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1/2 Manufacturer / BupoGuu: Famar Health Care Services Madrid, $.A. U/ Gamap Xenc Keap Cepricys Manpua, CAY,
TV.COC-00084 rev.i Address / Aapeca: Avda. Leganes, 62, Alcorcon, Madrid, 28923, Spain/ Asaa. JTeranec, 62, Ansxopxon, Maapua,
28923, icnanix )
Manufacturing authorizetion number / Homep srinensit amm sapobimraot pinsmeni: 6481
Tel./ Ten.: (+34) 91.822.52.01/ Fax/ @akc: (+34) 91.822.52.43
CERTIFICATE OF CONFORMITY / CEPTH®IKAT BLITIOBIAHOCTI

Product Name / Haiga niponywry; TYZINE® BIO / TH3HH® BIO
Customer Material Cede / Kor marepiany 8531904 Producing country/ Kpaina- Spain/lcranin
KnieHra: © BupobHMK:
Batch /Cepin: F325640B .
! 30 6 2024 . . . 3 2026
Date of manufacture / [lara supoSuawirea: oyt ot yeal Expiry date/ Tepmin npamatrocti: ot yar?
iaeHy MICKLb o Micxe, P
(Quaniity relessed / Posuip )
Bl 0T egpil: 23510 Consumer packsfynakosok Date of batch release*/ 29 7 2024
Mark izati it Jlara sUnycky cepii®: ay! gl yeaef
&r}fel Axthorization / Pecerpauitine A/14228/01/01 it YeKY Cep - s .
riocsingents:
Packaging type size / Poamip Ta 1hit 10 mi in vial, 1 vial in carton pack with ukraininan labeling/ o 10 mry daaxoni; mo 1 furaxoity y
ITHKYBAHHA. KAPTOHHIH yrakoBL 3 MapKyBaRiaM yRPATHCRKOKY MOBOI0
Strengthy Ciuna zii i ml of soiutiop cox?tains 1 il of xylometazoline hydrochloride/ 1 mn posunzy micturs 1 Mr
KCHIIOMETAIMTIHY TLAPOXAOPHLY
Pharmaceutical form / flikaperxka hopma: Nasal spray, solution 0,1% / Cnpelt vazanuiuii, posany 0,1%

Test / Tecy Snecifigation / Cnennsisaiin _ Result / Pegvinyay
Description/ Onuc i ’
Clarity/ TlpozopicTs Clear to sfightly opalescent (reference solution II LY i .

Pozunu eig nposopore Lo anerka onanecuenruore {cycnensis nopisnavna i) Pass/ Blanosinae
Coiour/ Konip Colorless to slightly yellowish solution (<Y 7))/ . .
Po3uunr six GesBapBioro mo ierka xoBTyBaroro (SY7) Pass/ Blmmosinae
Particles/ Qacria No visible particles/ BigeyTricts sunsMuX 1actoi Pass/ Binnosiae
Relative density dzo 20
(pycnometer)/
Binvocha rycruna dzo 20 1.601-1,011 ) 1.0
{nixnomerp}
H
P 57-6,3 5,9
Osmolatity/ OcMoransnicre 270-320 mocmonb: xr-'/ mosmol - kg-! 284 MOCMONL" KoY
mosmol - kg-*
Not more than two individual values deviate from the mean value by more than 25%, and
Uniformity of mass delivered dose/ none deviate by more than 35% / He Ginsire nzox IHANBITYAAEHNX 3HAMEHD
QaHopianicTs MacH RO, o BIAXHIIOTHCH BLA CEPEMHBOTG JHAUECHHN BiNAUT Wik Ha 25%, | woame He BlaxunteTses . Pass/ Bianopigae
AGCTABIAETLCR Gineis HDK na 35%
Average mass of delivered dose/
CEPERUA Macd J03H, WO 126-170 Mr/ mg 145 mr/ mg
LCCTABIAETACS
Weight loss**/BrpaTa i maci** - Not applicable/ He

3ACTOCOBYETLCA

Identification of xylometazoline ~ A. The retention time of the main peak is approximately Lhe same as of the peak in the
hydrochloride/ Inentudixauis chromatogram of the standard solution/ Yac yrprmauns ocHenrore iy npufnnaue
KCHIIGMETA3ONINY TiAPONIOPHAY  TAKHE Canif, 8K § y 7Ky HA XPOMATOrPaMI CTAHIAPTHOTO posunHy )
B. The UV spectrum of the test solution corresponds to the UV spectrum of the standard Pass/ Bianosisae
solution. There is no additional maximum between 450 nm and 220 nm/ Y®-crickTp
BANPOGYRAROro posunny pimonigac V& cnextpy cTasaapTHoro posunmy. Jogatkosui
MaKerMym minic 450 um ta 220 um siacyTyiil

JKoHCOH
Vkpaiuay

X laentudivawsinmg




272 Manufactuver / Bupobunx: Famar Health Care Services Madrid, S.A.U/ ®avap Xeac Keap Cepeicus Manpun, C.
TV-COC-00084 rev.i Address / Appeca: Avda. Legancs,62 Aleorcon, Madrid, 28923, Spain/ Aspa. Jeranee, 62, AJ’IhKOpKDH, Maapux,
28923, lenania

