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Manufacturer/ Bapofuux: Delpharm Orleans, France/ Teandapn Opacan, @pannia
Address / Aapeca: § avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 asento ac Koncip, OPJEAH

CEJERC 2, 45071, Opanuin

Manufacturing authorization number / Homep sinensii a:m sapobuunvol aianunui: M 19/224

Phone/Tesredon: +33.(0) 2 38 69 81 00 Fax/®axe: +33 (0)2 38 63 3629

DELPHARM

Product Name / Hassa apoaykry:
Product Code / Kozt npojiyxry:

Producing country/ Kpaina-supoGunk:

Batch Number / Homep cepil:

Manufacturing date / Jlara sipoGunirsa:

Released Batch quantity / Poavip
nunyiesol cepii’

" Market Authorization / Peecrpaiitne

TIOCBIAMeHEY:

Packaging type size / Possip a 1un

HAKYBAHHA

Strength/ Cnaa aii

Pharmaceutical form / Jixapeoka dopma

QUALITY CERTIFICATE / CEPTHOIRAT AKOCTI
TYZINE® XYLO / TU3HHE KCHIIO

6107606 Internal 1D / Buyrpimuifi novep:
France/ ®panuis Importing country / Kpaikia ixatoprep:
X0837R
10 3 2022 ) . .
dsy? ot v FXpiry date/ Tepstin npuaarnocti:
nexn sicaus. pix

22000
Consumer packs/ yIakoROK

Date of batch relcase®/ 29
UA/4817/01/02 Jata sunycky cepii*: day/
DL

0X0837A
Ukraine / Yipaina
2 2025
moanly’ year!
MCHIE PN
3 2022
nomby’ yeat!
MICAH pis

10 ml in vial, 1 vial in carton pack with ukraininan labeling/ 10 s y daraxoni, no 1 gaaxony s

KapTOHRI YUAKOBI 3 MEPKYBARHAM YKPATHCHEOIO MOBOIO

1 ml of solution contains xylometazoline hydrochloride 1 mg/ 1 sv posusty MicTiTs

KCWIOMETA30Miny rijipoxaopuity 1 mr
Nasal drops, solution 0,1% / Kpari wasamni, posuun 0,1%

Chemical control /
Ximisernii auais

Q.C. comments/ Kosenrapi siaaiy xourpomo skocri;

Analysis #/
Anazniz Ne

Ref Tech, analysis /
Crana. Texm.
Anaaiz

Version/
Bepceis:

Ora22056

91 1C-0136

N/A / He 3acroconycrnes

Sample status /
Craryc 3paska:
Accepted/
Tpuitnaro

Test/Tecy Specification / Cnenndinanin Result / Pesvanyai
Description/ Oe A clear colourless solution, odourless or with a slight characteristic odour/ Iposopui

Filling volume/ O6'¢x nanosneins

Density/ I'yernna

pH (20°C)

Refractive index (20°C)y
Koedinicnr sanomienns (20°C)

Identification/Lienyudinanin

Kylometazoline hydrochloride/
Kemomerasoniny riapoxsopuay

Benzatkomium chloride/
Benszasxonito xappuiy

Assay/ Kinpricue suinavenns
Xylometazoline hydrochloride/
KenaoMerasomuy tipoxiopuay
Benzalkonium chloride/
Beuswmoniio Xaopuiy

Purity (impurities) Hucrora (ovinsu)

ydrolysis product**/ Fpoaykr
riapossy**

Unidentified impurity
(individually)’ Heinenrngisosaui
JOMUHRR (INUMLTyaibioe)

GeaGapsuuit posvim, Ges sanmaxy abo 3 JACTKHM XAPAKTCPHUM 3a1IAX0M

Average filling volume is not less than nominal quantity/ Cepeaniii 06'cM HATORHEHNS - HE
MCHING HOMIHAALROT KUILKOCTI

1,009-1,011
6,1-6,5

1,336-1,338

Correspond. Retention time of xylometazoline hydrochloride peak in the chromatogram of
the tost solution corresponds the retention time of main peak in the chromatogram of the
standard solution/ Bignosizae. Hac yrpuyanis 1Ky KCHIOMCTA30HITY [APOXTOPHIY B
XPOMATOrpaMi BIIPOBOBYBAIOrO POIWIHY BIANOBIAAE HACY YTPHMANHS JUIN IO/I0BHOTO
HiKY Ha XpOMATOUPAMI CTAHAPTHOIO POIHIIY.

