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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahaltesi Cami Yolu Caddesi
No:50 Gunesli Bugcitar/Istanbul, Turkey
License: TR/UY/2019/12.2

.% WCALD MEDICINE
b Ftione o, e pf Cwrgranny

Bupobaeno: YOPIIE MEJIIHN LAY CAIL BE TIHA. A,
Micueanaxomrerns: 15 Teumys Maxannenri Jixasi ﬁo:ry Jkanaeci
NeS0 Troneri Barmsunap/Crambyn, Typeuunna

Hinemsis: TRAUY/2019/12-2

CERTIFICATE OF ANALYSIS

No.40000034534

CEPTHDIKAT AKOCT!

Product name: XYLAZOL-KIDS
- Hazea npodyxmy: KCHIA30/-KIJJC

- Pharmaceutical form, Nasal spray, solution, 10 ml in flacon with spray nozzle and protective

~ package type and size: cap; 1 flacon together with a leaflet in a carton box,

Jixapcoka gopya, mun ma Chapeii nazansnuii, pozaun, no 10 s Y @aaroni 3 posnumosaues

Poavip ynaroexu; ma saxuckum xoenavkom; no 1 gaaxony pasor 3 fncmpyryico Ous

_ MeEOUYHOZ0 SACMOCYBARNA 6 KAPIMOHHIT Kopabiyi.
Dosage / potency: Xylometazoline hydrochloride 0,5 mg + Dexpanthenol 50.0 mg
Hoza / cuna Oi:

Keunomemasoniny eidpoxnopudy 0,5 mz +lexcnanmenony 50.0 me.
Registration certificate:

i s ; . UA/18501/01/01
eccmpayitine noceidvuenn.
Batch no.:
Ne cepii; 312001762
g;;:::;:;;n 18 510 packages/ynaxosox
Mapufacture date; 12,2023
Hama supobuuymea;
7 Argida(e: i} 11.2026
epMIiN npudamiocmi:
TEST LIMIT RESULT
Hoxasnuiu sxocmi Hopraysanna Pesyapmeam
Appearance Clear, colorless solution. Conform
Onue {Iposopuii besbapenuii posuun Bidnogioae
Identification
ldenmughixayin
- Xylometazoline Retention times of main peaks which are obtained Conform
hydrachloride, from sample and standard chromatograms should | Bionosidae
- Kcunomemazoniny be similar.
3ic_)po_mapztay, Yacu ympumysanns ocnogmux nixie, ompumanx
- Dexpanthenot Ha xpomamozpanmi eunpodyeanozo pozuuny,
- Hexcnanmenozny Maione 8idnosidamu uacay ympunyeans
OCHOBHLX nikis, ompumanux na xXpoMamozpoevi
cHianoapmnozo posuuny.
Retention times of two Benzalkonium chloride Conform
- Benzalkonium Chloride peaks which are obtained from sample and two Bionosioae
- bensanxouiio xiopudy Benzalkonium chloride peaks which are obtained
from standard chromatograms should be similar.
Yacu ympunyeanua dsox nixie 6enzaixonio
XAOPUOY, OMPUMAHOZO HA xposamozpasi
GUNPOBOBYEAHO20 POFUUNY, MAIOMb GIONOBIDaNY
HAcaM YmMPUMYGAHHR OROX HIKIG Benianionin
XAOPUOY, ompuUManozo na xpomamozpami
CIAROAPIMHO20 POIYLHY.
Clarity and degree of Clear solution (not more opalescent, than reference | Conform
opalescence suspension I). Bidnosioac
Hpozopicmy i cinynine HIposopuii posuun (ne Ginvute onazecyenmuul,
onarecyenyil Hide emanonua cycnenzis [), —
Degree of coloration Colourless solution (not more /imé‘si’%?gg\@?d Conform
Cmynins 3a6apenenns than reference solution Ba). 2 Bidnogidae
L]
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WERLD MEDINE
P~ i 8 €

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.

Location: 15 Temmuz Mahalicsi Cami Yolu Caddesi

Ne:50 Gunesli Bageifar/Istanbul, Turkey
License: TR/AUY/2019/12-2

Bupobneno: YOPJIIAM EAHITHH LAAY CAH, BP‘Z‘ TLIGK, AL
Micuesnaxomrenns: 15 Temuys Maxannenn Jlaant Hony [hxanneci

