AEPKIIKCITYXBA
AEPKABHA CIVYIKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMN Y KHIBCBKIM OBJIACTI

npocriext Banepis Jlo6anoscskoro, 51, M. Kiis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua https://www.dls.gov.ua, Kox €JIPIIOV 37078774

BUCHOBOK
npo #KiCTb BBe3eHOro B YKpainy JiKapcbkoro 3acofy

21.10.2020 Ne 54171/20/19

TH3IMH® KCHJIO
{maliMeryBasus AikapChKOro 3ac00y 3TLAHG 3 peccTpanifitnn OCBIANEHERM) :
cnpeit HazanpHuH, posaad 0,05 %; no 10 Ma y daaxori; no 1 daakony y KapTrounii
ynaxesii
(fopma BumyCKy, N03YRANNS, EMA TTAKYBANHS JiKEPCHKOTO 3acofy)

Howmep peectpauidinoro nocsizzerms UA/8179/01/01 CYpoK Aii peectpaniiinoro noceimenus 01.01.2099
Cepis nixapcsxoro 3acoby Ne T2538R. Kinexicts saeseriore mikapeskoro sacofy 118900

Bupobruk DAMAP OPJIEAH, ©pannis

(naliMerynapHs BUPOGHUKS iKAPCEKOTO 3a008Y, Xpalta NOXOMEH )

Baeseno B Ypainy ToBapucreo 3 ofmexxenoo BignosinansaicTo " Ixoncon i roncon

Yxpaiua', irenr. xox: 35893512
{nativeryBam T2 kox 32 €JIPTIOY ropumminol ocobu ato npiaguie, iM's, 1o GaTerOB dizmano]

ocoby - minnpreMus, Ti MiCIE HPOKABRHHA TR peecTpauiiimi HoMep o6AiKOBOT KapTKY NIaTHAKA
noxarkis abo cepii Ta HOMEp nacnopya)

IIporokon eizyansnore xonrposo sia 13.10.2020 » 3450/1.

3a pe3ynbTaTaME JCPAKABHOIC KOHTPO/IO BCTAHOBNGHO, W0 Jikapobxmdl 3acid BBeseHo B Yxpainy 3
JOTPHMANHAM seMor 32K0HOAEBCTRA MO0 3afe3nedeHnn sxocTi MiKaperkax 3acobis.

3aCTYIHUK HA9aTBEVKA RITILTY
JHepxarro! ciry:x0H 3 NikapceKeX 3ac06in

i 7 H.B.
3@ HapkoTHKaMHE Y Kuiscbkiit 51/// 3y6apesa
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172
TV-TMP-01464 rev.3

'FAMA

Product Name / Hasra npoaywry:

Manufacturer / Bnpo6uux: FAMAR ORLEANS/ ®AMAP OPJIEAH

CEIOEKC 2, 45071, ®pannis
Manufacturing authorization numbev / Homep ainensii ass Bupodanaof aineunui: M 17/048
Phone/Tenedomn: +33 (0) 2 38 69 §1 00 Fax/Dakc: +33 (0238633629

QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI
TYZINE® XYLO / TH3WH® KCHITO

Product Code / Ko uponykcry: 5050906 Internal ID / BHyTpimsii nonep:
Producing country/ Kpaina-upoGusc France/ ®pauuin Importing country/ Kpaira inmioprep:
Batch Number / Homep cepii: T2538R '
. 28 7 2020
Manufacturing date / lara bupoGunuzea: doy! el ves  Expiry date/ Tepmin npupatrocri:
neEs Micsun pir

Released Batch quantity / Posmip

L1R900 Consumer packs/ ymaxosox

BHIIYIHEHOT cepil: Date of batch release®/ 20
Market Authorixation / Pecerpaniitae UA/B179/01/01 Hara sumycky cepii*: dayl
Aetih

TOCRI IUCHHA:

Packaging type size / Poaip Ta Tan UAKYBaHHS: - =
KapTOHITiH ynaxoBui 3 MapKYBaHLsM YKPATHCHKOIO MOBOIO

Strength/ Cuma pit A
3 KCHIOMETA30AiHY rijipoxmopaay 0,5 mr

Pharmaceutical form / Jikapenka Hopaa: Nasal spray, solution 0,05% / Cripeli nasamsunit, posuns 0,05%

.