Manufacturing authorization number / Homep nivensiv anm snpobinuol absunni: 6481
Tel./ Tea.: (+34) 91,822.52,01/ Fax/ daxc: {+34) 91.822.52.43
QUALITY CERTIFICATE / CEPTU®DIKAT SIKOCTI

Product Name / Hassa npomykty: TYZINE® BIO / TU3HH® BIO
Customer Material Code / Kox matepiary 8531904 . Batch fCepis: F3256408
KITEHTAa
30 & 2024 . S . 5 2026
Date of manufacture / Jiata aupoGuuiraa: daw! ot/ ear  Expiry date/ Tepsin npuoathocTi:  qouw  you
ne:u. MICAUE pix ‘Witats ik
i sed / Posmi t Authorization / Peccrpaniiine - UA/14228/01/0%
Quentity r?!ease':" osMip 23510 Consumer packs/ynaxoBok Mark‘e v fmza fon P :
BHRyIeHOT cepil: HCCBIAMERHA:
Test/ Tecy Speeifigations and Limits/ Cueusidbisaniorg s Resulis/Peivanraty

Xylometazoline hydrochloride assay/ Kinexicne
3 RCHITOMETA30AIRY TiApoX - 2
BH3HAYGHHA KCH CTA30MKY MApOXIopHEyY  {,950 1,050 mg}ml/m/mu ) » ) I,()]9mg/m|/mz‘/wz
{95-105% from declared ammount/ Bin 3anssenol KiTLKOCTI) i

Associated impurities/ CynyTsi zoMilnxu

(4-1ret-butyl-2,6-dimethyi-phenyl}
acetylethylenediamine {Impurity A.)/

) 1,

(4-Tper-ByTia-2,6-aaMeTun-deHin) <0,2% 0.0%
auetnaeTHreHAianin (JloM. A.)
$ingle unknown substances/ o

0, 0,
Heninoma {paupvma) 0.2% ' : 0%
Total impurities/ Cyma <10% : o . 0,0%
Sterility test! CreprnssicTs Sterille/ Crepnnbruit Pass/ Bianosigae

Comments / KomenTapi:

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualified Person at validated computerized system of production site /Jlara Bunycxy cepii - AaTa kom gaua cepin Gyna CepTH(biKOBaHa B
noBrIA Bignosianocti o suaor HBI1 1a 3ateepmsxena Y noBHOBMKEHCIO 0006010 LTHXOM ENEKTPOHHOTO RLANACY ¥ Baninosadif koM oTepRiH
creremi sapoSHaol gnpHr.

** The test is informative, it is carried out exclusively during the stability study/ Tecr mtbupmamsﬂuu UPOBOMHTAECA BHKILOHHO IHA YaC JOCHifNEaHs
cradinenocr :

¥+ Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the GDocP/ Hava, kony
naneposa Bepcin ceprudiaty Gyla posmpyReBaHa Ta miamHMcana Y nosuosanenoe Ocooro v sinnosinmocti mo sumor Hanesxnol Tpaktakn
HoxymenTyBarHs.

CONCLUSION: Accepted / BACHOBOK: Bisnoaigae

This batch was released by the Qualified P / Ug napri ¢
sed by the Qualified Person / Ug napris 6yna sHitylens Guadalupe Gonzalez
Ynoseosamerc1o Ocobo50; :
(N_ame of Qualified Person / In'n Ynosrosazenoi Ocobn)

We hereby certify that the above information on English language is authentic and accurate / Ilis mu saceifuyemo, wo sasegeHa BHme indopmauis
AHCMIRCEKOI0 MOBOID € ROCTORIPHMO | TOMHOID,

This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with
the GMP requiremenis 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 revigwed and found 1o be in compliance with GMP / Lo ¢epivo npogykry Gyne snpodaeHo,
BKHIOMAIOYH NAKYBAHHA/MADKYRAHHA T2 IPOREIEHO KOHTPOME 1T AKOCTI HA BHILEIAIHAeHIl AinbHMul y nosHiit BlurosingocTi 3 BuMoramu GMP,
BCTAHOBAEHHM MIiCUEBHM PETYTATOPIHM OPLaloM, & TAK0N BiITOBLARO A0 cncuHdikaniH Miclesora peryasTopHOro oprady i y BimmosiaHocTi 3i
cneundiKauico 10 PeECTpasifHOre CBiLONTRA KPalHK-IMIIOPTEpA. Hpomxmn BrPOTHHLITEA, NAKYBAHHS Ta aHanisis nepernﬁﬁym Té& BCTAHOBNEHO
pigroinnicts GMP,

Qualified Person Name/

" 81 i Date**¥/[lara***
In's ¥noprosaxcHol 0co0H fgnature/ Flianicc ) o

%u_'.ﬁc.ﬂtvpe. %ﬁaélﬂl . N UM OO0




