AEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO,TIO 3A
HAPKOTHKAMM Y KHIBCHKIi OBJIACTI

nipoB. Ceitmaroi Hanii, 3, m.Kuis, 02099, ren/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Tpo SIKiCTH BBe3eHOro B YKpainy JiKapebKoro 3acoby
01.10.2024 Ne 48163/24/1011
TH3NH® KCUJIO

(HaliMeHyBaHHA NiKapCHKOTO 3acoby 3rifHO 3 peecrparriiim TIOCBiX9CHHAM)
cupeil Hasanbumid, pozann 0,05 %; mo 10 mu Y paaxoni; mo 1 guiaxony y KapTOHHIH
yOaKoBIi
(bopma semycky, gosysanmus, Bu TaKyBaHHS JUKAPCHKOTo 3aco6y)

Homep peectpaniiinoro noceizuenns UA/8179/01/01 CTpoK 1if peectpauiiitoro noceiggenns 01.01.2099
Cepis nixapcexoro 3acoby Ne A2151R Kinekicrs BBesenoro nikapcrkoro saco6y 166200

Bupo6uuk JEJIbOAPM OPJIEAH, ®panuis

(HaiiMeHy BaHHs BUpOOHMKa iKaPCHKOTO 3aco0y, Kpaisa IoXoxeH )

Baeseno B Vpainy Tosapucreo 3 o6mexenoro BianosigaabHicTio " IixoHCcOR i Isxoncon

Yxpaina', inenr. xon: 35893512

(HatiMeHyBarns Ta Kog 3a €JIPTIOY ropumugsoi 0cobu a6o Tpi3BHUILE, iM'1, IO GaTbKoB] oisuanoi

006y - mimpueMn, ii Micue npoxuBanms Ta peectpauiituit Homep 06ITIKOBOT KapTKH ITATHUKA
nozarkis abo cepis Ta Homep macmopra)

Hporokon sisyanenoro konrposo six 23.09.2024 Ne 2859/2.

3a pesynbTatamu JEPXKABHOTO  KOHTPOJIO BCTAHOBJIEHO, IO JiKapchkuit  3aci6 BBesemo B Yxpalny 3
AOTPHMAHBHAM BuMor 3aKOHOABCTBA L0710 3a6e3NeYeHHs AKOCT] JTiKaPCHKUX 3acObiB.
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DELPMARM

Product Name / Haspa HPOAYKTY:
Product Code / Koy HPOAYRTY:

Producing country/ Kpaina-nnpoGrik;

Bateh Number / Hoxep cepii:

Manufacturing date / Hara vpoSmursa:

Released Batch quantity / Posmip
BHIYIEHOT cepii:

Market Authorization / Pecerpaniiing

HOCRIAMCHHS:

Packaging type size / Posaip 1a Tin nakysanus:

Strength/ Cussa i

Pharmaceutical form / Jii Kapenka Qopsta:

Manufacturer / BupoSuw: Delpharm Orleans, France/ Aeandapy Opacan, Gpannin

Address / Axpeca: 5 avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 asenio ge Koncip, OPJIEAH
CEAFRC 2, 45071, Mpanitin ;

Manufacturing authorization number / Hoyep diensii aas supodunaof giasnini: 2023 257 1 2
Phone/Teacorr; +33 (0

QUALITY CERTIFICATE / CEPTH DIKAT JIROCTI

) 23869 8100 Faxbaxe; 433 (0)2 38 63 36 29

TYZINE® XYLO / TH3HH® KCHAO

5050909 Internal 11D / By rphsitt HOME! 0A2131D
France/ ®pannin Importing country/ Kpaina istmoprep: Ukraine/Y kpaina
A2151R
10 7 2024 . 6 2027
day? - ot EXpiry date/ Tepyin npuaarnocri: T yesel
s Micsun piK Mickub piK
5 Cons acks/ ynaronok .
175000 Consumer packs/ ynaxonox Date of baich release/ » 7 2024
UA/R179/01/01 Hara sunyeky cepii*: day! oy year!
prieiin MIcKiE K

10 mf in vial, 1 vialin carton pack with ukraininai Jabeling/ 10 vz ¥ gaaxoni, 1o 1 aaxony n
KapTouniit yraxosni 3 Mapkysanis YRPATHCLKOIO MOBOK

1 i of solution contains xylometazoline hydrochloride 0,5 mg/ 1 M1 posuuny sicrivr,
KCWIOMCTHIOMNY riapoxinopnay 0,5 sy

Nasal spray, solution 0,05% / Cupeit masamunif, posumn 0,05%

Chemical control /

Nistbnmit anais No

Q.C. comments/ Kosenrapi sigainy KOUTPOIIO SKOCTI:

Test/Teer

Analysis #/ Ananis

. Sample status /
Rel. Tech. < 'sis /
ORA2437 Ref. Tech. analysis

iy T ey & Version/ Cratye spagxa;
437 Craumn. Texn. BEE0IES Bepcis: 1 Accepied/
Ananiz )
Ipuiingro