Address/ Appeca: 5 aveaue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 ancero ze Koncip, OPJTEAH

0T2538F
Ukraine/Yrpaiua

6 2023
ronth/ year/
Micaie Bik

8 2020
menth/ year/
Micaus pi

10 ml in vial, | vial in carton pack with ukraininan labeling/ 10 mn y dinaxosi, mo 1 duakony B

Il of solution contains xylometazoline hydrochloride 0,5 mg/ 1 M posstsy micTaTs

e Ref. Tech. analysis /

Sample status /

. .. Ora20171 Version/ Craryc 3pasxa;
e _ Aralysis #/ Ananiz Crasn. Texn. TC-0154 PEI i
Ximiunyit aHaniz o 71 Amania Bepcis: Accepted/
- Tpuitagro
Q.C. comments/ KonenTapi nimginy KOHYPONEO AKOCTI: N/A. / He sacTocosyetnen
Test / Teer Specification / Cocundixauin Result / Pesvasrar

Deseription/ Omic A clear colourless solution, odourless ot with a slight characteristic odow/ Ipozopuit

6GeatiapBHIi podymn, Ge3 3anaxy aG0 3 NECKEM XAPAKTEPHIN 3AIRXOM

Filling volume/ O6'em nanonnermn  Average filling volume is not fess than nominal quantity/ Cepeniit 06'en HanoBHeHHs ~ He
MEHIue RoMiHansHOT KinbkocTi

Density/ I'yeriia 1,009-1,011
pH (20°C) 6,1-6,5
Refractive index (20°C)/

: 1,336-1,338

Koedivient 3anomnenns {20°C)
1dentification/Ipentudiranin

Correspond. Retention time of xylomelazoline hydrachloride peak in the chromatogram of
‘the test solution corresponds the retention time of main peak in the chromatogram of the
standard solution/ Binrosisae. Yac yrprasanna miky KCHICMETA0MIKY TiAPONITOPULTY Ha
XPOMATOTpaMi BHIPOGOBYBAHOIC PO3YMAY BiANOBIfRE YACY YTPHMAHHA 1718 FONOBHOTO
iKY Ha XPOMATOrpasi CTaHAAPTHOrO POFUHAHY.
Xylometazoline hydrochloride/
Kennonerasoniny rinppoxnopiuty  Cotrespond. The UV spectra of xylometazotine HCI peak in the sample chromatogran
should broadly match that corresponding to the UV spectra of xylometazoline HCI peak in
standard chromatogram/ Binaosiae. VB-cmextpti tiky KCHAOMeTa300{Hy KiADOXICPHAY
Ha XpomMaTorpaMi BUNPOSOBYBALIOr0 POFHHHY IIOBHHHI B INOMY pinnopigata YO-
CIIeKTaM MKy KCHIOMETAIONIHY TAPOXIIOPiAy Ha XPOMATOIPEMI CTAHAAPTHONO PO3LUHY.

Correspond. Retention time of benzalkonium chioride peak in the chromatogram of the test
solution corresponds the retention time of main peak in the xhromatogram of the standard
solution / Bignosimae. Yac yrpumatna nixy GcH3ATKOHINO XNOPHAY Iid XPOMATOTpANL
BHIpoGO8YBAHOTD PO3YHHY BiATIOBIIAL WACY YTPHMAHHS 1% FONOBHOTO MKy Ha
XKPOMATOFpaMi CTAHAAPTHOr) POIULHY.

