HAPKOTHKAMMU Y KHIBCHKIU OBJIACTI
TPOB. CEET};Ht}:Hm Hapii, 3, m.Kuis, 02099, ten/dakc: {044) 363-06-50
E-mail: dis.ko@dls. gov.ua, Kog €APTIOY 37078774

BHCHOBOK

19.03.2024 | Ne 11296/24/10

TU3HH® BIO

(H&HME;H}*B&HHH ms{apcbzmm 3ac00y.3r1HHO 3. peea’rpammmm H{;cm,u;qemmm)
crpeit wasansuui, posynn 0,1 %; no 10 ma y guaxoni 3 mozaropom st Po3nMIIeHH S, 100

MZQTHTB cpibny cnipasnb T4 3aXHCHUM KOBIAYKROM; o 1 (IAKOHY Y KapTOHHIN yIakoBIi
(dopMa BHIYERY, JO3YBaHHA, BUE NTAKYBaHHS AIKapCHKOro 3ac00y}

Howmep peecrpagiiinoro nocgipyenns UA/14228/01/0 1 crpox i peecrpaniitaoro mocsimdenar 01.01.2099
Cepia aikapeskoro sacoby Ne F366010A - KiIbKicTh BBe3eHOTO TiKapehKoro 3acody 47680

Bupobauk Qamap Xeme Keap Cepgicas Magpun, C.A.Y ., Icnanis

{(HIaUMeHYBaHHA BIpOORNKE JHKAPCLKOTD 3ac06y, xpaina ﬂam,ﬁ:ﬂaﬂ}m)

Beesewo B Vpainy ‘Tosapucrso 3 ofmexenon signosigansuicro "Ironcon i Jxoncon
Yrpaiaa", inent. xon: 35893512

(H&HMEH}-’BEHH}I Ta KoA 33 €/[PHOGY IﬂpHHHCiH{}I ocotE aﬁo ﬂpIEEIc‘EIIJ_E ', 790 Oatexosi Qiznano!
OCGOH - MANPHEMIR,; T MICIIE NPOIHBAHES Ta peecTpaniiHuit Homep OBMIKOBOT KAPTRY [IATHHKS
' HOAATKIB 266 eepin Ta HOMEp TacHopTa)

Mporoxon risyansHoro xonrponso six 19.03.2024 Ne 0491/9,

38 pesybTATAMM JEpHKABHOTO KOWIDOMO BCTEHOBNCHO, (0 Jikapeskud  3aci6 mmesemo B Vipaiay 3
JOTPUMAHHIM: BrMor 3aK0HOIABCTRE WO KG 3a0C3NEYEHAN AKOCT] JIKAPCEKHK 3ac051B.
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172 -Manufacturer / Bupobawk: Famar Health Care Services Madrid, S.A.U/ hauap Xenc Keap Cepsicus Manpun, C ALY,
TV-COC-00084 rev.1 Address / Appeca: Avda. Leganes, 62, Alcorcon, Madrid, 28923, Spain/ Asaa. Jlerance, 62, Amsxopkow, Maapun,
28923, Icnanis

‘Manufacturing authorization number/ Hosep ninensii gas supofunyol gimenuni: 6481
Tel./ Ten.: (+34) 91,822.52.01/ Fax/ Baxc: (+34) 91.822.52.43
CERTIFICATE OF CONFORMITY / CEPTH®DIKAT BLANNOBLIHOCTI

Product Name / Hassa nponyicry: TYZINE® BIO / THIUH® BI()
Customer Material Code / Kon matepiany 8531902 Producing country/ Kpaina- ‘Spain/Icnasis
Kill¢HTa: BHPOOHMK,
Batch /Cepis: F306010A
R | 27 10 2023 9 2025
Date of manufacture / {ava supotunitsa: day/ ront v Lxpiry date/ Tepmin npuaariudeii: riontiv year/
BCHb MICAEL pix "MICALL pix

Quanuly refeaged / Pozmi L o
N ' | P 47720 Consumer packs/ynaxosok

| BHITYHICHOY - Cepil: ‘Date of batch releage¥/ 25 1 2024
‘Market Authorization / Peectpaniiin o Hara sunyexy cepii®:. day/ anonthf yeas/
¥ . _ “ep UHHe UNI‘;EZSJIGUE}} H yery eep ey MICEh pik
OCBIAMEHHS:

‘Packaging type size / Posmip ta tun 10 ml in vial, | vial in carton pack with ukraininan tabeling/ 110-10 mir y dhivaxoni; no 1 doakouny y
TTAKYBAHIN: KAPTOHHIY YNAKOBL 3 MAPKYBARHAM YEDUTHCHKOIO MOBOW

I ml of solution contains 1 m! of xylometazoline hydrochloride/ 1 MJLpO34vHY MICTHTE 1 Mr

Strength/ Cuna aii o o,
KCHITOMETAZ0HNY TiAPOX 0PIy

Pharmaceutical form / Jlikapeoia dpopaia: Nasal spray, solution (,1% / Cnpeit nasanuumit; possun 0,1%

. Test/ Teer o Speeification / Cneundirauin | ~ Result/ Pewvasyar
Description/ Onuc
Clarity/ Tiposopicts Clear to slightly opalescent (reference solution 1 1y

POIMHH Bifl IPO3OPOTO /10 SNIETKA ONANECLIENTHONO (CYCreH3is mopinnams 1) Pass/ Binnogiae

Colour/ Konip Colorless to slightly yellowish solution (<Y7)y , :
: ; s Pass/ Bignosinac
Po3unn six §eabapsioro 4o anerka XOBTYBATOrO {<Y7)

Particles/ Yacn . No visibie particles/ BicyrHicTs BHAHMUX HACTOK Pass/ Bianosizae
Relative density dzg 20

(pyctiometer)/ | o

Binsocna ryctiiszz dae 20 1,001-1,011 1,0
(nixHomerp)

P 5,763 39
Osmolality/ Ocmonsnssicrs 270-320 Mocuons: Kr-Y mosimol - ke-! 283 MocmoiTs: K-/
mosmoi  kp-

) o Not more than two individual valiies deviate from the mean value by more than 25%, and
Unifotmity of mass delivered dose/ none deviate by more than 35% / He Ginstwe gsox ingueinyamsnunx saauens
OanopiusicTs Macu mo3u, o, BLAXHASIOTHECS RIN CEPCIHBOTO 3HAYCHEA BiAbI HbK 18 25%; 1 woAHe HEe BIAXMIRCTLES ‘Pass/ Bignosigac
JOCTABAACTLCH Binbi win na 35%

Average mass of delivered dose/

CCPE/IHT MAca 103, 10 126-170 M/ g 151 s/ mg
AOCTABAACTHCH

Weight loss**/Brpara 8 maci®* . Nnt. applicable/ | He

34CTOCOBYEThCS

Identification of xylometazoline: - A. The retention time of the main peak is approximately the same as of the peak in the.
 hydrochloride/ Inenrudikauis ‘chromatogram of the standard solution/ Yac YTPUMAHHA OCHOBHOT'G iKY NPUBAMIHO

'KCHNOMETA3ONIHY TiNpOXSIOpHAY - TaKui caMui, 1K i Y iKYy HA XPOMATOrPaMi CTAHAZPTHOIO POSHHHY

B. The UV spectrum of the test solution corresponds to the UV spectrum of the standdrd. Pass/ Bignoeinse

solution. There is no additional maximum between 450 nm and 220 nmy/ Yd-crexmp
Bunpobysanoro posunny signoesigac Y& cnckrpy CTAHABPTHOrO posuunHy. Hopatkosuti
MakCuMmyM M 450 um ra 220 uM pigey il

e .




2/2 Manufacturer / BupoSuuk: Famar Health Care Services Madrid, S,A.U/ ®amap Xenc Keap Cepsicns Maapwa, C.
TV-COC-00084 rev.) Address / Aapeca: Avda. Leganes, 62, Alcorcon, Madrid, 28923, Spain/ Aena. Jerance, 62, Anbropxon, Manpua,
28923, Icnanin

Manulacturing anthorization number / Homep niensii gin supobfuiaol Ainuunii: 6481
Tel/ Ten.: (+34) 91.822.52.01/ Fax/ ®axe: (+34) 91.822.52.43
QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI

Product Narnie / Hasga ripoayicry: TYZINE® BIO / TU3UH® BIO
Ci{smmer Material Code / Kog mMatepiany 8531902 Batch /Cepis: F106010A
KJIEHTA:
- . | 27 10 2023 , o L 9 2025
Date of manufacture / lara supoSuiiraa: dayt month/ vy DXpiry date/ Tepsin npuaatiocti: o sea
_IlC“l:-_ MACALE .piK. . .Mic"uh pex P

