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AEPKABHA CJIYBA 3 JIKAPCHKHMX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimynol Hanii, 3, Mm.Kuis, 02099, ten/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

24.10.2023 Ne 51920/23/10

TU3NH® KCUJIO

(HaliMEHYBAHHA TiKAPCHKOTO 3ac06y 3TIAHO 3 PeeCTpANiifHAM NOCBITIEHEIM)
CripeH HasaJabHHH, po3unH 0,1 %; mo 10 ma Y orakoni; no 1 gurakony y KapToHHil YIaKOBIL

(popma BuIycKy, T03yBaHHS, BUJ MAKyBaHHS JTiKapchKOTo 3ac00y)
Howmep peecrpaniitnoro noceimuenns UA/8179/01/02 crpox aii peectpauiiinoro noceixrenas 01.01.2099

Cepia nikapcekoro 3acofy Ne Y2831R KinekicTs BBe3eHOTO Nikapcerkoro 3acody 10700

Bupo6uuk AEJIbOAPM OPJIEAH, ®@panuist

(HaliMeHyBaHHA BEPOGHIKA JiXapchKOTo 3acoby, KpaiHa IIOX0/pKeHEs)

Beeseno B Vkpainy ToBapucTBo 3 06MexkeHo10 BinoBigaasnicTIo " JK0HCOH i J[5K0HCOH
Yxpaina', inenr. xox: 35893512

(HaiiMeHyBanHd Ta kox 3a €J/IPTIOY ropuaugnoi ocobu abo npissuine, iM's, IO HATHKOBI ¢izmanol
0CO6H - MATPHEMLL, 1i MiCIle ITPOKMBAHHS Ta PEECTPAIliHHITH HOMEp 06TIKOBO] KAPTKY IUIATHHKA
MMOIaTKiB abo cepis Ta HOMep macmopTa)

IIporoxon Bisyaasroro xkonrpomo Bix 23.10.2023 Ne 3341/3.

3a pesynbTaTaMd JEpKABHOTO KOHTPOJIO BCTAHOBNEHO, IO JIKAPCHKHMI 3aci6 BBE3€HO B Vkpainy 3

AOTPHMAHHMM BHMOT 3aKOHOJABCTBA 100 3a6e3eYeHHs SKOCTI JIIKapCLKUX 3aco0iB.

Ipuna TIAJIAMAP
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DEL PHARM

Product Name / Tlassa npoaykry:

Product Code / Koy uponykry:

Producing country/ Kpaina-pnpodnnk:

Batch Number / Howep cepii;

Manufacturing date / Jara sepobussa:

Released Batch quaniity / Posmip

AHIIVIEHOT Copil:

Market Authonization / Peecrpandiing

TIQCBLYCHEH:

Packaging type size / Poswip ta tan

TIAKYBAHHA..

Streapth/ Chna il

Pharmaceutical form / Jlikapcnka dopaa:

Manufacturer/ Bupobusx; Delpharm Orleans, Franee/ Jeavdapy Opacan, dpanuin
Address F Aapeca: 5 avenue de Concyr, ORLEANS CEDEX 2, 458071, Franee/ % apseuro e Kowcip, OPAEAH
CEHAEKRC 2, 45071, Dpamnin
Manufacturing suthorization number / Hoviep ninensit aas pupoSunaol atannuni: M 19/224
Phone/Tesedon: +33 (0) 2 38 69 81 00 Fax/daxc: +33 (0)2 38 633629

QUALITY CERTIFICATE / CEPTH®IRAT AKOCT]
TYZINE® XYLO / TUZHH® KCHIJIO

5051808 internal 1D / Bayrpiuinif somep.
France/ ®@panuin fmporting country / Kpaina iMnoprep:
Y2831IR
8 9 2023 _ o :
dayi o v LXpIry date/ Tepaiu nppaatHocTi:
ML MIAILE, pix
287900  Consumer packs/ynakesox Date of batch reloasc/ 2
AT e Thal dayf
UA/S179/01/02 FRema BimyoKy ceph —

0 ol m vial, I vial in carton pack with ukraininan labeling/ 10 M7 v daakom,

KApTOMIii YHAKORI 3 MapKYBAIINM YKPAlHCLKOIO MOROIO

OY2831A
Ukraine / Ykpaina
8 2026
manth’ yearf
MiCATIE pik
9 2023
ooniY yea:/
MicAlL pix

Ho | qiakony B

| ml of solution contains xylometazoline hydrochloride | mg/ 1 sgrposusay MECTHTD

KCHIOMETAT0IHY TLADOXAopRIY 1 MF
Nasal spray, solution 0,1% / Cupehl nasansuuit, posynw 0,1%

Chemical cantrol /
Kinviumsst agpsanis

(3.C. comments/ KomenTapli Bi/gtiny KOHTPOMO AKOCT;

Test / Teer

Analyzis #/
Anaiaiz Ne

Rei. Tech. analysis /
Cranga Texm,
Auan

Ora2317
620

TC-0136 Version/ 4

Bepeis:

N/A 7 He 330T0COBYETEGH

Specification / Chemudixanis

Sample status 7 Crarve
3pasKa;