Benzalkonium chloride/
Bensankouito xnopHay

Assay/ KinsricHe Bisuagennn

Kylometazotine hydrochloride/
Kennonmerasominy rispoxsopiity

0,475 ~ 0,525 mg/ml (95,0 - 105,0 % of the labelled content)/
0,475 - 0,525 mr/mn (95,0 - 105,0 % Biy, prasasoro ua Mapxysauui)

Benzalkenium chilotide/ 0,18 - 0,22 mg/ml (90,0 - 110,0 % in house)/
Bewrzanxouito xnopuay 0,18 - 0,22 sar/az (90,0 - 110,0% Bix nominany)

Purity (impurities)f Yucrora (momingci)

Hydrolysis product**/ =<0,5%
TIponyxr riaponizy**
Unidentified impurity <0,2%

(individually)/ Heigentudiroani
poatiuiky (IHAMBLOAYATEHO)

Pass/ Bianosinac

10,2 ml/ mn

1,010
6,4

1,338

Pass/ Bignonizae

Pass/ Binnosipae

Pass/ Bianoninac

mg/mt

MI/AT
mg/ml

Mr/ao

0,0%

0,0%

f)y Qe 458 07 {341 20 g,ZL




272 Manufacturer / Brpofumn: FAMAR ORLEANS/ ®AMAP OPJIEAH
TV-TMP-01464 rev.3 Address/ Appeca: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 asesno ne Koucip, OPJIEAH
CEREXC 2, 45071, ®panuia

FA MA R Maunufacturing authorization number / Hosep aiuensit gun prepoGmiot ginpmmmi: M 17/048

Phone/Tenedon: +33 (0) 2 38 69 81 00 Fax/Gaxe: 433 (0)2 38 63 36 29
QUALITY CERTIFICATE / CEPTH®IKAT SKOCTI

Product Name / Hazsa nponyrry: TYZINE® XYLO / TU3WH® KCHIIO )

Product Code / Ko npomyrry: 5050906 Internel ID / Buyrpiumiit nomep:  012538F

Batch Number / Homep cepii: T2538R Importing country/ Kpaina isuoprep: Ukraine/Yrpaiua

. 28 7 2020  Expiry date/ 6 2023
Manufacturing date / Jlata nupoSuiiurse: dayt aontl yei  Tepuid npuparzocti moat’  year/
. mens MicAnS pix ‘MiCREL  pik

Released Batch quantity / Posmip 118900 Consumer packs/ yraxosok Markel Authorization / Peecrpauifine UA/B179/61/01
BUAYHICHOT cepii: MOCRIAUERITA;

: £ . s Sample status /

. f, !
Chemical control / ﬁ:lalys I8 i Ora20171 gc HTen.:El_;xanaiysxs 4 TC-01 Version/ Crarye 3paska:
Ximiuunit ananis B 71 TaRA Texd. HiM Bepein: 6 Accepted/
Apariz U
: lpnituaro

Q.C. comments/ KonerTapi Biginy xoutponto axogti: N/A / He 3acTocopyersen
Test / Teer Specifieations and Limits/ Cremmdicanit ta sesd Results/Pesynurars

* Purity (impurities)/ Uncrora (zosinrei)

Unidentified impurity (totat)/ Heipenruirosasi <0,5% 0,1%
AoMilu (BcEoro)

Total/ Cyma momirnox <1,0% 0,1%
Microbiological control /  Analysis #/ Auanis Ref. Tech. analysis / Version/ Sample status /
MikpoGionorisamii aranis  Me Ora20131 Crauz, Texs, . Bepoin: Craryc 3pazka:
63 Awnanis TC-0154 6 Accepted/
Ipuituaro
Q.C. comments/ KomenTapi siainy xoutpomo sxocti: N/A. / He sactocoByerses

Test / Tecr Specifications and Limits/ Coemubikauii 1a mesi Results/Pesyyrrara

Microbial contamonation / MixpoGna ronrastinarin

Total agrobic microbial count/ 3aransna not more 10*CFU/ml/ me Ginpwe 1PKYO/Mn . .
S s s Pass/ Binnosigae

