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DELPHARM

Produet Name / Hazsa nposysry:
Product Code / Koz npormysry:

Producing country/ Kpaitsa-sipoGisik:

Batch Number / Homep cepif:

Manufacturing date / Jara oupoGuigrsa;

Released Batch quantity / Poawip
BHIVICHOT copii:

Market Authorization / Pecerpanitine

TIOCTH e HIIA;

Packaging type size / Posxip ta 1o

HAKYRANHS:

Strengy Civta aiii

Pharmacentical form /7 Jlikapenka diopaa;

Manufacturer / BispoSuns: Delpharm Orleans, France/ Neandapy Opaean, Opanist’
Address f Anpeca: 5 avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 asento ae Koneip, OPJIEAH
CEHEKC 2, 45071, panttis
Manufacturing authorization number / Iodep ainensiv potst sipoGuived pinkusmis 2023_257 1 2
Phone/Tenedon: +33 (0) 2 38 69 81 00 TFax/daxe: +33 (0)2 38 63 36 29

QUALITY CERTIFICATE / CEPTIMPIKAT SIKOCT]
TYZINE® XYLO/ TH3HH® KCHIO

6107608 Internal ID / Baytpimmiit novep:
France/ ®panunia Impaorting couniry / Kpaina immoptep:
Ald454R

16 5 2024

day! — swead  Expiry date/ Tepuin upinantoc:

ey icaus pix,

46000 ¢ N
PNSHESE RS YRAROROK Date of batch release®/ 13
UAMS17/01/02 Hata srmycky cepiit: ::5:

0A1454C
Ukreine f Yipaina
4 2027
manth/ year?
sigsih pix
6 2024
ronth! year/
MicKiL pix

10 ml in vial, I vial in carion pack with ukraininan labeling/ 10 yn y maxoui, no 1 gurakony s

rapToRniti ynakontii 3 Maprysanuas yrpalHenkol MOB0I0

I mil of solution conlains xylometazoline hydrochloride 1 mg/ 1 M posanny sdemits

KCIE10MeTas0.MiHy rinpuxno;?lmy Isr
Nasal drops, solution 0,1% / Kpanni nasanuni, posa 0,1%

Chemical control / Analysis #/ Ora24338 el dschomlyisy . Version/
i : - Crang, Texi. TC-0136 N 15
Xixyiunit ananiz Al Ne 70 Al Bepein:

Q.C. comments/ Koxerrrapi sijuaimy komrpomo axoeti:

Test/ Teer

N/A /e sacToconyeines

Speeification / Cuenndiiranis

Sample slatus /
Craryc apaaka:
Accepted/
Tlpuitiato

Result / Pesvimnrar

Description/ Cinic

Filling volume/ O6'cy nanomtewns

Density/ Fyeruua

pll (20°C)

Refraclive index (20°C)
Koehinient anromnenin (20°C)

Identifica tion/Incormpirauin

Xylometazoline hydrochloridef
Kerrromerazoniny rifpoxnopay

Benzalkonivi chloride/
Beuswirorriio xiopuay

Assayf Kiasriene onsnaietun

Xylometazoline hydrochloride/
Kenzonerasoniny rijpoxnopiay

Benzalkonium chloride/
Benswikomio x1opngy

Purity (impurities)/ UTuerora (qostimu)

Hydrolysis praduect®**/ Hpoaykr
rijponisy**

Unidentificd impurity
(individually)/ Heinentudiconani
Aosinesy (fjemizyanio)

A clear colourless solution, odourless or jvith a slight characteristic odour/ Tposopnii
Geabapusuiii poaust, Ges sanaxy nGo 3 NCrKIM XAPAKTEPIINM 3AMANOM

Average filling voleme is not less than nominal quantity/ Cepenrilt 05'cM uanoBuens - 1
Mene rroMinamiol KinLKocT

1,009-1,011

6,1-6,5

1,336-1,338

Correspond. Relention time of xylometazoline hydrochloride peak in the chromatogram of
the test solution corresponds the retention lime o' main peak in the chromatogram of the
standard sotution/ Biamoniac. Hae yrpusrartng nixy xoimoMerazoniny rinpoxmopisry Ha
xpoMarorpaMi sunpoGoByBaOro posYINTY BiHAONIAAC QaCY YTPUMAHILS AR TOIORHOTO
niky 1t XpoMatorpasi CTaHOAPTHOrD POFUHHY.

