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FAMAR

Manufacturer / Bupoﬁmm FAMAR ORLEANS/ DAMAP OPJEAH ;
Address / Ajpeca: 5 avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 apenio (¢ Koﬁclp, OP.}IEAH
CEAEKC 2, 45071, !Imexum

Manufaeturing author. ization nuimber / Hoatep migessail fum papoeOHEyoY gintmaui; M 17.’048
PhonefTenedor: +33 (0) 2 38 69 81 00 Fax/®axnc; +33 (0)2 38 63 36 29

QUALITY CERTIFICATE / CEPTHQIKAT AKOCTI

Product Name / Flasna npoxyicry: TYZINE® XYLO / TH3UH® KCHIO
Product Code / Koz npopygry: 5051806 Internal ID / Buyrpimsii moMep: 0T1883E
Pmdug:ing country/ KpaiHa-BupoGumc: France/ ®panuia Importing couniry / Kpaiua ivmoprep: Ukraine / Vkpaina
Batch Number 7 Homep cepif: TI1883R ‘ | P i
, 4 6 2020 R DU ' s zoL
Meanufacturing date / Jara pupoSuunrraa: dyt monii/ year  Expiry-date/ Tepmin mpaparmoct]: month yosr!
Eeit aricus PiK michL pix

Released Batch quantity / P63Mip

135900 Consumer packs/ymaKxopox

BHEYLIEHOT cepii; Date of batch releasc*/ 23 6 2020

_— & ¥ {i%: day/ th/ ar!
Market Aufhorization / Pecctpaniltie UA/BLT9/0L02 Jlata nrnyexy cepit o ol nol p
TIOCBIT9eHyA:
Packaging type size / Poamip a o 10 mlin vaal 1 vial in carton pack with ukraininan labeling/ 10 am y naxoui, mo [ (}maxoxry B
TAKYBATILA; KAPTOHHil yNaKos1i 3 MAPKYBARIIIM YRPATHCHKOIC MOBOIO : : : :
Strengthy Cuna zif 1 miof sulutmln cm}tams xylometazoline hydrochloride I mg/ I s poaumiy aicTHTE

KCHIIOMETA30MNIHY TIAPOXIopHEY 1 Mr
Pharmaceutical form / Jixapcoixa dopma: Nasal spray, solution 0,1% / Cnipeit nasaspumi, posunx 0,1%
. . Tech, i I
Chemical control / Analysis #/ Ora2012 Ref. cf‘h analysis / Version/ Sample status / Craryc
Xinisrnt arais Anaris Ne T R e Bepei: P
— Amnaniz St Accepted/ Tiputmsro
Q.C. comments/ KoMenTapi Bizziny konrpomo sxocri: * N/A / He sacroconyersea |
Test [ Teer * Specification / Cnemudircauis _Result / Pesynprar
Description/ Onze A clear colourless solution, odoutless or with a slight characteristic odour/ TIposopit . .
GesGaparmit posnH, Ge3 3aTIaxy ab0 3 NEriHM XAPAKTEPHTIM JANAKOM Pass/ Bixnosigge
Filling volume/ O6'em Average filling volume is not less than nominal quantity/ Cepepniit o6'eM HaOOBHEHHT ~ 10.2 mlf
HAMOBHEHHS HE MEHIIE HOMIHANEHOI KinbxocT] SRR
Density/ Tycrura 1,009-1,011 ; : L1000 |
PH (20°C) 6,1-6,5 : : L S
R asom ” :
efractive index (20°CY 1,336-1.338 1,337

Koedinienr sanommermin (20°C)

Identification/Igerridicanin

Correspond. Retention time of xylometazoline hydrochloride peak in the chmmatogt am of

the test solution corresponds the refention time of main peak in the chromatogram of the

standard solution/ Binmopinae, Jac yrpmsarts mixy rornoMeTasoiminy rigpoxnopuny R i
xpomamrpam BHIPOGOBYBAHOTO PO3YHHY BIANCBINAE Hacy YTPHMAHHA JUUT TONIOBHOTO ?3351 Binmoninge
iKY HA XPOMATOrpami CTAHAAPTHOTO POSHMHY. A r

Xylometazoline hydrachloride/
Kemnonerasonivy rigpoxnoprxy Correspond. The UV spectra of xylometazoline HCl peak in the sample chromatograrm