KUTBKICTE 3epobHix MIKpoOpranisMin

Total yeasts and moulds count/ 3aramra not more 10°'CFU/mI/ ne Ginsue H'KYOhm : "
i : . . Pass/ Bignosijae

KUIBKICTS APDIGDKOBIX T2 NicHABMX TPHGIB

Pseudomonas aetuginosa Abscnce in 1 ml/ Bigoytaicts 5 1 an Pass/ Binnosinae

Staphylococcus aureus Absence in I ml/ Bineyraicrs & 1 mn Pass/ Bignopinae

Comments / Komenrapi:

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electranically signed for
approval by Qualified Person at validated computerized system of production site //Tata punyexy cepii - aaTa KoM faua cepia Oyna cepridiikosana p
riopuiit Bignosigrocti no susor HBI Ta sateepmiena YiorHoakeR00 Oco0010 MUIXOM €NIeKTPOHHOI0 MIMITHCY B BITI0BaAHIH KOMITIOTepHili
crctenmi Bapofutol ginsHuLf,

** N-(2-aminocthyl)-2-(4-1, 1-dimethylethyl-2,6-dimethylphenylacetamide/ N-(2-aminoeTnm-2-{4-1, | -guaeTinetni-2,6- iuMeTHIGCHIN) aueranmif

**+% Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the GDocP/
manepona bepeia ceprudixaty Gysa posapyiosasa Ta mignHcana Ynosaosaxeror Ocoloro y signorizoct o smor Hanena
JHoxymeuryBanna

CONCLUSICN: Accepted / BHCHOBOK: Binnosizae

This batch was refeased by the Qualified Person / Lia napria Gyna Bimymena
Vnounonaxkenown (eoforo:

{Name of Qualified Person / [n'a ¥Ynosuo

We hereby certify that the above information on English language is authentic and accurate / It ant 3aCRIAUYEMO, HIO Haae}ié‘t‘
aHTHIHCLKOT0 MOBOKY € ROCTOBIPHOIO i TOUHOIO,

R T
This batch of product has becn manufactured, ineluding packaging/labelling and quality control at the above mentioned site(s) in full CoTpianGE
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 1o be in compliance with GMP / Lo cepiro ripoayicry 6o srpobneno,
BKNIOYA0YH HakyBaHHA/MADKYRANIA Ta IPOBEAEHO KOHTPONG T AKOCTI Ha BuUle3asnadenii Aimmsn y nonniii signosig=ocTi 3 snmoramn GMP,
BCTAHOG/IEHIM MICLIGBUM PETYIATOPHHAN OPIaHOM, d THKOX BUATIONiNIO A0 crerudikaliil Miclesoro perynaToploro opragy i y BiAnosimocTi si
cnemrdirauiero ao peectpaniiinoro ceizoyTsa kpaink-iMnoprepa. IlpoTokoNM BAPOBHITITEA, UAKYRANEA T4 ANATI3IA NePerasHyTo Ta BCTAHOBACHO

simorinnicrs GMP.

(
o, Bl
Date**#/ Naya*¥*

Qualificd Person name/
In's YniosropaxeHol ocobi




JAEPKIIKCITY XBA
AEPKABHA CIYIKBA 3 JIIKAPCLKI:?X 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMM Y KUIiBCHKIIA OBJIACTI

npocnexr Banepis JloGanoscskoro, 51, M, Kuis, 03110, ten/taxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua,htipsy//www.dls.gov.ua, Kox CAPIIOY 37078774

BUCHOBOK
HPO AKICTH BBE3CHOIO B ¥Yxpainy aikapeskoro 3acoly

12,10.2620 Ne 52906/20/10

TU3HH® KCHJIO

(matiMenysanms nixapcsxoro 38606y 3rigko 3 peecrpauiiinum TIOCBiYeHHsAM)
cOpel Hasansnmi, posaun 0,05 %; no 10 mu Y paaxoni; no 1 gaaxony y kapromniit
YIAKoBIK