Correspond. The UV spectra of xylometazoline HCI peak in the sample chromatogram
should broadly match that corresponding to the UV spectra of xylometazoline HCt peak in

standard chromatogram/ Biznosizac. Y O-criekTpy niky KCHI0MCTR30IHY FIAPOXIOPHIY Ha

XPOMATOrpari BIIPOGUBYBAHOTO POIULIRY HOBHHHI B HiAoMY BLTORIaY YO -crickTpaM
RIKY KCHAOMETA30HHY PAPOXIOPIAY HA XPOMATOTPAMI CTAHIAPTHOIO POIHHHY,

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 / Bizmrosinac. Yac yrpusmamis Hiky OeH3aIkonito XI0pHY Ha XpoMarorpavi
BUNPOGOBYBANOTO POIUHHY BLUIOBLAAC ATy YIPHMANHA 18 FOIOBHOTO LKy Ha
XPOMATOUPAMI CTAHAGPTHONO POTHUNY.

0,95 - 1,05 mg/ml (95,0 - 105,0 % of the labelled content)/
0,95 - 1,05 Mp/a1 (95,0 - 105,0 % Bi;1 BRA3AHONO HA MaPKyBaHHi)

0,18 - 0,22 mg/ml (90,0 - 110,0 % in-house)/
0,18 - 0,22 /a1 (90,0 - 110,0% pix noMinany}

<£0,5%

<0,1%

JxoHCOH

VYkpaiHa»

1neHTHdIKaUiAnui

Pass/ Bianosizae

10,1 mV/ aa

1,010
6,4

1,337

Pass/ Bizuonizac

Pass/ Binosijac

Pass/ Bianosiaae

mg/ml
77

mg/ml

0,19 ME7M

0.0%

0,0%




ol

JEPXJIIKCITY XBA
AEPXKABHA CJIVIKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npocnexr Banepis Jlo6aHoBcbkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKicTL BBe3eHOro B Y KpaiHy JiikapcbKoro 3aco0y
28.10.2022 Ne 45762/22/1011
TH3INH® KCHJIO

(HalMeHyBaHHS TikapchKoro 3aco6y SriHO 3 peecTpauiifHIM NOCBITICHHM)
Kpamiui HasaabHi, po3unn 0,1 %; mo 10 ma y ¢paakoni; no 1 ¢paaxony y kaprouHiii
ynakoBIi

(topma BHITyCKY, 03yBaHHA, BHI NaKyBaHHA JKapchkoro 3acofy)
Homep peectpaui#roro nocsizuenns UA/4817/01/02 crpok mii peectpani#troro mocsimuerns 01.01.2099
Cepis nikapcskoro 3aco6y Ne X0837R Kinekicte BBe3eHOrO Nikapeskoro 3aco6y 4000

Bupo6ruk _JEJIb®APM OPJIEAH, ®pannis

(na¥iMeHyBaHHA BUPOGHHKA TiIKapchKOro 3acoly, KpaiHa IOXOIKEHHN)

Baesero B Vkpainy ToBapncTBo 3 06MexeHOK0 BignoBinaasuicTIO " IZkoHCoH i [’koHCcOH
Ykpaina', inenr. xoa: 35893512

(nalimeHyBanH Ta koA 3a €JIPIIOY ropumianoi ocobu abo npissume, iM's, 1o GaTEKOBi
ismanol ocobu - miampHeMI, ii Miclie IPOXWBAHHSA Ta peccTpalifHui HoMep o6nikoBoi
KapTKH IJIaTHUKA OJATKIB a6o cepid Ta HOMep acnopra)

IIporoxoa Bisyansaoro korrpomo Bix 26.10.2022 Ne 2798/1.

3a pesynsTaraMH JIEpXKAaBHOrO KOHTPONIO BCTAHOBJEHO, IO JIKAapchkui 3aci6 BBeseHO B VKpaiHy 3
AOTPHMMAHHAM BHMOr 3aKOHOJAABCTBA MO0 3a6e3MeueHHA AKOCTI JIKAPCHKHX 3aCO6iB.

B.o.

Vxpaina» §
ixauinwnin &Y
R 3580351248




272 Manufacturer / Bupobusniw: Delpharm Orleans, France/ Jlesndapy Opaean, Opanuis
TV-IMP-01466 rev.6 Address / Anpeca: § avenue de Coneyr, ORLEANS CEBDEX 2, 45071, France/ § asemo e Koncip, OPJIEAH
CEJEKC 2, 43071, ®paunin
Manufactaring authorization number / Homep sinensii aan supobunsol xlavunni: M 197224
0 Phone/Teaedion: +33 (0) 2 38 69 81 00 Fax/®ake: +33 (0)2 38 63 36 29