EBenzalkonium chloride/
Bensamconin xuopHuy

Assay/ Kinvxicae pusnagensn i
Xylometazoline hydrochloride/ 0,95 - 1,05 mg/ml (95,0 - 105,0 % of the Inbelled comdent)/

Benzalkonium chloride/
Benzankoxin xmopumy

Purity (impurities)/ tncrora (montinmEcH)
Hydrolysis preduct**/ [lpopyxr ~ <0,5%

rigponizy**
Unidentified impurity

should broadly match that corresponding to the UV spectra of xylometazoline HCI peak’
in standard chromatogran/ Biguosinae. V®-crexrpm mixy r{cmmmerazomr{y
I‘mpoxn()pmxy ¥1a XpoMaTorpaMi BRIPOGOBYEAHOTO POITWHY NOBMHR] B LiNOMY
sinnosigara YQ-ciiekrpam Niky KeHIOMETAZONIHY r:,apoxmpmy Ha XpoMaTorpami ; |
CTAN/(APTHOTO PO3IHHY. | . ! : P |
|
|

Pass/ Biznonisae

Correspond. Retention time of bemalkomum chloride pealcin the chromatogram of the

test solution corresponds the retention time of main peak in the xhromatogram of the

standard solution / Biznosigae. Uac yrpumanms miky Gensamconiio XHODHAY HA Pass/ Binmosinae
xpomatarpami penpoefosysarore posgury signosinae sacy YTPHMAHES VIS IONOBHOTO

IiKy HR XPOMATOI'DaMi CTaHIAPTHOTC POSTHHY,

mg/ml
Keunomerasoniny rigpoxmoprzy 0,95 - 1,05 schan (95,0 - 105,0 % six sxasarioro xa Mapiysauzi) 1,00 wrn
0,18 - 0,22 mg/ml (90,0 - 110,0 % ia honse) 20 mg/ml
0,18 - 0.22 mr/ve (90,0 ~ 110,0 % nin mominany) " mrin
0%
<0,1%
U 0,0%

(individnally)/Heipentnixobani

nomimar (iEABiNyansHo)

D o/ 0578 49 A 204 MM




213 Manufacturer?/ Bupaﬁnﬂw FAMAR ORLEANS/ GAMAP OPJIEAH: |i 4 &
TV-TMP-01371 rev.4 Address/ Ajipeca: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 anenia jie Koncip; OPJNEAH
CEOEKC 2, 45071, ®panniist

F AM A R Manufacturing authotization nuniber / Hosep sminensti qst npoSnnof ginsnmi: M 17/048
Phone/Texnspor: +33 (0) 2 38 69 8100 Fax/baxe: +33 (0)2 38 63 36.29

QUALITY CERTIFICATE / CEPTH®OIKAT SKOCT. I

Produet Name / Hassa spogyxry: TYZINE® XYLO / TH3HE® KCHIIO ;
Produgt Code / Kon nponyury: 5051806 - ' Internal ID / Buyrpiuuitt womep: - 0T 883E P
Batch Number / Homep cepif: TIS8IR | : Importlng country / Kpafia ivnoprep; U!crair;e / Yxpa?_a
4 6 2020 . . 5 2023 '
Manufachuring date / Hara supobumrma: dayt monti/ yewt,  Dxpiry date/ Tepmint mpsmarroctt: o yews
2 o | MikAub pik, Mipius  pix
Released Bateh quantity / Posmip Market Authorization / Pecerpauiitue UA/8179/01/02

135900  Consu mei* packs/ynaxonox

BHIynieno! cepii: OoeRieRH:
i irple status / Chra:
Chemical corifrol / Anal}fsxs # Ora2012 Rsf Tech. analysis / o Versiont Si}lt:np es us / Oratye
it iz Ananiz Ne 2759 Chrantz, Texs, - TC-0136 Bepoi: 5 3pesa;
d Aranis ; : M Accepted/ Tlpuifraro
Q.C. comments/ Komererapi sijginy xontpomo skocri: ! N/A / He sactoconyeracs
Test / Teer ) Specifications and Limits/ Crrenyditeninii va menc Results/Peaviiorars
Purity (impuriticsy Unerora (mominnen)
Unidentified impurity {total)/ <0.15% 0,02%
Heipeirnixcnani aomims (sosero). s ‘
Total/ Cyma gomimox <1L6% | i 0,00% |
e i . ] Samphz: status 7 draryc
Microbiological eontrol / Aty = ﬁlf Ora2012 Rel, Toch. atalysisf L Version/ 3pasa:
, T . Ananiz Mo e Craug. Texn,  TC-0136 ; ‘