(dopma srnycky, nozysarms, auy TIRKYBAHHA JiKAPCEKOTO 3aC00Y)
Homep peectpauiiinoro mocsinzenns UA/8179/01/01 CTpoK Aif peectpauitnoro noceinuenus 01.01.2099
Cepia sikapepxoro sacofy Ne T2638R Kinskicrs Bresenoro nikapeskoro sacoby 268800

Bupobmk DAMAP OPJIEAH, ®panmis

(HaiivenyBauus BUPOGHUKE KAPCHROTO 3aco0y, KpaiRa TOXOIKCHHS)

Baeseno B Vipainy Tosapucrso 3 ofmexenomo sinnosinanpaictio "Hroucon i JxoHcon

Yxpaiua", igenr. xon: 35893512

(vafiMeHyBanNs Ta xod 3a EAPTIOY opuruunol ocoby abo npispaLe, im's, 0 Sarskosi dizuumo]
©0cobu - RignpHEMUA, 1l Micte npoxHBanEs Ta peecTpani¥uuit HoMep 06aikoR0T KAPTRY RAATHAKA
noaartkis abo cepis Ta HOMep nacnopTa)

IpoToxen eisyansroro konrpome sin 07.10.2020 X 3386/1.

3a pesyapTaTaMH  NEPKABHOTO KOHTPOMO BCTAHOBEHO, IO mixapcekul  3acif  BBezeHo B Vipaimy 3
AOTPRMAHHAM BHMOT 33X0HONABCTAE OO0 3a0e3Neuen s akocTi Aikapcexux 3acobis,
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242 Manufactarer / Bupobunx: FAMAR ORLEANS/ ®AMAP OPJXEAH
TV-TMP-01464 rev.3 Address / Agpeea: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 asenio yie Koncip, OPJIEAH
CEAEKC 2, 45071, ®pannis

FA MAR Manufacturing authorization number / Hosep ninensit ans puposuiraat ginbumui: M 17/048

Phone/Tenedon: +33 (0) 2 38 69 81 00 Fax/Qaxc: +33 (0)238 633629
QUALITY CERTIFICAYE / CEPTH®IKAT SIKOCTI

Product Name / [azea npomykry: TYZINE® XYLO / TU3MII® KCHJIO

Product Code / Kon nponyxry: 5050906 Internal ID / Bayipinmit novep: 0726384

Batch Number / Hosmep cepii: T2638R Importing country/ Kpaina iMnoprep: Ukraine/Vxpaiua

. 3 8 2020  Expiry date/ 7 2023
Manufacturing date / Jlava BupoGimsy: dey! month/ ya  Tepatin npraatsocti montd year/
BicHs silcHys piK micRus  pix
Released Batch quantity / Posarip 285670 Consumer packs/ ynaxosox Market Authorization / Peecrpanitine UA/8L79/01/01
BHOYLWEHOT Cepil: HOCBIOYeHHA:
: . - 2 Sample status /
. Anal # A . .
Chemical control / N:a ysis A Ora20175 E:;,[cf;}.'e :?alym 4 TC.0154 Version/ 6 Cratyc apuska:
Xisristunnit ananis N 08 . des i Bepeis: Accepted/
Ananiz -

Tipuiinato

Q.C. comments/ Kodtenrapi signiny xow1poso axocri: N/A / He 3acroconyersen

Test / Tect Specifications and Limits/ Crnemudikanii Ta aremi Results/PesyanraTn

Purity (impuritics)/ Yuerora (nosiwmen)

Unidentified impurity (total)/ Heipenmeiconani <0,5% 0,1%

JOMILIKH (BCbOTO)

Total/ Cyma nomitzox <1,0% 0,1%

Microbiological control /  Analysis #/ Amanis Ref. Tech. anatysis / Version/ Sample status /