DELPHARM
QUALITY CERTIFICATE / CEPTH®IRAT HKOCTI

Product Name / Hassa npoaykry: TYZINE® XYLO / THIHH® KCHIIO
Product Code / Koa npoayxty; 6107606 Intermal 1D / Buytpimaifi nosep:  0X0837A
Batch Number / Hosep cepii: X0837R Importing country / Kpaiia isutoprep: Ukraine / Yxpaina
Manufacturing date / lata supodumrrea: 10 3 2022 Expiry date/ Tepmin upnaarnocti 2 2025
day! wonth! yiaz! momh! yewr/
HCHE MicAly pix sl pix
Released Batch quantity / Poamip 22000 Consumer packs/ ynakonox Market Authorization / Peectpatiiine UAA817/01/02
BlIymeHo! cepii: HDCHIAHCHENA:
s g i Sample status /
Chemical contrel / Asmipiey Cripposg Tob Jeoh mdlpsl Version/ Cratye pazka:
o . Anamiz Ne Crana. Texn. I'C-0136 ; $ 10 I
Ximivumhi auanis 91 : Bepcis: Accepted/
Anaats -
. Tpuitnate
Q.C. comments/ KoMerrapi BULIAY KORIPOAIO AKOCTI: N/A / He sacroconyerses
Test/ Teer Specifications and Limits/ Cnenndisanil va semi Results/Pesvinrarn
Purity (impurities)/ Uncrora (romimxn)
Unidentified impurity (total)/ <0,15% 0.05%
Heiacnrndikonani rominkn (Behoro) Lk
Total/ Cyma xoMitmok <1,0% ) 0,10%
. Sample status /
I alysis ef. Tech. analysis / . “
Microbiological control / Analy s 4 Ora22056 Rel ‘[,wh an ilysis _— Version/ Craryc spaska;
: . ; ; Anaiz Ne Crana. Texn: TC-0136 X 10 c.
Mikpobionoriaut anaiis 92 5 Bepeis: Accepted/
Apanis )
Hpnifinnro
Q.C. comments/ Komerrrapi Bizpizy KOBTPONO HROCTI: N/A / He 3actocoBycThen
Test/ Teex Specifications and Limits/ Cnemydiixawii va seomi Results/Pesyabtamm
Microbial contamonation / Mixpofiua koxravinauin
Total acrobic microbial count/ 3aransua not more HPCFU/MmY/ ue Giavime 102KYO/x : ;
L . . Pass/ Bianosinac
KUBKICTH acpoBitnx MikpoopranizMin
Total yeasts and moulds count/ 3aranmna not more 10?CFU/mY we Simime 100KYO/va Pase/ Bi .
KUIBKICTh IPIRAKOBHX T4 HAICHABIX rpidis S DARIEREE
Pseudomonas seruginosa Absence in 1 ml/ Biacytuicrn s | s Pass/ Bianosinac
Staphylococcus aureus Absence in 1 mV Bizeyruicrs 8 1 Ma Pass/ Biaosizac

Comments / Komenrapi:

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualificd Person at validated computerized system of production site /Jlara sunycky cepii - xava ko Aana cepis Gyna cepradikonana
nosnilt siguosimocti ao suvor HBIT 1a sarseppkena Ynosropakenoto Qcoboi0 mamxoM CISKTPORIOIO BIUUICY B BATIAOBAHIN KOMITOTCpHitt
CHCTEMI BUPOOHIYOL JUABRIL.

** N-(2-aminoethyl)-2-(4- 1, 1-dimethylethyl-2,6-dimethylphenylacetamide/ N- (2-mnm)e Ti-2-(4- 1, 1 -asienue - 2,6-mye nnpeia) anerasia

**% Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the GDocP/ lara, koau
Hanepona Bepeis cepnindikary Gy posapykosana ta wiamcana Ynosrosakenon Ocoboio v sixnosizuocti o susmor Hazexnor [pakinxs
JlokymMenrysanns,

CONCLUSION: Accepted / BHCHOBOK: Bizmosinac

This batch was released by the Qualified Person / 1la napris 6yzxa sruyiena 5 :
, N . ’ ’ E,DAURE
Yrosuosaxenow Qcoboto:

(Name of Qualified Person / Is's Yuonnosaswenol Ocodn)

We hereby cettify that the above information on English language is authentic and accurate / Liny Ma 3acsiasyeso, o naseiena nimne indopmanis
aurHIChKOI0 MOBOO € JIOCTOBIPHOIO | TOYHOIO,

This batch of product has been manufactured, including packaging/tabelling 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 / Lo cepiio npoaykry 8y:10 srpoSieno,
BROUAOUH HAKYBATHA/MAPKYBANIA Ta APOBSACHO KOHTPO:IS if AKOCT 1A BInmesasnayerill Almmmi y nosuill sizmoniznocti 3 suyoravu GMP,
BCTAHOBICHMM MiCUCBAM PEry;TOPHIIM OPFANOM, & TAKOH BIHIOBLNIO A0 crienurikaniil MicHesoro pery:sropioro opraiy 1 y siutosigocri ai
cucrngixanian 40 peectpaitiiinoro ceionrsa kpaitiz-isiopiepa. TIpOTOKOIH BHPOSIHITRA, HAKYBAINL TA ANATI3B NEPErANYTO Ta BCTAROBIRHO
slanosiamicrs GMP, w

DoKX £,

Qualified Person Name/ Infa Ynosnonamenoi Ocobn

YkpaiHa»
lneHTM¢iKﬂgl:\;;1:I;H
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