asruginosa Absence in 1 ml/ Bizcyrsicts 5 1 M1 Pass/ Bianonixae

Staphylococeus aureus Abscence in 1 ml/ Bixcyrnicts 5 | s Pass/ Bignosinae

Comments / Kexenrapi:

* Date of batch release is a date when specific baleh was cerlified in full compliance with the GMP requirerents and clectronically signed for approval by
Qualified Person at validated computerized system of production site /flata wimiyexy cepit - mata koouy gana cepin Gyna ceprinpikopana i oo
BianoBiurocTi o sustor HBI ta satacpmxcta Ynornosaxciomo Ocobomn mamxos CACKTPOHIOIO [HUINCY B BATI0BANIH KoM IOTepIi cncreMi nipofinmel
PR TS

¥+ N-(2-aminccthy[}-2-(4-1, 1-dimethylelhyl-2.6-dimethylphenyDacetamide/ N-{2-aminoerus-2-(4-1, 1-anvetnaernn-2,6-anveTiohening aqeTasin

*+* Actual date when paper copy of certificate was printed and manvally signed by Qualified Person in accordance with the GDocP/ Hara, komt junicpona
nepeis ceprdikary Syia povpyworana 1a nigrcans Yiosaonamerow OcoGoio ¥ sLoRigaocTi 0 savor Hareknol Tpastisn Hoxysen rysanns
CONCLUSION: Accepted / BHCHOBOK: Binnopinac

This batch was released by the Qualified Person / Lis uaprin Gysma snoyinesa

Ynosuosamenoe Qcodon:; i

{Name of Qualified Person / In's Yuonuosaskenot Ocodi)

We herchy certily that the above information on Tinglish language is authentic and accurate / [ Mu 3acaiuyeso, Wo nase/exs pime indropyanin
aurHCbRO MOROTO € JI0CTORIPHOIO | To%II010.

‘this bateh of produel has been manufactured, including packaging/labelling and qualily control at the above mentioned site(s) in full compliznce with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the imporfing country. The batch processing,
packaging and snatysis records were reviewed and found to be in complianee with GMP / Hyi cephio nipoayxty Svito BHPOG:ICHO, BRMOUHIOMH

TR BAHIB/MAPKYBAHHS ‘T3 1IPOBERSIIO KOUTPOTE T AKGCTE Ha BHME3asHACHIT s y sonaiit siguosianoeti 3 sistorav GMP, BeranosenIng Mictcri
PEEYRTODINM OPIEITOM, a TRKOX BiAosigio 1o onenydikaniii micuesoro peryiurropioro oprawy i ¥ nianosizroct 3i cuenwdirarticmo se peectpaniiinare
cai:zontsa kpaiur-isioptepa. Nporokom mupofinnina, HAKYBAHID T AUANSID TEPCIZMILYTO Ta BCTANCIICHD BiANonL e, GMP,

Cualified Person Name/ Ix'n Ynonnosameitor

¥ ey ¥EF
Qcotin Date**+/ Hara

. wunaEe 2% | 2003
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