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Manufaciured &y WORLD MEDICINE [LACSAN. VE TIC, AN ‘Q
Location: 15 Temmuz Mahallesi Cami Ydiu Caddes!
No:30 Guneslt Baocilar/isianbul, Turkey
License: TRAJY/2019/12.2

Bupebaeno: YOPA MEBIUNH WIAH CAH. BEY A AL
Micueanaxomxenss: 13 Tesneys Maxanneus awan: Hoay Drannec
Ne30 Mosend oarﬂnu.:apﬁﬁamﬁy“ﬁ Typeuanya

Hiensia: TRAUYRH19/12.2

CERTIFICATE OF ANALYSIS No.406000631136

CEPTHOIKAT AKOCTI

Product name: XYLAZOL-KIDS

Haszaa npodyrxmy: KCHJIASOJL-KIAC

Pharmaceutical form, Nasal spray, solution, 10 wid in flucon with spray nozzie and profeciive cap;

package type and size: 1 flacon z‘ageﬂ;er with a leaflef in u carton box.

Jirapcexa dopma, munma  Cnpell nazanenud, posyus, no 10 i y thraxoni 3 pONURIOBAUEM

DO3MIP? YHAKOGKU! MG 30XUCHUM KOBHGUKOM, WO 1 uaxomy pasom 3 iHCMpyRyicio 0as
MECUMHOSO FACMOCYBAHNSA € KRONTOHRIN KoOpOGHi,

Dosage / potency: Xylometazoline hydrochloride 8,5 mg + Dexpanthenol 50.0 mg

Hosza/ cuna oit: Keunomemazoniny ziopoxnopucy 0,5 me +[excranmenony 30.4 e

?egmtratiﬂn cez*t:ﬁ;cate: . UA/18501/01/01
CECHMPAYIUNE HOLGIOUCHHS.

Batell 1. 310000770
Ne cepii:
?atcy Slm:_.._ 22 023 packages/ynaxesok
o3MIp cepit.
Manufacture date: 10.2623
Hama eupobmunpmsa:
Expu:y date: ‘ 09.2026
Tepntin npudamuocmi;
TEST LIMIT RESULT
Horaznyxy skocmi Hopryeaaris Pesyipanm
Appearance Clear, colorless solution. Conform
Onuc ITposopuil Gezbapsrui posyun Bionosidae
Identification
f0enmudbivayin
- Xvlometazoline Retention times of main peaks which are obtained | Conform
hydrochloride, from sample and standard chromatograms should
- Keunomemasoniry be similar. Bionosidae
2idpaxnopucy, Yncu yMpUMySaHHA OCHOBHYX MIKIS, OMPUMANUX
- Dexpanthenol HO XPOMAMOZPaMi SUnpeDY8aHO20 POSUUY,
- Hexcnanmeuony MAIOMS BIONOGIOUMU BACAM YIPUAMYSUHHSL
OCHOBRUX Wiki8, OMPUMARUX Hd XPOMAMOEDaMI
~ Benzalkonium Chioride CMAHGAPIMHO20 POIHUNY. Conform
- Bensgnruiio xnopucy
' Retention times of two Benzalkonium chloride

peaks which are obtained from sample and two
RBenzalkonium chloride peaks which are obtained | Bidnogioae
from standard chromatograms should be similar,
Hacu Ympumyearis 080X nixia Oen3ankonio |
XAOPUSY, OMPUMAHO20 HE XPOMAMOEpaMi
GUAPDDOBYEAHO20 POIYUNY, MAIOMb Gi0No8Ioamu
wacam YIMpUMYyeans 080X nixie DeHsIRonio
XJAOPUBY, OMPUMARO20 HA XPOMAMOEPAME
CIGHOAPWHOZ0 POIHUHY,

