22 Manufacturer / BupoSiu: Famar Health Care Services Madrid, S.A.Uf Gavap Xesc Keap Cepaicu3 Manpua, CAY,
EFRM-0006331 rev.} Address / Azpeca: Avda. Leganes, 62, Alcorcon, Madrid, 28923, Spain/ Asas. Jeranes, 62, Annxopwon, Maxpuy,
28923, Fenausist
Manufacturing authorization number / Homep aitensii ans srpobisaol miasanul; 6481
Tel/ Ten.; (+34) 91.822.52.01/ Fay/ daxc: (+34) 91.822.52.43
QUALITY CERTIFICATE / CEPTHDINAT SAKOCTE

Product Name /7 Hassa npoayxry: TYZINE® BIO/ TU3MH® BIO
“ustoraer Materiat Code / Kog matepias : -y
(“uA:,tomer Aateriat Code / Kog matepiany 2531904 Batch /Cepin: F150500A
itiesTa:
5 6 2025 ) 5 2027

Diate of manufacture / [iata supobuauirsa: gt - g Expiry datef Tepain npri@raocti: A geast

AEHL WIEN LD ’ 20 NGRS nig
Guantity releascd / Possip Market Authorization / Peectpauiiine UA/14228/01/01

2 Consemer packs/yHakoBOK 3
24120 SHINCE packs Ok ocwinuenss:

BHITYHIEROT cepiit

Test/ Tecr

Lesand B o picHe B meenyy
Xvlometazoline hydrochloride/ 0,050-1,050 mg/mitvr/yi 0,987 ma/mi/vr/imn
Kensomeraaoaii riapoxiopus (95-105% from declarad ammount/ 8ia 3as8/1en0t ki pxaCTi)

Lnites & ueainniar e et unudlsiig iy,

Related substances/ CynyTHi aoMiWKS
{4-tret-butyl-2.6-dimethyl-phenyl)
acetylethylenediamine (Impurity A.)/
(4-rper-ByTii-2,6-nuMeTHi-Gerin)
auvervneTiredaiavin (Jon. AL)

<0,2% 0,0%

Unknown (singie)/
Hepizoma (oRunuUIR)
Total/ Cyma <},0%

0,2% 0,0%
0,0%

Sterility/ CrepsiasaicTs Sterille/ Crepuwibtnit Pass/ Bianosinac

Commnents / Komenrapi:

* Date of bateh release is a date when speeific bateh was certified in full compliance with the GMP requirements and electronicslly signed for
approval by Qualified Person at validated computerized system of production site /Tara BRIyCKy Cepii - AT KO/IK Aana cepin Oyia ceprdrizosana s
posuiit pianosigroct wo suMor HBIT ta sarsepmxena Vrosnosaxeren Oo0b0i0 WARKOM EASKTPORHOC nianucy Y pasmigonasi womriotepuii
cHETEMT AUDOBHMYOT RinbHKL.

** The test Is informative, it is carried out exclusively during the stability study/ Tecr ingopMaryBHISE, NPOSCANTLCS BRKITIOHHO nia ¥ac KOCHiMKEHI
cradiasiocTi

#+% Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the GDocP/ [Jata, xou
naneposa pepeis ceprudiraty Syia posapyrosaua a nigmucana YHIOBHOBAKEHOW Ocoboto v sianosizsocri a0 sumor Hanesxuol [paktiict
IlokyMenTynaHIA.

CONCLUSION: Accepted / BHCHOBOX: Bixnosiaae

This batch was released by the Qualified Person / Lz napris Gyna sumyutena Guadalupe Gonzlez

Y nosrioparercio Ocodow:
(Mame of Qualified Pesson / in's Ynostiosaskenol Oeobr)

We hereby certify that the above information on English language is authentic and accurate / Linm st 32csiguyeno, (10 #asc/aesa pylne indopmanis
aurAHICKKOI MOBOKO € AOCTOBIPHOK § TOUHOK),

This batch of product has been manufactured, including packaging/labelling and quality cantrol at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority snd 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 / Lo cepito rpoaykry Byno supodneno,
BIGHOHQIOHH HAKYBIHKS/MAPKYBGHHA TA OPOBSUEHO KONTPOIDL 1f SKOCTI Ha puLesasnaneris AL Y nounil DIAIOBINHOCTI 3 BHMOrasi GMP,
BCTAHOBJCHMM MICLEEHM PEFVIRTOPHMM OPraHOM, 2 TRKOK BUANOBILIHE 10 crieunikeuill MiCHICBOrD PEryAsTOPHOTO Opraty iy sizmosianocti 3
cneunpixanicn 10 peceTpauiiinoro caigouTsa kpairu-istnopteps. TIPOTOXONM BHPOGHHITTBE, NAKYBIHHA T4 AHANI3IE MEPETNRHYTO T3 BCTAHOBIEHD

pinnosianicts GMP.