MixpoGionorignzi amanis 760 s Bepeism Accepted/ TIpaiinsrro
Q.C. comments/ Koserrapi Biapiny Kowpomo sxocri! I N/A / He sacroconyerscs
Test { Toer Specifications and Limits/ Creundiwauii ta send, Results/Pesynvrari
Microbial contamonation / MixpoGra coxrasiinania | i
Totat serobic microbial count/ SaramsHa i o ] i 1 L
KinbiieTh aepOGHYX Mikpoopranizmis not more IQCFUij we Gimpire 10PKYO/ma f- Pass/ B:mq?nma’e 1
Total yeasts and moulds count/ 3aramesa
KinsKieTs APIc/oByX Ta nricATAMX tpubie  notl mare 10'CFU/MMY/ se Ginswe 10HKYO/sn Pass/ Bignosigac
Pseudomonas aeraginosa Absenge in 1 mV/ Bincyraicts » 1 M Pass/ Bipnopinae
staphylococcus auieis Absenge in 1 ml/ Bincysuicrs 5 1 mn ' Pass/ Dinnosinae

Comments / Kostererapi: * : | ; : i |

* Date of batch release is & date when specific batch-was cerlified in full compliance wuh the: GMP requimments and electronically signed for |
approvai by Qualified Person at validated computerized system of production site J{ara prmycxy cepi - f{ara ko faus cepis Gyna cepradinosana b
TIOBHEH BigmoniarocTi Ao prMor HBIT 1a JATREPXEHE YTIOBHOBaKeHO0I0 Ocofivio MikHXOM ENEKTPORROrE TIRHGY B BANIIOBAHIH KoMt 'rorepuill
cyeremi mupoSEo] KimsEuI.

** N-(2-aminosthy]}-2-(4-1, 1- d1met!rylethyl-2,6—dimethylphenyl)acetamidei N-(2-aminosrnme-2-(4-1,{-maverapernn-2,6-qumernndienin) aneranis

*** Actual date when paper copy of cerfificate was printed and munually signed by Qualificd Person in accordance with the GDocP/ Jlara, KOJH—T|

- nanepona sepein ceprHdikaty Gyna posafpyKoBaHa TA MiENHGAHA VI0BHOBMKCHOD Ocoﬁom y Binmoningocti fo BHvor IIarrexcrmi IIpaKTm
,[Eonyuemysam{s 1

CONCLUSION: Accepted / BICHOBOK: anomnae

This batch was released by the Qualified Person / ].IJI napTia 6yﬂa BUITYIEHA C Brier

Ynozrosaxkerowo Ocoboro:
(Name of Qualified Person / Bu's Yaounopmxenol Oco6)

We hercby certify that the above information on Engligh [aﬁguage is authentic and ac:cm ‘ate / Tlunt vu sacsinyyemo, mo H‘HBE)ICKE BHIE u{(bopmamﬂ

ARTIIACEKOI0 MOBOK) € IOCTOBIPHOIO 1 TOUHOIO, .
i

This bateh of produst has been manufactured, including pﬂakagmg/}abe!lmg and qaalzay eontrol at the above mcnt oned mtc(s) in fulI epmphanae with
the GMP requirements of the loeal Reguia{ory Authority and with the specifications in the Marketing Authorizition of the importing country. Ths
batch processing, packaging and analysis vecords weie reviewed and found to be in cmnphancc with GMP / Tlio cephio TipanyeLy Gyna sHpoblexs,
BIOHOTAIOTH HEKyBaHHﬂfMapI(yuaﬂmr TA APOBEASHO xompm il nxocti Ha BHAE3a3HATCHIN inbEul Y moBmif nmuommmcu 3 spmoramn GMP,
BOTRHOBISHAM MICLIERHM PETFRATOPRUM ODTAHOM, & TAKDX BiAMOsimo no cnenmdikaiit micienore perymaraproro oprany i y signosignoeti 5i
errenudikariero o peec'rpamﬁﬁom cpifionrea xpatm-iMoprepa. IlpoTokonn ERpCGHUITRA, TIAKYBAHAY Ta aaAnizis uepcrmuyw Ta BCTRHOBJIEHD
pigmosinsicrs GMP.

Qualified Person Name/
Iv's Yriopnonaskenofl ocofu

BRIER. ¢ aRoLE

Datef***/}_t&‘ra“** |
23 06 LOLO
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