Correspond. The UV spectrn of xylomcl:;zolinc HCI pczik in the sample chromatogram

should broadiy mateh that corresponding 1o the UV spectra of xylometazoline HCI peak in |

stondard chromatogram/ Bi;iuoninae, Vd-cnextpys niky keumoserasoniny rigpoxmopiny
Ha xpoMaTorpaMi oinpoSonynattoro posdnny nomingi B ninomy nignosimarn Yd-
CHEKTPANM LKy KCHAIOMEeTaloniny riapoxiopiy ia XpoyatorpaMi CTRILAPTION POy,

Correspong. Retention time of benzalkonium chloride peak in the chromatogram of the test
solution corresponds the retention lime of main peak in the xhromatogeam of the standard
solution / Bianovixac, Use yrpusionna niky Gensnikonito KAOPAILY HO XPOMATOrpaMi
LHUPOBOIYHIHOIO POITHIY BIZTIOBLKE UNCY YTPHMENES 419 FOFOBHOTO TKY Ha
XPUMATOTPAMi CTALAAPTHOTD NOMINIY.

0,95 - 1,05 mg/ml (95,0 - 103,0 % of the labelled content)/
0,95 - 1,05 mr/sea (95,0 - 105,0 % uia srasanoro Ha Mapkysaui)

0,18 - 0,22 mg/ml (90,0 - 110,0 %% in-house)/
0,18 - 0,22 arAet (90,0 - 110,0% niztvoxinaty)

<0,5%

20,1%

Pass/ Bianosinac

10,1 ml/ aenr

1,010
6,4

1,337

Pass/ Bianosizac

Pass/ Bianonizac

Pass/ Biswosinac

mz/ml

100 M/

3 mg/ml
MM

0,0%

0,0%
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272 Manulacterer / Brpobuis: Delpharn Orleans, France/ Jeandapy Opaean, Oponin

EFRM-0005547 rev.2 Address / Anpeen: 5 avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 anemo sre Koucip, OPJIEAL
CEOEKC 2, 45071, <Ppamnis .

Manufacturing authorization number / Hosep nineiaty gas vitpoburrio? alanunniz 2023 _257_1 2
Phone/Tesedor: +33 (0) 2 38 69 1 00 Faw/daxe: +33 (0)2 38 63 36 20

DELPHARM i
QUALITY CERTIFICATE / CEPTIIRIKAT SKOCTI

Produet Name 7 Hasua upoiykry: TYZINE® XYLO / THIHH® XCUJIO
Produet Code / Ion nposykTy: 6107608 Tntemal 1D / Buytpinmifi nosep:  0A1454C
Bateh Number / Housep cepil: Al454R Imporling couniry / Kpaitia ixmoprep: Ukraine / Yrpaina
Manufacturing date / Hara nipoSumiraa: 16 5 2024  Expiry date/ Tepyin npuaatiocri: 4 2027
day! menth/ yoaed mont  year
AtHL arieaits pix sieane  pik
Relensed Batch quantity / Poasip 46000 Consumer packs/ yriakonog Market Authorization / Peecrpauifine UA/4817/01/02
nHIyienol cepii: NoCBiAteI 1]
: . Sample status /
Chemical control / 2:22;?;,5 J Ora24338 g;gec.:[]‘:;:mlysns/ TC-0136 Version/ 15 Cratye apaika:
Nisivmnii ananis B 70 5 % ’ Bepeis; Accepled/
1ams Tpufinato
Q.C. comments/ Komerrrapi simniny kourmpo:uo jxrocti: NIA S l:-Ie JACTOCOBYETHER
Testf Teer Specifications and Limits/ !Cncmum:mi‘f-rn MeKi ResultsPesvibrarH
Purily (impurities)/ Huerora (mosiuin)
Unidentified impurily (lownl)y ’ <0,15% 0.06%
Heinerrmdiixonani aonimrn (senoro) et
Total/ Cyma nostimor £1,0% 0,00%
5 5 Sample status /
Microbiological control / el ey = Ora24338 Ref. Teohyanalygis Version/ Crarye spaka:
T s ; Asaniz No Cranigt. Texu! TC60136 : 15
Mirpobiomoriwindt anwris 71 . Bepein; Accepled/
Ananis
Npuitaaro
Q.C. comments/ Komerrapi nizisry xontpostio sxoeri: WN/A [ He 3acroconyemen

Test/ Teer Specifications and Limits/ Cneundiwauii Ta sewi

Resulis/PeaynuraTy

Microbial contamanation / Mikpefia konTryinanis

Tolal acrobic microbial count/ 3aranna not more 10:CFUAML e Ginptre 102KY O/ . .
g g .. Pass/ Bignonigac

KifbRiCTh acpoGHix sikpoopranisyin :

Total yeasts and moulds count/ 3aramia not more 10'CFU/MmMV ne 6insme 10'KYOfun Pass! Bi )

RIALKICTD JIPI#OROBIX Ta& Miicnapns rpnéis | L L b

Pseudomonas aeruginosa Absence in 1 mlf Bipeytnicrs 1 s Pass/ Binnoninac

Staphylococcus aurcus Absence in 1 mlf Bipcythictn o 1 s Pass/ Bignosinae

Comments / Konenrapi;

* Date of batch refease is a date when specific batch was certified in full compliance with the GMP requirements and clecironically signed for
approval by Qualified Person at validated computerized system of production site /[lata ninycky cepif - AaTa Kot iana cepia Gyna cepradikosana o
noanifi nignoniavocti e sintor HIBH ta samepaxena Yiosnonakenots OcoGoro 11asx0M CHEKTPONIOTD IiWIIcy B BaRifOBakHT KoMN'10Tepuii
cHetesMi BHPOBINMOT ALILHING.

