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AEP’KABHA CJIVIKBA 3 IKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunol Hanii, 3, M. Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOI0 B Y KpaiHy JIiIKapChbKOro 3aco0y

29.12.2023 Ne 65928/23/10

THU3NH® KCUJIO

(HaMEHYBaHH: MiKapChKOro 3aco0y 3TiIHO 3 peecTpaIliiHUM TTOCBITIEHHAM)

Kpamui HasaabHi, posyuH 0,05 %; mo 10 ma y daaxoni; mo 1 (p1aKoHY Y KAPTOHHIA YIIAKOBII
(dhopma BUIyCKy, H03YBaHHS, BHI MaKyBaHHs JIKapPCLKOTO 3ac00y)

Homep peectpaniitroro nocsimuenns UA/4817/01/01 crpox aii peecrpaniitroro mocsizuenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne Y3I553R KimskicTs BBe3eHOrO NiKapehkoro 3acody 95600

BupoGHux JIEJIbOAPM OPJIEAH, ®panmnis

(HaliMeHyBaHHA BUPOOHHKA JTIKAPCHEKOTO 3ac00y, KpaiHa MOXOIKEHHS)

Beeseno B Vkpainy Tosapucrso 3 00MexeHor0 BignopizaabuicTio ""xoncon i J[>coHcoH
Yrpaiga', inent. kox: 35893512

(nafiMenyBanHs Ta koa 3a €JIPIIOY ropuantnoi ocobu aGo npissuiLe, imM's, 110 6aTbkoBi dizHuHOT
0co0H - miAnpUeMId, 1 Miclle IPOXXUBaHHs Ta peecTpalliifHil HoMep 06/1iKOBOT KapTKH IITaTHHKA
nmoAarkis abo cepis Ta HOMEP MacIopTa)

IIpoToxo Bisyanbuoroe kontpomo Big 27.12.2023 Ne 4204/2.

3a pesynbTaTaMd [€PKaBHOTO KOHTPOJNIO BCTAHOBJIEHO, IO JIIKAPCHKMI 3aci6 BBe3eHO B Ykpainy 3

AOTPHMAHHSAM BuMOr 3aKOHOJABCTBA 100 3a0e3MeYeHHs IKOCTI JIIKapChKUX 3aco0iB.
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Address / Aapeca: S avenue de Concyr, ORLIEANS CEDEX 2, 45071, France/ 5 asenio e Koucip, OPJIEAH CEJIEKC 2,
45071, Opanuin

Manufacturing authorization number / Hosep sinensii jum supobunyof airnni: 2023 257 1 2

Phone/Tesedon: +33 (0) 2 38 69 81 00 Fax/@axc: +33 (0)2 38 63 36 29

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI
TYZINE® XYLO / THU3WMH® KCHIIO

1/2 Manufacturer / BupoSnux: Delpharm Orleans, France/ [leanthapy Opaean, @pauin
LEFRM-00053545 rev.]

DELPHARM

Product Name / Hasna npojyxry:

Product Code / Koa npogyiry: 6107707 Internal 1D / Baypivniifi vosep: 0Y3533A
Producing country/ Kpaina-supobunx: France/ PpaHuis Importing country/ Kpaina isiioprep: Ukraine / Yrpaiua
Batch Number / Hosep cepif: Y3553R
31 i0 2023 ' . 9 2026
Manufacturing date / flata supoBunyra; day/ manih/ yeari Expiry date/ Tepytyg npuaarnocti: il i
AN MICA!G Pk MICIEL piK
Released Batch quantity / Posmip
- 3 Consumer packs/ ynakopok |
RITEVERCHOT cepit; 23580 SRR Bate of batch release™/ 13 11 2023
Market Authorization / Pecerpatgiine UAMEI7/01/01 Jlata piurycky cepii*: ::3!;: :EE 3*:?:
NOCBIYCHHA: '
Packaging type size / Possip 1a i 10 ml in vial, 1 vial in carton pack with ukraininan labeling/ 10 Mz y draxoni, no 1 dinaxorny 1 kaprouniii
HAKYBAHEA: YUAKOBII 3 MAPKYBAHHMM YKPATIICHKOIO MOBOIO

Strength/ Cezna pii I ml of solution contains xylometazoline hydrochloride 0,5 mg/ | va posunmy Micrums KezoMeTasoniny
rizpoxaopuity 0.5 Mr

Pharmaccutical form / Jliapenka dopwva: Nasal drops, solution 0,05% / Kpanai gazansii, posim 0,05%

Ref. Tech, analysis /
Cranit, Texmn.
AHans

Sample status / Crarye
3paska;
Accepted! Hpuituaro

Chemical conlrol /
XiMivids anaiia

TCO154 Vemsio/ |4

Bepcin:

Analysis #/ ORA2321
Anaiiz No 138

Q.C. comments/ Kosenrapi Biaiay konIpomo skocti:

Test/ Teer

N/A / tle 3actocosycthen

Result / Pesvabray

Specification / Cummtb_iﬁauiﬂ

Description/ Qe

Filling volume/ O6'en
NAHOBHEHIES

Density/ 1'ycruna

pH (20°C)

Refractive index (20°CY
Kochinienr sawomsienns (20°C)

ldentification/lzenradinagin

Aylometazoline hydrochloride/
Kenometasoainy rispoxsiopiy

Benzalkonium chloridef
bensaikoHno xavpuny

Assay/ Kiankicie nirznancnms:
Xylometazoline hydrochioride/
KesoMerazoniny riapoxiopuay
Benzalkonium chloride/
bensatkonio xoepiy

A clear colourless solution, odourless or with a slight characteristic odour/ Tiposopisit
Oesbappundf posunn, 6c3 sanaxy abo 3 NETKHM XAPAKTEPHHM 3RIAXOM

Average filling volume s nol less than nominal quantity/ Cepeaniit 06'cM HanosscHyst - 1e
METTHIC HOMINIBHOT KiNbRoCT]

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 corresponds the retention time of main peak in the chromatogram of the
standard solution/ Bisnosizac. Yac yrpusanim niky keuaoMetasoaity riapoxiopiiy Ha
XPOMATOrpaMi RHIPOGOBYRANOTO POSHILY BI/FOBIAAC MACY YIPIMAIGHS SIS TOXOBHOTO
iKY HA XPOMATOTPaMi CTRHAAPTIIOTO POTUHIY.

Correspond. The UV spectra of xylometazoline HCI peak in the sample chromatogram
should broadly match that corresponding 1o the UV spectra of xylometazoline HCI peak in
standard chromatogram/ Bisosiae. Yd-crextpy niky xewiosmerazomiuy FiAPOXIOPHIY
Ha XPOMUTOTPAM] sHOIPODOBYBAHOIO POFHIHY THOBMHHE B HEIOMY Bi/OBiZaTH Y @-
CHERTPAM THKY KCHIOMETAI0NIHY MiAPOXTOPILY Ha XPOMATOrpaMi CTAHIADTHOIO POIYHAY.

Correspond. Retention time of benzalkonium chloride peak in the chromatogram of the test
solution corresponds the retention lime of main peak in the xhromatogram of the standard
solution / Bisuoni;ae, Yac yrprvamng nixy Genszaikoiio XJOPILY HA XPOMATOr paMi
MIIPODOBYRAHOTO POITHIY BIANOBIAAC YACY YIPHMAHHS /Ut# TOJOBHONO HIkY 1A
KJ}DMHTDFPHHi CTOHARPTIOTO POJIELTY.

0,475 - 0,525 mg/ml (95,0 - 105,0 % of the labelled content)/
0,475 - 0,525 mr/a1a (95,0 < 105,0 % pia Brasauoro na yMapkysausi)
[} -

0,18 - 0,22 mg/ml (90FTTome in housc)
| ; o BAHA
{}’ ] 3 - Gt 22 AT '." ." \

BRI ONM HTLTY)

0,495

Pass/ Biamnonsijac

L1 ml/ am

1,009
6.3

1,337

Pass/ Binnonrinae

Pass/ Bijanonizac

Pass/ Biarnosiaac

_ mg/ml

M/

mg/m!

0,19 ‘
MI/ M

Purity (impurities)/ Unerora (Qomimxn)

Hydrolysis product*¥/ [Tpoaysr  <0,5% 0.0
FiApoisy** %
Unidentified impurity <0,2%
(individuallyy/ Heiseurdixosani 0.0%
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2/2 Manufacturer / BupoSuur: Delpharm Orleans, France/ flesndapy Opaean, Opannis