Accepted/ Upuinsro

Resudi / Peayvasrar

Bescniption/ Omac

Filling volume/ O8'cM panoBHeHnAs

Density/ P'ycrama

pH (20°C)

Refractive mdex (20°C)/
Koedinienr sunonenny (20°C)
HdentificationfinenTudiranin

Kylometazoline hydrochloride/
Kesemoserasoainy riapoxaopHny

Benzalkonnan chloride/
DERICIKORIIG XA0PHIY

Assay! Kinkicne snzirauenny

Xylometazoline hydrochloride/
KenstoMerazomny ripoxiopy

Benzatkonium chioride/
bewsanxoniro xiopuxy

Purily (impnrities)/ Yncrora (AoMitiKe)

Hydrolysis product™*/ Iipoixvke
riapoaisy**

Unidentified impurity
{individually)/Heiaemrudixonani
JEnEitRE (1808 HYABH0)

A clear colourless solution, odourless or with & slight characteristic odour/ Hposopuit
Gesbapermiii poauny, Ge3 3anaxy aflo 3 ACTKHM XAPAKTCPHHM 3a118X0M

Average filling volume is not less than nominal guantity/ Cepeaniii of'em nanonienng -
HE MCHHIC HOMIHAILHO] KITBKOTTE

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

1,336-1,338

Correspond, Retention time of xylometazoline hydrochloride peak in the chromatogram of
{he test solution coeresponds the retention time of main peak in the chromatogram of the
standard solution/ Biunoninae. Yac yrpryas nixy KCHIOMETA30:HY TEAPOXIOPHAY Hi
XPOMATOrPaMl BHNPOGOBYBAHOIQ POIUMLY BIUIOBIAAC YACY YIPHManHA A8 [OIUBROTO
THKY Ha XPOMATOIPAME CTAIAAITHOTO POTHHHY.

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

should broadty match that corresponding o the UV specira of xylometazoline HC! peak in

standard chromatogram/ Binposizae, Y®-cuekipy HiKy KCHAOMETASOMAY TAPOXIOPILTY
Ha xpomatorpasti BHipoGOBYBAHOTO PO3UNNY TIOBMIHI B IIHOMY BijoniaaT V-
CREKTPaM IHRY KCHIOMETAZOIMY TIAPOXIIOPILY Ha XPOMATOTPaMI CHARAAPTHONG
PO3YHHY.

Correspond. Retention time of benzalkonium chloride peak in the chromatograns of the
test solution corresponds the retention time of main peak in the xhromatogram of the
standard solution / Buatosiaac, Uac yrpusianus mxy GeH3aiRonio Xaopsy g
XPOMATOrpaM BUTROSOBYBAHOTO POIIHNY BIZNOBIHAC HACY YIPHUMINAN 3% IOJOBHOID
MHKY Ba XpOMaTOrpaMi CTAIAAPTHOO POTHHHY.

0,95 « 1,03 mg/ml (95,0 - 105,0 % of the labelled content)/
0,95 ~ 1,03 mr/ae1 (95,0 - 105,0 % Bia BR43aBOI0 HA MAPKYBAHH{)

0,18 - 0,22 mg/ml (90,0 - 110,0 % in housc)/
0,18 « 0,22 srAe (90,0 - 110,0 %6 nig somiuany)

<0,5%

YkpaiHan

[nen1u¢iﬁauiﬁunﬁ
o xon 39893

Pass/ Bigropizac

10,2 mi/ e

1,009
6,4

1,337

Pass/ Besosigae

Pass/ Biosizac

Pass/ Bianonigas

g/l
0,99 aefact
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212 | Manufacturer / Bupodmux: Delpharm Orleans, Franee/ Aeandapy Qpsean, ®pannia
TV-TMP-01371 rev.? Address / Agpeca: S svenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 asento ac Koucip, OPJAEAH
CEAEKC 2, 45071, @ pannin