Clarity and degree of Clear solution (not more opalescent, than reference | Conform i;
| opalescence suspension 1), I Bignosidae
Hposopicme i crynine [pozoputi poswun (ne bitviue aﬂ@;z.frqczg@; .*?z[ﬂm,\ :
ONAIECYEHYLE _ HIZIC CHAAOHHRA CYCnensig 1. ;"f" @ - OAFM |, 4y
Degree of coloration Colourless solution (not mmJ/iizt % f,,:;(‘?(\;nfofm
Cmynins 3a60p8neHHA than reference solution Be). 7 /2 ; iﬁ‘ﬁ}?ﬁﬂ@faae
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Manufuctured by WORLD MEDICINE 1LAC SAN. VE TiC. AL
Location: 13 Temmuy Mahaliesi Cami Yolu Caddesi
No:30 Gunesilt Bageilar/Istanbul, Turkey
Ligense: TRAJY/2016/12-2

Bupotnene: YOPAL MEAHIII LIAY CAM, BE TIIUK AL
Mrcacanamﬁaw}mﬂ 15 Tesarysz Maxamnemi Joxami Hony Joxenseci
NeSQ Proncinad Barmxunap/Crambya, Typeutitna
imeunis: TRIUYRO10/12-2

TEST
HHorasnuxi axocmi

LiMIT RESULT
Hopmysarna ; Pezyuomam

- 2 FEr H t
Besbopenuii  posuun  (3abapencnuii  we Oirout |

IHmMEHCHBHO, RIDIC @ManOr il po3uuH S).

Nominal volume
Honinanernui o6 ‘e

MNot less 10.0 ml

0.1 ml Gun)
He menwe 10,0 min 10.1 mi ()

pH 5.0-7.0 | 5.7
Density 0.950 — 1.050 g/ml {012 o/l
Tyemuna 0,950 afusn — 1,050 /o AIEBm iR
Dreplet {(particie) Size
Distributien d95 > 10 um Conform
Posnoodin xpanenv d95 > 10 srm Bidneeioae

(HQCHIOK) 30 POIMIDOM

Uniformity of delivered dose

QOonopionicrib
BUBLABHEHOT 0031

Not more | of the individual contents deviate from | Conform

the limit of 75.0 - 125.0%, and none deviates from

the limit of 65.0 - 135.0%.

He 6invue 1 indugioyansuozo pesyivmamy mosce | Bidnosidae
gioxuagmucst 8i0 memci 75,0% - 125,0%, | ocooex

PEIYALIMAM He MAE Gloxuisnmucs sic mesci 65,0% -

135,0%.

Related substances

Cynpogioni comiuiKu

Dexpanthenol
Hercnanmenony

-Pantolactone o

[larmonaxmon totmare L5 a2

Ty 5 e He 6invwee 1,5%

~-Maximum unidentified

13}1—"“??{}’ _ Not more 0.2% <Disregard hmii
G ibia 1 He bizouie 0.2% <Mesict gungrenns
HEIQEHMUPIKOBAHG OOMIUKA

-Total impuritics Not more 1.5% 1 -

. . - i ] ') ; )
Cyma OOMIULOK He biaviee 1,5% Bidnosidae

Xvlometazoline ’
hydrochloride
Keunosmema200iny 2i0ps
XopuGy <Disregard limit
- Impurity A Not more 0.5% ofins ff R —
-Homiwxa 4 He 6inowe 0,5% ff 8
- Unidentified impurity Not more 0.5% 0.11%
;}fz:im;mu@mosam Hefimme 5
MUK n
. 53 oy Conform ?
- Total impurities Not more 2.0% Bionoaidac
- Cyma domiutox He binvuie 2,0%
Assay
Kinbricne sUsHAUCHHS
- Xylometazoline
hydrochloride 0.50 mg/ml % 5% (0.473 mg/mi— 0.525 zg;gKi}ai} o, 0.492 mg/m} (wa/an)
- Keunomemasoniny 0,50 Mr/mi == 5% (0,475 mr/min—0 5”3*’{»{?&:;33) f&:ﬁ_\
2iopoxnopudy f,-_;:__._:,.i._r 1 \.}\*
- Dexpanthenol 50.0 mg/ml £ 3% (47.5 mg/ml — 52: ‘5 mg/mi) ?E{Ir,ﬁ mﬁ/ml (mzlan)
- Hexcnanmenosn 30,0 aez/mn = 5% (47,3 melrn ~ 32! 5 %pﬁﬁ ) 1L ,r'g_q % o !
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ﬁ?ﬁ Muanufaciared by WORLD MEDICINE ILAC SAN. YE :I‘"iC. AL
# Bt Location: 13 Temmuz Mahaless Cami Yolu Caddes:
b 7 - A No:30 Guneslt Bagcilar/istanbul, Turkey
License: TRAFY/2G19/12-2