N/A / He sacroconyernes

Specifieation / Cueundinauin

Result / Peavavrar

Description/ Quue

Filling volume/ O6'est naniosrerns

Density/ I'yernma

pH (20°C)

Refractive index (20°Cy
Kocdhinticior sanosienns (20°C)

Identification/lien ndixanin

Xylometazoline hydrochloride/
Kewsrozerasoainy rip poxaopiy

Benzatkonium chloride/
Betsasoniio xaopiay

Assay/ Kizinkicue susnavenns
Xylometazoline hydrochloride/
Kastoyerazozning riapoxsopuay
Benzalkonium chloride/
Bensaswoyin xiopuy

Purity (impurities) Usrerora (A0stimen)

Iydrolysis product*+/

Flpoxyxr vigposizy**
Unidentified impurity
(individually)/ Heizenrndivonmyi
aominn (iumiayainne)

A clear colouress solution, odourless or with a slight characteristic odour/ [ Ipozopuii

Pass? Bianosinae
GesGapsunli pasun, 6es 3aTAXY 40O 3 ACIKNM XapAKTEPHIM SAIANOM Pass/ Biauosiaac

Average filling volume is not less than naminal quantity/ Cepesailt 06'em nanonneuns - ne

. . . 10,1 ml/ aa
MERUIE HOMITRALIO] KiAbKoeT] '

1,009-1,011 1,010
6,1-6,5 6,4
1,336-1,338 1,337

Correspond. Retention time of xylometazoline hydrochloride peak in the chromatogram of
the test solution corresponds the retention time of main peak in the chromatogram of the
standard solution/ Bianosinae, Yac YTPHMantis iy KCHAOMETA30MRY riApoxIopaity na
Xpovatorpami srpoSonysanore po3uNIy Nignosizic HACY YEPHMANES JUIA FONOBHOIO
UKy Ha XpoNaTorpasi CTARAAPTIOTO posainy,

Pass/ Bixnonizac

Correspond. The UV spectra of xylometazoline FIC peak in the sample chromatogram
should broadty mateh that corresponding to the UV spectra of xylometazoline HCl peak in
standard chromatograny/ Biunosizac. Y-coexrpu niky KCHAOMETA303iIY Tiapoxaopiy na
Nposarorpasi nunpodonynanora POy OBWHET B UiBOMY BixTonitaTH Yb-crerrpas
MRy KCHIOMeTa30 Iy TApOXROPIAY ha xpoMatorpasi CTAIAPTHOTO PO3YHNHY,

Pass/ Bizmopinac

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 / Biawosizae, Yac Yiprostanns nixy Sewsasxonio KAOPHALY 1K NPOMsarorpasi
BHIPOBOBYBANOTO PostHIY BixHORINAC HACY YTPUMANILT JUIA TOOBHOTO iKY Ha
XPOMATOrPAMI CTAILIAPTHONO poguiiHy.

Pass/ Bianosinac

0475 - 0,525 mg/ml (95,0 - 103,0 % of the labelled contenty/ 0,493 mg/ml
0,475 - 0,525 sufan (95,0 - 105,0 % six BKAZBHOTO Ha MAPRYBAI) BRI VAV
0,18 - 0,22 mg/mi (90,0 - 1 10,0 % in house)/ 0.20 mg/ml
0,18 - 0,22 seai1 (90,0 - 110,0% BI HOMINATY) b ME/MA
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2/2 Manufacturer / Bupobum: Delpharm Orleans, France/ HAeasdapy Opaean, Opaniin

EFRM-0005544 rev2 Address/ Aapeca: 5 avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 anemo 1o Koueip, OPJIEAH
CEJEKC 2, 45071, Dpannin

Manufacturing authorization number / Hoxep ainensii s nipodnicuot gimimtni: 2023 257 1.2

: Phone/Tencdon: +33 (0) 238 69 81 00 Fawac: +33 (02 386336 29
DELPHARM QUALITY CERTIFICATE /.CEPTH®IKAT SIKOCTI

Product Name / Hasna HPOAYKTY: TYZINE® XYLO/ THIHH® KCHo
Product Code / Kon TIPOTYRTY: 3050909 Internal ID / Buyrpinmiit HoMep:  0A2151D
Batch Number / Hoxep cepii: A2151R © Importing country/ Kpaiua ixatoprep: Okraine/¥Y xpaiua
10 7 2024  Expiry-date/ 6 2027

Manufacturing date / Tara pupoGHITBa; dayt e vy Tepuin ripsrarnocri moalt yeart

qein Mt pix Micsath  pik
Released Batch quantity / Possip 175000 Consumer packs/ ynakonox Market Authorization / Pecerparditne UA/8179/01/01
BHUYINCHOT cepil: TOCBiaeHHA;