Na30 Mosewni Barpsuaap/Cramyn, Typewuuna
Jinenzin: TR/UY/2019/13-2

TEST

neidenmudhixosana doriuxg
~Total impurities
Cyma domirior

Xylometazoline
hydrochloride
Keunomemazoniny ziopo
xXropudy

- Impurity A

- Hoatinuxa A

- Unidentified impurity
- Heidenmudgpivoaana
ooMitura

- Total impurities

- Cyma doariuor

Not more 1.5%
He bitve 1,5%

Not more (0.5%,

He Ginbwe 0,5%
Not more 0.5%

He Ginve 0,5%
Not more 2.0%
He Ginve 2,0%

LIMIT RESULT
Hokasnuru axocmi Hopayysanns LPesyaoman
Besbapenuit  posyun (3abapenenwic we Ginvui
fHmencusno, nixe emanonnudi posvun By,
Nominal volume Not less 10.0 mi
Hoxinanonuit 06'em He smenwe 10,0 mn 1.0ml (uz)
H 50=-7.0 5.7
Density 0.950 - 1.050 g/ml
T'yemuna 0.950 e/an - 1,050 2/ HO11 g/mletour)
Droplet (particle) Size
' Distribution d95 > 10 um Conform
Poznodin spanens d95 > 10 sren Bionosioae
(vacmox) 3a Possipoat
Uniformity of delivered dose | Not more 1 of the individual contents deviate from | Conform
Oonapiduicns susinenenor the limit of 75.0 - 125.0%, and none deviates from | Bidnogioac
dosu the limit of 65.0 - 135.0%.
He Giavwe 1 indusioyarenozo pe3yasmamy mosice
siOXwIRmMUCA 610 MEHCE 75,0% - ] 235,0%, i acooen
pesyismam ne mae eioxynsmucs 6id meoci 65,0% -
135,0%.
Related substances
Cynposioni dosiwxu
Dexpanthenol
Hexenaumenony
-Pantolactone ot more 1'50/3 0.44%
-Hlanmonarmon He binvue 1,5%
‘-Mam.mum unidentified Not more 0.2% <Reporting limit
impurity He 6inoue 0.2% <Meowi eussaennn
~-Maxcuvarona =

Conform
Bionogioae

<Reporting limit
<Meowi euaarenns

0.16%

Conform
Bionosioac

Assay
Kinoricne eusnauenns
~ Xylometazoline

0.50 mg/m! % 5% (0.475 mg/ml — 0.525 mg/ml)

h\ja M2/MA £ 5% (0,475 meln— 0,525 witre)
-3

0.501 mg/ml (aea/aen)

hydrochloride TDEA 47
- Kewromemaszoniny 3
2idpoxaopudy EY(- ¥ e
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) Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
.% WORLD MEDICINE Location: 15 Temmuz MahaHesi Cami Yolu Caddesi
[ AT S— No:50 Gunesli Bageilar/Istanbui, Turkey
License: TR/UY/2619/12-2

Bupodneno: YOPJA MEMILIIN LAY CALL BE TLR, AL
Micuesnaxomienns: 15 Temmys Maxaanemi [hxami Hlony canneci
Ne50 Cionemni barminap/Cramdy, Typeuunnia

Jlivewsis: TR/UY/2019/12-2

TEST LIMIT RESULT
Hoxasnuxy srocmi Hopmyeanun Pexyromam
- Dexpanthenol 50.0 mg/ml & 5% (47.5 mg/ml — 52 5 nmg/ml) 51.0 mg/ml (vatren)
- Hexchaimenon 30,0 saimn = 5% (47,5 matvn — 32,5 mairn)
- Benzalkonium chloride 0.20 mg/ml + 10% (0.18 mg/ml — 0.22 mg/ml) 0.19 mg/ml (vz/an)
- Benzanxoniio xpopudy 0,20 ma/ma = 10% (0,18 mafun — 0,22 va/mn)

Microbiotogical quality
MikpoGionoeiuna yucmoma
- total aerebic microbial

count (TAMCQC) Not more 10° CFU/ml <l CFU/ml
- 3Q2QABHA KIAbKRICME He binvwe 107 KYOlun <i KYO/ sn
aepobHUX MikpoOpzanivie

(TAMC)

- total yeast/moulds count Not more 10' CFU/mi <1 CFU/ ml
(TYMC) He 6imvtue 16) KV Orun <] KVO/ un

~ Sgeaiold Kigbkicme
Opiocdxcosie ma nricnsayx

epudie (TYMC)

Staphylocaccus aureus Should be absent in I ml Absent in 1 ml
Marome Gymu eidcymni e 1 un Biocymmia | an

Pseudomonas aeruginosa Should be absent in 1 ml Absentin | ml
Maiome 6ymu sidcymni g 1 am Bideymmi e | mn

1 do hereby certify that the abovementioned data are frustworthy and accurate. This product batch is
manufactured (packaging/abelling included) under the quality control on the abovementioned manyfacturing
site in full conformity with the GMP requirements, established by the regulatory agency af Turkey as well as with
the specification and control methods of the analptic-normative documentation, registered in Ukraine, The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established,