Qualified Person Name/ ' . . ;
IM';K YHOBHOBH‘K‘:}!O;OCOﬁH Signature/ flianite Date?**/flama*=*
R Ke
& 3 o~ d
Loededo o nea e m

o Y SATS

g’

X L7
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12 Manufucturer / Bupodnux: Famar Healih Care Services Madrid, $.A.U/ ®amap Xenc Keap Cepsicwa Maapua, C. ALY
EFRM-0006331 rev.] Address / Aapeca: Avda. Leganes, 62, Alcorcon, Madrid, 28923, Spain/ Asaa. Jleranes, 62, Ansroprow, Manpus,
28923, lenanin
Manufacturiag authorization number / Hovep atuensii s supobunyol ginsunui; 6481
Tel/ Ten: (+34) 91.822.52.01/ Fax/ ®axc: {+34) 91.822.52.43
CERTIFICATE OF CONFORMITY / CEPTUOIKAT BLAYIOBLIHOCT

Product Name /7 Hazsa npoayicry: TYZINE® BIO / TU3HH® BIO
Customer Materiaf Code / Koa marepiany 8531904 Producing country/ Kpatua- Spain/lenaria
KneTa: APOTHEK
Bateh /Cepis: F350500A
. . . 3 6 2028 5 2027
Date of manufacture / flava supoGumursa: dayi i v EXpiry date/ Tepmin npuaarrocti: — o
aehy MicRUY P MiCALL i
Ouaetily releaved / Posmip 24120 e -
) P 2412 onsumer packs/y1akosoK ;
mngWol copits l e Date of baich release®/ 26
Market Authorization / Peecrpauiiiie . Hava wimyexy cepii®; it e
seoTpaL UA/I4228/01/01 P
FIOCBIHNCHES
Packaging type size / Poswip ra Tun 10 mlin a bottle with 2 spray dispenser containing a sitver spiral and a protective cap; | boule in a
ARy BaHu: cardboard package labeled in Ukrainian/nio 10 v y davaxoni 3 102270poM 28 PO3MIACHYA, 10

MiCTHTL Cpilny cnipans Ta 3aXMCHUM KOBRadKkoM; 110 1 (rakony ¥ xapTonuif ynaxosui 3
MAPKYBARHIM YKPATHCEKOK) MOBOI)
I ml of solution contains 1 ml of xylometazoline hydrochloride/ 1 ma posuuny micturs twr

Strength/ Cua ait e
KCHAOMETA3OMRY 11APOXAOpHIY

Pharmaceutical form / Jlikapesxa dopae: Nasal spray, solution 0,1% / Capeit sazamunii, posurs 0,1%

Test/ Tecy Speeificeution / Caestuibinauin Regait / Pesvanray
Description/ Onne
Clarity/ Iposopicts Clear to slightly opalescent (reference solution 11)/

Posuun sia npo3opero 40 3nerke ONANCCUENTROTO (Cyenensin nopiaHakus 11) Fass/ Bianoeinae
Colous/ Kostip Colorless o slightly yellowish (<Y 7y

. Pass/ Bianosinae
Posaun sig Ge3BapsHoro 40 31erka ®oatysaroro (5Y7)

Particles/ Hacrin No visible particles/ BincyTicTs BUIRMIX 4aCTOK Pass/ Bignosizac
Relative density dzo 20
(pycnometer)/

Bijzuocna ryctusa dio 20 LOOT-1,01 1,009
{nixnoMeTD)

H
P 5,7-6,3 6.0
Osmolality/ Oesoaansuicts 270-320 mocmoms xe-'/ mosmol - kge! 285 stoemony: kr-'

mosmal - kg-!

Not more than two of the individual values deviate by more than 23 % of the average
Uniformity of mass delivered dose/ value and none deviates by more than 35% / He 61s01e 1BOX IHAKBIAYANLUHX 3HRYCHD,
OaropiadicTs Mack 4034, 110 U0 BUAXHASIOTECH BLA CEPeaHBOry 3HaseHin Simbin wis va 25%, i woaue He Pass/ Biariosiaae
AOCTABIRCTHEA BLIXMASEThCS Biann win ya 35%

Average mass of delivered dose/

CEpeT MACa 103H, WD 126-170 mr/ ;g 154 Mt/ mg
AOCTRBASECTHCR

{dentity/ Inenrndixauin

Xylometazoline bydrochloride/ AL The retention time of the principal peak is approximately the same as that of the pezk

KCHIOMETA30M{H FIApOXIOpHA in the chromatogram obtained with the reference solution./ A, Yac yrpamants OCHOBUHOMO

iy npHOAN3RO TakKl caMuit, A% 1y niky Ha XpoMatorpami CTaHA3PTHOTO POIUHBY Pass/ Bixnosiuac

B. The UV spectrum of the sample solution corresponds to the UV spectrum of the
Reference solution. There is no further maximum between 450 and 220 nm./ B. VO-
criexT auapobysanore pozunuy BLaosinae Y CrekTpy CTARAAPTHON DORUMHY.
Homarrossth marcusyy Min 450 war 1a 220 wm sineyTHif

Pass/ Bianosigac
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