Sample status /

Analysis #/ Ananis Ref. Tech. unulys@s /

Chemical control / ORA2437 . Version/ Cratye apaska:

e . Ne “7 Cramgy, Texu, "C-0154 , A 13

Xisieoni anais 437 A i]_'.‘. Tl Bepein: Accepted/
HAUL Ipritusro

Q.C. comments/ Komenrapi siaaizy KORTPOIMIO AROCTI: N/A / He sacrocomyernes

Test/Tecy Specifications and Limits/ Cuerns hiranii ra wemi Results/Pesvantarn

Purity (impurities)/ Yscrora {aoMimicn)

Unidentified impurity (total)/ Heinemrtndixonani <0,5% 1 0,1%

AoMinn (Benoro)

Total/ Cyma gomiuox <1,0% 0,1%

Microbiological control / Analysis # Anasiz Ref. Tech, analysis / Version/ Sample statas /

MikpoGioaorivingi anaxis  Ne ORA2437 Cramn. Texi. Bepeiy: . Crarye spaska:
438 Anacis TC-0154 13 Accepted/

IMpuiingro
Q.C. comments/ Koserrrapi nizainy RORIPOMO gKOCT: N/A / He sacroconycrpon

Test/ Teer Results/Pervnnraru

Specifications and Limits/ Crrenn iR

Microbial contamonation / M ikpobua o asinaris

Total acrobic microbial count/ Saraimia notmore TO*CFU/Mm ue Gismime 103KY O/ . s
o yme p : . : Pass/ Binnoizac

KIALKICTL acpo0niX Mikpoopranizyin

Total yeasts and moulds count/ Sarampua not move 10'CFU/MY ne Gixpre 10K YOhia : ,
Lo 5 . L Pass/ Bianosinac

KIALKICTD APLAGOROBIX Ta INCHARIY rpidin

Pseudomonas acruginosa Absence in T m¥/ Bixeyricts 1 1 wa Pass/ Bianonizae
Staphylococeus aureus Absence in [ ml/ Bixcyrnicrs b 1 ma Pass/ Biauonizac
Coniments / Kosenrapi:

* Date of batch release is a date when specific bateh was certified in full complisnce with the GMVP requirements and electronically signed for approval
by Qualified Person at validated computerized system of production site ZJlara wunyery cepii - anra o Jagia cepin Gyia ceprigivosana u nonmnili
BUmoBiHOCT 210 Binvor MBI T4 sarpepamena Yuostonanenoo Ocobow [AIXOM CASKTPOHHOTO IHANICY B B 0B KoMITHoTepsiit crctemi
BHPOOHIYOT jiznii,

** N-{2-aminoethyl)-2-(4-1, I-(lirnethylclhyl-z,6-dimoll1ylphcnyl)ncolamide./ N-(2-asinoernir2-( 4-1,l-:ul.\m'rmmn:r-2,6-111mc‘rmr(bcui:i) auerasiz

*E Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the: GDocP/ Jlara, kosm
Tranepona nepein cepridixary Gysa POsApykonana Ta nizmicana Yuosnosamenoto Ocoloro y Bianorianocti 40 mivor Hagerol T Tparruxn
Jlokyyenrysanuy

CONCLUSION; Accepted 7 BHCHOBOK: Bixnosinae

This batch was released by the Qualified Person / 1 maptin Syaa sunymena MLEBEL
~ IV L3

Ynosnonakeoio Ocodoro: ) )

(Name of Qualified Person / Ivf's Yuosnonakerol Ocobi)

We hereby certify that the above in formation on English language is autheantic and accurate / i Mi sacsizayeno, mo nasencua BRINE indopaanin
QHEATTICHROIO MoBOID € AOCTOBIPHOO 1 om0,

This bateh of product has been manufactured, including packagingZlabelling 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 importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP / Lio Cepiio npoaykry Gyno nupoGieno,
BIGHOMQIOM JARY BAMHS/ MAPRY BATIA Ta HPORCACHO KOUTPO, 1 skocT Ha mimEsastaveniit xisimmi ¥ nonniit BiAUOBIAIOCTI 3 BirMOraym GMP,
BCTAIMOMICHHM MiCLCHIM DELSASTOPHIM OPranos, a TaKOK LI AHO 10 crierghianii MICHEROTO peryisTopHore oprauy i ysianonignocyi 3i
ctierudixauicro 40 peectpaniitnoro cainonaa Kpaiin-isnoptepa. Hpovoxom BIPOGHINTEA, AKYBANTI T4 Anaaiin TICPRILTHYTO 13 BCTAHORICHD

BEXHOBIAHICTH GMP. V 2 4 JUIL 2024
(£ =

Qualified Person name/

N s Date***/ Jlara®+*
Int'st Yrmmmnamcum acobis

JhroHcoR
Yepainay
; , [nentudicayinuig 457

3 xoa 358935 ?/‘g
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