Luar 5 Jaceiduyio, wo nepepaxosana suge inghopmayin ¢ Q0cmosiproK | Mmoo, Ln cepin npodyxyii Gyaa
BULOMOGRENA (BRATONAIOYY hakyeanis / mapxyeanns) 3 nposedennsi ROMMPONIO AKOCHI na Gumiesraianii
SUPOOHUNIE dinvnuuyi @ noewisi 8iOnosionocmi 3 eumozaviu GMP, ecmanosnenumu peaynamopuist opzanpa
Typevwuny, a makoxe Y sicnosionocmi zi cnenuhicayicio | memodaru konmpomo  saxecmi  (MKS),

Jdpeccmposanuvu e Yxpaiwi, Hpomoxoau BUPOBHUMSA, YRaKosky Ma auatisie Oynu nepeananymi ma eemeanosieno
gidnosionicmy GMP.,

Surname and position of person, approving batch release to market Figen ézsjk
Hpiseuiye ma nocada / seanns ocobu, axa eudana dossin na sunycr cepii e
Quaiffied

Signature and date, stamp
Iidnue ma oama nidnucanns, nevamxa / wimann

AC SAN.VE

TiC. A §.

Lo
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AEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOEIB

TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KHEBI
npos. Hagii Ceitmaurof, 3, 02099, Tes. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kox E€/PTIOV 37079055

BUCHOBOK
Npo SIKiCTH BBE3EHOro B Ykpainy nikapceskoro 3acoly

24.04.2024 Ne 21763/24/26

KCHJIA30JI-KIIC

(naiimenypanns nixapcekoro 3aco0y 3riztHo 3 peecTpaniimm TIOCBIAYCHHAM)
cIpeli Ha3aALHWiL, po3unH; mo 10 ma y ¢paaxowni 3 POMHIIIOBAYEM Ta 3aXHCHHM KOBIIAYIKOM;
1m0 1 dyrakony B kapronmiii Kopobui

(dbopma sunycky, N03yBaNHs, BUX MAKYBRHHS NiKAPChKOrO 3acofy)
Homep peectpauiiinoro nocsinuenns UA/18501/01/01 CTpoK Aif peectpaniiinoro nocsimgenns 22.12.2025
Cepix nixapcrxoro sacofy Ne 312001762 Kinskicts BBe3eroro nikapcskoro sacoby 18441

BipoGim VOPJIT MEJTHIINH [IAY CAHL BE TUD. AJIT, Typeruma

(HaliMeryBania BHPOGHAK] niKapcrKoro 3acoby, kpaina TIOXO/KEHHA)

Breseno B Vipainy TosapuctBo 3 06Mexenor0 BiqmoBinaanuicrio "Tpokac ®apma
Yxpaina", igenr. xon: 37177201

(HalMenyBanms Ta koa 38 C€IPTIOY 1opaananof ocobu abo Npiseuie, iM's, no GaTEKOB] (isnunol
0cobu - miAnpuemus, i Micne NPOXHBAHHSA Ta peccTpauitinmit HOMep o6mikoBol kKapTiY miaTHIKa
nozarkin abo cepig ta HOMep nacnopra)

IpoTokoa BisyansHoro konrpomo pix 20.03.2024 »: 921/5.

JlaGoparopunii ananis axocti TiKapceKoro 3acoly 3nilicHennii:

JlaGoparopis hapmakomneitroro anamisy JIIT "Vxpaiucokuii HayKOBHH dapmaxoneinnii LEHTp

AKOCT] JiKapChKHX 3aC06iB" ( M. XapKiB, Byy1, AcTpoROMiuHa, 33)
) ' (naitMenynanns Ta MicLie3RaX0DKCHRL naGoparopif, wo nposena naGopaTopHuit anania AKOCTI)

BrcroBok mozo sxocti mikapcrkoro sacoby, sunannii naGoparopiewo six 23.04.2024 No 3] 9/32424

Pesynbrarn maGoparoproro aHAN3Y AKOCTi AiKApCHKOro 3acofy 3a nepesipennMu NokasHHKamu BiimoBigaroTs
BHMOTram METOTIB KOHTPONIO JKoCT (aHaymiTHIHO-HOpMaTHRHOT JOKYMEeHTaLi).

3a  pesyasTaramu ABPXKABHOTO  KOHTPOJIO BCTAHOB/ICHO, IO JiKApCBKMH 3acif BBe3¢HO B Vxpainy 3
AOTPHUMAHHSIM BHMOT 3aKOHOIARETEA o710 3a0e3neyenns AkocTi JTikapCekux 330?

Muxkora XOJIOAEHKO

{(niznuc) (Ininiam Ta npiserue)
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