MixpoGionoriunnii apamiz  Ne Ora20175 Crana. Tex: - Bepein: Craryc spaska:

08 Ananiz TC-o154 6 Accepted/
[IpuiinaTe
Q.C. comments/ Kosterrapi 8iariny xozapomo sxocri: N/A / He 3actocosyerncs

Test/ Tect Specifications and Limits/ Coennthixanii ta sexi Results/PesyanraTu

Microbial contamonation / MikpoGea contamisasia

Total acrobic microbial count/ aranvua not more 10°CFU/MY ye Ginene F0AKY Olan ; y
S i i Pass/ Bignosinae

KINBKiCTE aepoBHUN Mikpoopraniain

Total yeasts and moulds count/ 3aranssa not more 10'CFU/ml/ se 6inpme [P KY O/ ; ;
st . s : Pass/ Bianosijae

KIIEKICTE APIENKOBHX TA IUILCHIBIX l"pﬂﬁiﬁ

Pscudomonas aeruginosa Absence in 1 ml/ Bigeytuicrs 8 1 Mn Pass/ Bianosinae

Staphylococeus aureus Absence in 1 mb/ Bixeynitiers v 1 M Pags/ Binnoeinae

Comments / Komenrapi:
* Date of batch release is a date when specific batch was certified in full complance with the GMP requircments and electtonically signed for
approval by Qualified Person at validated computerized system of production site /fJata BHIYCKY CEpIT - AaTa KouH Aaua cepiy Gyna ceprrdikonana B
tiosiliif sixnosimuocti Ao Bumar HBI Ta 3atBepixena YiopHOsa®Ren010 Oc0B0I0 WNAXOM ENEKIPOHIIOTD MLAMCY & BanifoRarill KOMI'TOTEpHIH
circTeMi BHPOSHNY O] AINBRHLI.
** N-(2-aminoethyl}-2-(4-1, |-dimethylethyl-2,6-dimethylphenyl)acetamide/ N-(2-aminosTin-2-(4-1, 1 -ninmeroetn-2,6-ameTimde HT}

JoxynmertyBanus
CONCLUSION: Accepted / BHCHOBOK: Bianoninae ’1;4’ s

This batch was rcleased by the Qualified Person 7 Un napria Gyia suoymena e B
Yuoeropaxeroio OcoBoio: "ﬁﬁﬂﬂu
{Name of Qualified Person / [s1's YnioBHoBwxenoi Ocobir B e

We herehy certify that the above information on English language is authentic and accurate / Liun am 3acBiTYEMO, IO HABCACHA BiHWE [Hopaauis
aHTAHCHI0I0 MORGIO € AOCTORIPHO | TOUHOD,

This bateh of product has been manufactured, including packaging/labetling and quality control 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 recerds were reviewed and found to bs in compliance with GMP / 1l cepiro ppoayxTy 6yno supobicHo,
BIJHOYAIOMH MAKYBAHHI/MADICYBAHHA TA NPOBEACHO KOWTPOITh i sikocTi wa niitesasuaueniit ginsHuni y nobaill signesianocti 2 Bisorans GMP,
BCTAHORJICHHM MICHEBRM PErYASTOPHIM OPFranoOM, A TAKOX BLAICBINHO fo cremmdianiit Micuesoro perynatopuoro opraty i y sinaonigvoerti 3i
cnemmrpikauieo 40 peectpauiiinoro eBigoursa wpainy-inmoprepa. [IpoToKoim BHPOGHHLITEA, NAKYBAHHA T4 aHaNi3is IIePEeIBIHYTO TA BCTABOBICHO
sianonificts GMP.

oo Bl

i Qualified Person name/
[n's YoonionakeHod 0cobH

%/DZ{-‘?-@

Signature/ Mfinuc Date***/ Jlara***

au ¥ OSOf %f b A - ALAO 0;422/
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