EFRM-0005543 rev.| Address / Anpeea: 5§ aveaue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 asemo ae Koncip, OPAEAH CEAEKC 2,
45071, Ppaunin |
'-\ Manufacturing authorization number / Homep ainensii gnu supofunuei gismnuni: 2023 257 £ 2
-4 Phone/Testedor: +33 (0) 2 38 69 §1 00 Fax/@arc: +33 (0)2 38 63 36 20
DELPHARM QUALITY CERTIFICATE / CEPTHQOIKAT SIKOCTI
Product Name / Hasea npoaysy: TYZINE® XYLO / TH3HHE® KCHIIO
Product Code / Koa npogykry: 6107707 Internal 1D / Buympinmiii novep: 0Y3553A
Baich Number / Howep cepil: Y3553R Importing country/ Kpaina imnoprep: tkraine / Yipalua
31 10 2023 _ ] 9 2026
Manufacturing date / Jlata nispoSiinirea; day? month vear  Lxpary daie/ Tepsin aprariocri: month!  year!
JTHE MICRLE pix siicaile pis
teased 13 antity / Poasi Markel Authorization / Peecrpaniiine
Relgased I?.mh..(.luamn} ALBRHR 95880 Consumer packs/ yiiakonox = . g UA/817/01/01
BIITYINCHOT copil; HOCBINUCHHS:
* Analysis #/ Ref. Tech. analysis / : Sample status / Crarye
1 g , 3 o 5 Version/
;.m.?“"_ﬂvcmur?.” Ananz Mo ?iﬁz <l Crann. Texa. TCO154 3 rs; ) 13 3paska:
IMISHHEHA anami 3 Asiiiii CpLIs; Accepted/ Lpsinro
Q.C. comments/ Koyenrapi Bijgiisay Korrposo skocti; N/A I He sacrocosycthes
Test/Tecr Specifications and Limits/ Cneundisanil 1a yemi Resulis/Pesvhnratn
Purity (impurities)/ Unerota (aovininn)
Unidentified impurity ({otaly <0,5% "
: s . 0,1%
Hetacuwnupixonant pomimigy (BChoro)
Total/ Cysta noviiox <1,0% 0,1%
5 : Analysis #/ | ., Ref. Tech, analysis / : Sampile status / Crarye
h, . I * " . e i V By
MJ'!lf“mg.mT ng].L 1 Lf} ntm'i f Anamz o OR;\‘ESSZI Crana, Texn, TC0154 ;rq mm’ 13 3paska:
1kpobionorivisit aasis P epeis: Accepted/ TIpuiitsTo
Q.C. comments/ Kosentapi sijginy KOWTPOIHG SKOCTE: N/A { He sacroconyernses
Test/ Tect Specifications and Limits/ Cuenudiranii o sexi Results/Pesyimrarm
Microbial contamonation / MixkpoSua koutavinanis
linidl .tmmbm ui:c:mbnfi count/ 3;?1 At nol more 12CFUMIY re Giasiue 10°KY O/ Pussl Bivnnin
KEILKICTE AePOOIIX MIKPOOpIanizmis
Total yeasts and moulds count/ 3arannia not more 10'CFU/mI/ ue 6ianie [0'KYOhi : .
- < : . . Pass/ Binmoninae
KINLKICTE APHIGEKOBHX Ta MAICHSBIN prbIR
Psendomonas asruginosa Abscnce in 1 nl/ Bizcytuicrs B 1 M2 Pass/ Bipnonizae
Staphylococeus aureus Absence in | mV Bixeytuicts 5 1 M Pass/ Binnozinae

Comments / Kovenrapi:

* Date of batch release is a date when specific batch was certified in fuil compliance with the GMP requirements and electronically signed for approval by
Qualified Person at validated computerized system: of production site /JTava munniycky cepil - mata ko:nr gana cepis Gyaa cepTdikopana i nonsiii
BiANOBiAHOCTI 0 nhvor HBIT ta saTrep/ikena YnosHoRA®eH0I0 OCoBOI0 HIAIXOM CACKTPOHIOrO MHNCY B BAT/I0BARIT XoMITIOTepIiit cnereymi nupobimol
JUABITHL,

** N-{2-aminoethyl}-2-(4-1, 1-dimethylethyl-2,6-dimethylphenyDacetamide/ N-(2-avinoerus-2-(4-1, pveriiierin-2,6-auvietividenia) aneravin

**¥ Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the GDocP/ Jlata, kot naepona
REpClst ceprudikary Gyha pospyroBIHA 1a 1urcana Yrosnosamenow Ocobolo ¥ BLUHORIAHOCT] 10 avor Hagewnol Tpakiikn AoxyseH rysaums
CONCLUSION: Accepted / BHCHOBOK: Bizmosinac

This bateh was released by the Qualified Person / s napris Gyira snoyiena
Ynosuopaxkenmo Ocobo:

13/1 1/2023

(Name of Qualified Person / Im's Yuosuopaxeiol Ocof)

We hereby certily that the above infornation on Linglish language is authentic and accurate / i au JUCHIAMY MO, 11O TABCeHa Bife indiopyain
anrHHCHROIO MOBOIO € JLOCTORIPHOIO | TOHIIOI.

Fhis batch of produet has been manufaclured, including packaging/labelling and qualily control at the above mentioned stte(s) in [ull 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 7 Liro cephio ripoayxry Bysto BHPOBICHo, BKAIOMaI0MH
HAKYBAHHS/MAPKYBAHHS 12 NPOBERCID KOUTPO.H 1T AKOCTI 11a BHINCIAHAUCHIT LN Y ropail Bigronianocti 3 Bintoravi GMDP, Beranos e Micienin
PCEYASTODINM OPranoM, a TRKK BIZIOBLUIO /0 crremiranili Micuesoro pery/srropuoro opray i y sianosianoct 3i cienudixarico o peccrpaniiinoro
CBLIDITBA KpailtH-iMIopTepa. lporexo:i uu;mﬁuuuwmmf PWQHANSID TEPCTIBHIYTO Ta BCTANOReD Bianonluicrs GNP,

Qualifred Person Name/ Iv'n Yuosnosametto
Ocobn

Date**#/ Qura¥**

8. wAARE 2% ) | 2023