Bapobarno: ¥YOPJE MESHTIH 13AY CALHL ZBIET LA AL
Micuesgaxomwwenus: 15 Tenmnys Maxanneiai xasd Moy Ixanaect
Ne5G Trorernt barmucanap/Crasibvsa, Typeudywna

Hinenzig: TRAUY2315/i2-2

TEST LIMIT RESULT
Hoxasnuru axocmi Hopnyeans Pezyvnomain
- Benzalkoninm chloride 0.20 mg/mi + 10% (0.18 mg/mi — 0.22 mg/mb 0.20 mg/mi fare/mn)
- Benzanxoniio xaopudy 0,20 mz/ma £ 10% (0,18 sma/lmn — 0,22 sm2/mn)

Microbiological quality
Mixpobionoziuna vucmoma
- total aerobic microbial

count (TAMC) Not more 102 CFU/ml <1 CFU/ ml
- 30Z0NbHA KiNbKICHD He binowe 10° KYO/wz <] K¥O/ rin
AEePOOHUX MIKDOOPEAHIZMIG

(TAMC)

~ total yeast/moulds count Not more 10! CFU/ml <1 CFU/ mi
(TYMC) He Ginpue 10' KV O/l <] KVO/ ma

- 3020610 KUIBKICHD
OpIXCODICOBUX MA VRICHABUX

zpubis (TYMC) | |
Should be absent in 1 mi : Absentin 1 ml

Staphylococcus qureus Mawmv 6ymu giocymni é I mvn Biocymni a I mn
Should be absent in 1 ml Absent in I mli

Pseudomonas aerugingsa Maiome Eymu eidcymui g I ma Biocymri g 1 an

I do hereby certify that the abovementioned data are trustworthy and accurate. This product baiclt is
manufactured (packaging/labelling inciuded) under the quality control on the abovementioned manifoecturing
site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as with
the specification and control methods of the analytic-normative documentation, registered in Ukraine. Tiie
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Lunt 5 3aceiduyio, wo nepepaxosana sulge indopmayis € docmosipnoio [ mounow. La cepin npodyryil &yaa
BUSOMOGNEHA  (GITONAIONY NaxyBauns / MOPKYSOHHA) 3 HPOGEOCHMSM KONIMPOIG AROCHI HO GUMECKUZUHIT
suUpoOHUNIT OlavHuyl 8 nosuiit eidnoeionocmi 3 eumoceasu GMP, scmanogrerumu PEESyrrmOpHuY OPean ot
Typevyunu, a makosc ¥y sionogionocmi 3 cneyudirauicro | memodamu xoumporio sxocmi  (MKA),
3apeccmposaniMy 8 Yrpaini. Ilpomoronu 6upobruymaa, YNarOsKy Ma araaizie BYyay nepeahanyni ma sCmanosiano
gionogionicie GMP.

Surname and position of person, approving baich releasc 10 market
[pizguwge ma nocada / 36auus 0cotu, SR 8UOIA OO38LI HA GUNYCK CEPil

Signature and date, stamp h 1 e Y
ITionue ma gama nidnucanus, newamxa / wmarn A, | H |

[ Rt e
T . e lia