0 Manufactariog autherization number / Homep diuenait aay supobunugol gixemingi; M 19/224
Phone/Teacdon: +33 (0) 2 38 69 81 00 Fax/@akc; +33 (02 3863 3629
bDELPHARM QUALITY CERTIFICATE / CEPTH®IKAT JKOCTI
Product Name / Hasea upoayxiy: TYZINE® XYLO / TH3HHE® KCHAO
Product Code / Kog spoayxry: 5651808 [ntemat ID / Boyrpinmdil mosep:  0Y2831A
Batch Number / Homep cepii Y2831IR Importing country / Kpaina ismoprep: - Ukraine / Yxpaina
| 8 9 2023 _ . 3 2026
Manufacturing date / Ifara supobuigrsa: day! s sarr Expiry date/ Tepsitt npeASTAGCTY.  ou  years
AHY MIC KL pix uicmm  pik
le 23 ti ity s ' ization / Peccrpaidis UA/8179/01/02
.Re ased Eivaichﬂuanm}f / Poasip e R T T — Maﬂsat &yﬂ;;?nza ion / Pecerpawiing 1
BRTIYIRCHOT cepil: _ HOCBI MU
S . Sample staws / Crary
Chemical control / Analysis # Oran3 17 ReE Tech. analysis / ‘ | — | : Ii)amp ST
XinMiunmi anais Ananis N 620 LT Texs, TC-0136 Hencis: 14 Adpaska.
o | - Ananis L Accepted! Tipaiingro
Q.C. cornments/ Kosterrapt sizuiny KOHTPOMNG RKOCTL, N/A / He aacrocosyeTnos
Xest/ Tecr Specifications and Limits/ Coenn thaun T MOK] Resulis/Pesvirratn
Parity (inipurities)/ Ynerorn (aoyiniwn) o o
Unidentified impurity {totaly/ e 0,04%
Heinemradixosani nositaks (Besoro) Gt
Total/ Cyma poMilgok <1,0% 0.00%
5 el Terh ; Sample statug / Crarye
Microbiological controt/  * RIS H o g Ret Tech.andysis/ Version/ spaska:
Mikpobioxorivaaii anasiz A N 620 R R TC-0836 B g - Foihinar
3! : | Ananis S et e Accepted/ [Tpwitnsro
Q.C. comuments/ Komentapi sinziny kourpomo gkocTi: N/A f He sacrocoByernod
Test/Tect ecifications and §imits/ Cnenpdivanil va sremi Results/Pezvacrarmy
Microbial contamonafion / Mikpobia worrasiganis |
Total acrobic microbial count/ 3arannua | |
KLTBKICTE 8epOBHNX MiKpoOprauissin. not more 10PCFU/ml/ qe Simpure 10°FKYO/ua Pass/ Bianontaae
Total yeasts and moulds count/ Jarassia
KIABKICTS AiphKLKOBHX T3 1eTichsnix Tpubis  not more 10'CFU/m/ me Gimpme 107K VO Pass/ Bianosifac
Pseudomonas aeruginosa Absence in I mi/ Bixeyraicrs B 1 Mn Pass/ Binnosiaac
staphylococeus aureus Absence in | m¥/ Bincyruicrn s 1 3 Pass/ Bijnosiaae

Comments / Kosenrapi:

* Date of batch release s a date when specific batch was eertified in full compliance with the.GMP requirements and electronically signed for approval
by Qualified Person at vatidated computerized system of production site /flara wunycky cepil - 1ara konn jiaua cepin Gyaa ceprudikonana s ropni
sinonianoeti o suaor HBTI 1a satsepipkeita Y noBHoBRKeHORO QOG0 HARXOM SNCKIPOUIOre HiAIHCY B B AOBANII KOMITIOTOpHIl croreMi
BHPODHHOT EARHRI.

** N-(2-aminoethyl)-2-(4-1, 1-dimethylethyl-2 6-dimethiyiphenylacetamide/ N-(2-aminoeritn-2-(4-1, | - RAMETICIOTIN-2, 6-uMe riadenion) diretaMin

*+* Actual date when paper copy of certificate-was printed and manually signed by Qualificd Person in accordance with the GIdocP/ Hara, komu
iepoBa sepeit ceprindikaty Syna posapyxonana Ta rxnucana Yoossosakenow Ocoboro y sianopianocti 1o sivor Hasexaol [paxrsin
HORyMEITTYRAHHA,

CONCLUSION: Aceepted / BUCHOBOK: Bimmosizac

This bateh was rele * con /1 T
15 a cf1 'tx a5 released byithc (Qualificd Person / Llx napris Sy snuviicHa P BACHELERIE
Yiiosnosakenoro Ocoboso:

(Nane of Gualilied Person / Iv's Yuosnoaussenol Ocobu)

We hereby centify that the above information ot English Janguage is authentic and accurate / Ll Mu 3a08ixuyenso, 1o vaneaena smme indiopManii
BRFIHICKROIO MOBOIO € JIUCTOBIPIOO 1 TOUHOIT..

This batch of product has been manufactured, including packaging/labelling and quality control at the abeve mentionéd si te(sy in tull compliance with
the GMP requircments of the local Regulatory Authority and with the specifications in the Marketing Authorization of the tmporting country, The-
batch processing, packaging and analysis records were revigived and found to be in compliance with GMP / Lo cepiro npoayxry 8yio shpobieno,
BKINOHaOUE HARYBANHE/MADKYBAHHS Td NPOBSHCHO KO rposb 1l AKOCT] Ha BREsasHAYCHi ;u,r woRmill sl grosiroct 3 svoravy GMP,
ACTAHORINCHHM MICIRBHM PEI'y U1 TOPHUM OPrajioy, a TAKOXK BIATOBIINI0 710 cm:m{tinx BBk 30W0 | 5‘; TOPHOLD DPrany i Y BiABOBLHOCT 31

LSRR AIICO 10 peECTPAIfiinoro ¢BIAOLTBE Kpainu-iMnoprepa. IIpoToro:m snpé % AR HCPOrAREYTO T4 BCTHHOBICHO
m?ﬁm ueets GMP,

Q‘;@QH‘” (FfOr €

(ASAIRE

walified P Name/
Q erson Name Date***/ Mara***

v’ Yiosgonasaeniol ocodin