Quantity released / Poamip | o o Market Authorization / Peectpaniisie UA/14228/61/0]

e 47720 Constimer packs/ynakosok . _
BHIIYHISHO) cepil: FOCBIAYEHHS:
Testf Teer  Specifications and Limits/ Crienndivaiii 1a s _ _ Resuifs/Pesvantarn,

| Xyinmetamﬁne hydruch%ride‘éss%! .Ki;'lhi{ici-le

'BU3HAHMEHHA KCHAOMETaIOMAY APOXA0pyaY 9,95{}“[}050 mg/mi/me/Mi 1 N | 0,981 me/mlArimn
{95-105% from declared ammount/ Big 3assneHol KiLKOCTi )

-Associated impuritics/ CynyTui goMimxy

{4-tret-butyl-2,6-dimethyl-phenyl)

acetylethylenediamine (Impurity A.)/

{4-rpet-ByTnn-2,6-Anmernn-derin). 0,2% 0,0%
-auerunetHirensiamin (Jom. A)
Single unknewn substances/ o o

. e .
Heniaoma {ommiuyaa) =0.2% 0,0%
Total impurities/ Cyma <1,0% 0,0%
Sterility test/ CrepussiicTs Sterille/ Crepuissuit Pass/ Bignosizac

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 computenzed system of production site /Jara BHITYCKY CEpif - naTta Kojiut AaHa cepix Oyna ceprudikoBaRa B
NOBHIH BIANOBILHOCTI 10 sumor HBIT ta satsepivkena VrosroBaxenow Ocoboio aLmmxom SHEKTPOHHOTO HIATINEY Y Badiflosanilt koMm'ioTepyikt
CUCTEMI BUPOOIYNOT JIBRMIIL.

*¥ The test is informative, it is carried out exclusively during the stability study/ Tecr indopmarusmuii, DNPOSCOUTBCH BUKHORHO NI YAC JOCHLIEKEHHS
eTablnpHOCT]

“** Actual date when paper copy of certificate was printed-and manually signed by Qualified Person in accordance with the GDocP/ HaTa, komy
lanepopa Bepcis cepTudikaty 6yna po3spyxoBaHa Ta mignicana Y IIoBHOBEKEHOIO Ocoboio 'y Bianopigrocyi Ao sumor HaexHot [paxcremu
HOKYMEHTYBaHHA.

CONCLUSION: Accepted / BUCHOBOK: Binnosinae

This batch was released by the Qualified Person / I1s naprig Oyia BUnyiiend

| _ Guadalupe Gonziier
YosHosaxennww Ocoboo: P

(Name of Qualificd Person / Iw's Yiosrosaikenoi Ocobu)
‘We hereby certify that the above information on English language - is authentic and accurate / 1M Mt 3acBigayemo, mo Hasenena Bume indopManis
AHMVIHCLKOIO MOBOIO € I0CTOBIPHOIO § TOHHOIO.

This batch of product has been manufactured, inctuding packaging/labelling and quality contro! at the above mentioned site(s) In full compliance with
the GMP requirements 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 reviewed and found to be in-compliance with GMP / Lo cepito npoayxty Gyno supobneno,
BRIIOYAIOIH TAKYBAHHA/ MAPKYBAHHS TA POBEACHO KGETPOIL {1 AKOCT] HA BHUIE3E3HAYCHIN HibHHIN Yy DoBiil BignoBiaroct 3 Bumorammu GMP,
BCTRHOBNEHUM MICUEBHM DErYNATOPHUM OPTaHUM, 8 TAKDK BiXNOBIANO AC crielnpikanil MiCHEROIO PEIYNITOPHOTO Oprany i y BinosianocH si
CNeuHQHKaLI€o Z0 peccTpallifiore cinonTsa ipaliri-iMropTepa. TTpoToKom BHPOBHELTEA, NaKyBaHHES Ta aHaAJTi31B IEPETATHYTO TA BCTAHOBIEHO
BianosimicTs GMP.

Qualified Person Name/ | ] ] | — .
- : : : Nate¥*¥/] Y
Iv's Vnositosayenol acobn Signature/ Hixmwc Date™**/[lata
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