** N-(2-aminoctliyl)-2-(4-1, 1-dimethylethyl-2,6-dimethylphenyl)acetamide/ N-(2-amiuoerivr-2-(4-1, l-anverimeria-2,6-auverandienin) aterasiy

*1* Actual date when paper copy of certificate was prinled and manually signed by Qualified Person in aceordance with the GDocP/ Jtata, Kosm
anepona Repcist ceprinpixary Gyma posapyxonana Ta niAnrcana Yuortonawenoio OcoGoro y sianonigtosti mo sisor Hanesamol [Tpakturn
Hoxyvmentynaiuin.

CONCLUSION: Accepted / BUCHOROK: Binnonixze

This bateh was released by the Qualificd Person / L uaptis Gyna mmymclml

M,Lebel
Yuostonanseiote Ocoboio; ’

(Name of Qualificd Person / 134 ¥noptionasenol Qcofin)

We hereby certify that the above informalion on English language is authentic and accurate / Ly yir sacrizmycnto, 1o nanesena suote indiopaattis
anrniickkoo MOROIe € ACCTORIPHOIC | TOMIIOLO,

This bateh of product has been manufactured, inclwding packagingfiabelling and quality control at the above mentioned sile(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Markefing Authorization of the importing country, The
bateh processing, packaging and analysis records were reviewed and found 1o be in compliance with GMP / 110 cepitg nponyx1y 6ysi0 unpofieno,

BICHGUAOU T [IARYDAIA/MAPEYDAIINIA T TIPOBEACIIO KOUTDOL Y #xoct] ta pinmeIasnareniit minsimi ¥ 11081 EERtsQeTi 3 pHMoravi GMP,
BETANOIISHIIM MICTIEBIIN POFYI FOPHIM OPIHION, 1 TAKOM BLTTOBIII0 0 cnemupixaniit Micticnoro perFOnR

cuetubirarico s1o pecerpaniiinero coinoiroa xpaitn-imnoprepa. 1potoko;m sipoSunursa, uakynapi
ninosiuiers GMP.

(EAEL. M

Qualified Person Name/ Tu's Vionuosnsenof Qcabi




AEPYKABHA CJIYBA 3 JUKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥V KHIBCBKIN OBJIACTI

npos. Ceitmaynoi Hapii, 3, m.Kute, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO SIKICTE BBE3EHOr0 B YKpaiHy JikapchbKoro 3aco0y
10.09.2024 i Ne 43906/24/10
TH3HH® KCUJIO

(naiMeHYBaunA nikapcekoro 3acoby 3rifH0 3 peecTpariitHHM NOCBINIEHHAM)
Kpanti Hasaneui, posunn 0,1 %; no 10 mut y paakoni; no 1 daaxony y xapToHmiit
YHAaKoBLi

(thopaa BHIyCKy, AO3YBAKHS, B NAKYBAHHA AIKAPCHKOTO 3aco6y)
Honep peectpaniiinoro noceinuenns UA/4817/01/02 crpox aii peecrpanitinoro nocsingenns 01.01.2099
Cepis nikapcekoro 3acoby Ne A1454R Kinekicts BBe3encro mikapeskoro sacoby 46000

Bupobumxk JOEJILOAPM OPJIEAH, ®panuis

(naiimeaylg'aum BupobHHKa Nikapeskoro 3acofy, KpalHa IOXOGKEHHS)

Baeseno B Yipainy TopapucTio 3 0BMeREHOI0 BignoBigansrictio " Iscoucou i Bxoncon
Yxpaina", inent. won: 35893512

{uafiserysanns Ta kog sa CJIPTIOY ropuapnol ocobu abo npissume, iv's, 7o 6aTbKOBE
{hisnanot ocofu - minnpeni, ¥ Micne nponupanmx Ta peecTpawiiinnii Honep obnikosol
KApTKH MNaTHEKa noaarkis afo cepis Ta HoMep nacropra)

IpoToKoJ Bi2yadbHOro KOHTPOIIO B 03.09.2624 Ne 2600/3.

|
1

3a pesynbTaraMH JIep#aBHOTO KOHTPONIO BCTAHOBIEHO, IO nikapcekuii 3acif Beezeno B VYpaimy 3
HOTPHMAHHSM BuMor 3aKOHOMABCTRA MONC 3a6e2IeYeHH AKOCTI nikapeskux 3acofis,

i
| /é@;;/ Bikrop CTE®KIBCHKMH
A

i Z e s
(v [mianHey {iniuiany Ta npizzHute)
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