AEPKABHA CJIIYKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KHIBCBKI OBJIACTI

npos. Ceitmunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOV 37078774

BHCHOBOK
Npo SIKICTH BBE3eHOro B YKpainy JikapcbKkoro 3acofy

09.01.2024 Ne 68071/24/10

HA30OHEKC®
(naiiMenyBanHA TiKapchKOro 3acoBy 3riaHo 3 peecTpalliiiHiM NoCRiTICHEAM)
cnpeii Ha3aILHMIA, 1030BanMmii, 50 Mxr/103y no 18 r (140 103) cycnensii Y noJieTHJIeHOBOMY
(a1aKoHi 3 103yI0MHM HACOCOM-PO3NIITIOBAYEM, 3aKPHTHM KOBHAYKOM; 10 1 (1akony y
KapTOHHIH Kopodui

(opma BHRYCKY, A03yBaHHA, BHA MAKYBaHHA NiKapcLKOro 3acoby)

Homep peectpauiiinoro nocsiguenns UA/7491/01/01 crpok aii peectpauiiisoro nocsizuenns 01.01.2099

Cepis mikapcskoro 3acoby Ne A104699 Kinsxicts BBe3eHoro nikapcekoro 3aco6y 17500
BupoGruk [lepinr-ITnay Jla6o H.B., Bensris
(HaliMeHYBaHHA BHPOGHMKA JIKAPCHKOrO 3acoBy, KpalHa MOXOIKeHHA)
Baeseno 8 Ykpainy CrinbHe yKpaiHCbKO-eCTOHCHKE MANPHEMCTBO y opmi ToBapHCTBA
3 oOmezkeHOI0 BianoBizaabHicTio "OntiMa-®apm, JITI", izenr. xox:
21642228

(HafiMenyBarHA Ta ko 3a €JIPTIOY opuanuHoi ocobr abo npiseuue, iM'A, 10 OATHKOBI tiznunoi
ocobu - mianpuemus, i Micue npoxuBanHs Ta peecTpaniiiiuii HoMep o6aikosoi KapTKH IUIaTHHKA
noaatkis abo cepis Ta HOMep nacropra)

Mporokon Bizyansuoro kourpomo sin 08.01.2024 N 4348/2.

3a  pesynbTaTamMH JIepKaBHOrO KOHTPOMIO BCTAHOBJICHO, INO JKAPChKHMH 3aci6 BBeseHo B Ykpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOIABCTBA LIO/IO 3a6e3MeYeHHA AKOCTI MKapChKHX 3aC06iB.

Biraniit BOHIAPEHKO

(ni,tmuci (iniuianu Ta npizsue)




/}i

Iepinr-ILaay Ja6o H.B., henkris
Inpycrpienapk 30, Xe#Hcr-on-nen-Gepr, 2220, Benbrin
Tenm +32 15 258711

CEPTH®IKAT AKOCTI CEPII JIIKAPCLKOY' O 3ACOBY

Hazpa
PDopma BHOYCRY
JLozyBaHHs

¥nakosxa

Cepin

Kinsxiers y cepit

JaTta BupobauIBa

Jlara 3akiaueHns Tepminy
OpMAATHOCT]

Kpaina Bupobunxa
Peccrpaniiine noceingenns
Ha3pa BupoBauxa, BIANOBINATLHOTO
3a BHIYCK cepil

Ajpeca

Jlinen3ia Ha BapoGAHLTBO No

HA3OHEKC®, cnpeii nazanwauii, yozosanmii, 50 Mxr/mosy

cnpeit

0,5 mr/r Momerasony dypoary (MoHorigpary)

mo 18 r, 140 po3 (50 mxr/mosy) y daaxoni; ne 1 guakony s kaprouniii
xopobui

A104699

101 600 ynakxosok

11.2023

11.2026

Beawrisi
Ne UA/7491/01/01

lllepiar-Ilnay Ja6o H.B.

Ingycrpienapk 30, Xeiicr-on-gen-Bepr, 2220, Benbrin
304 H

PesynbTaTn nposegenns ananisy sixecri mixaperkoro 3acoby Bixnorizno no MKS PIL Ne UA/7491/01/01

; Pesyarratn
IokasHuknk sKocTi Bumorn :
aHaTizy

Onne (BizyansHo) Binoro abo maifske 6inoro koanopy Henpo3opa cycrnensis Binnosimac
pH (*) 43-49 4,6
Minimansne BanoBHenHs (*) Buict koxnoro dnakouny: e Menne 10 r (A% HOMIHATLHOTO HAMOBHEHHS Biznosinae

10 r), ve Merwe 18 r (111 HOMiHAJILHOTO HanoBHeHHs 1§ T)

(Koutpons Mowe 6yTH nposeaeHui B Npoueci BUpOGHHITEA)
Inenrudixania Momerasony dypoar |Crispinnolrenns vacis YTPHMYBaHHI OCHOBHHX MIKiB Ha XpomaTorpaMax Binnosinae
(BEPX) BHTPOOOBYBAHOTO | CTAHAAPTHOrO PO3HHHIB Mae GyTH B Mesxax 0,98-1,02
Inerrudixanis Momerazony dypoar |Xpomarorpama BUIpoGyBaHOr0 POIUMHY MICTHTE NIAMY, MO BinoBinae Bigmosinae
(TLIX) XpOMaTorpaMi po3uHHY CTAHAAPTY
Inenrndiccania Bensanxouiio xnopun |ChissinHomenns 4acis yTpaMyBaHHS OCHOBHMX MIKIB FOMOIOIB Ci;iCyyHa |Binmosigae
(BEPX) XPOMaTorpamax BUnpoGOBYBAHOrO | CTAHIAPTHOTO PO3YKHIE Mae GyTH B

Mexax 0,98-1,02
Kinbxicne BA3HAYCHAR
Momerazony dypoar (BEPX) 0,475 - 0,525 mr/r (95,0 % - 105,0 % pizx sassnenoi KinekocTi) 0,503 mr/r
KinpkicHe sH3Hauenna :
bensankoniio xiopun (BEPX) 0,180 - 0,220 mr/r (90% - 110% Bia 3assrenol kizpkocTi) 0,198 Mr/r

ﬁ)m&w N/-flf'é"; o
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OanopiauicTs BMicTy Cragis L. Ipenapar BaTpyMye BHupoOyBaHHA Ha OAHOPIAHICTL BMICTY, AKWO |Bimnositae
{Mxr MOMeTa30HY bypoaTy/To3y) OHH pesynprar i3 10 suaxonntses 3a Mexamu 37,5 - 62,5 Mxr/nosy (75% -
(BEPX) 125% Bin kifbkocti, 3adB1en0T HA eTHKETIH) i Koded 3 pesyeTaTiB He
BHXOIHTH 33 Mexxi 32,5 - 67,5 mur/nosy (65% - 135% Bix kijbxocTi, 3aseaenol
Ha etuxeTw), i cepeaniii pesynyrar 3 10 BH3HAYEHE JHAXOAUTECA B inTepsani
42,5 - 57,5 mxr/nosy (85%-115% sia kinbkocti, saseneHol Ha eTHkeTy).
Crania IL. SIkme nBa aG0 TPH PE3YIBTATH 3HAXOANTECA 33 MEXaMHt 37,5 - 62,5
MKT/7103y (75% - 125% Bix kinbkocti, 3asBenol Ha eTHkeTHi) | %0ZEH 3
Pe3yJIbTATIB He BUXOAMTE 38 Mexi 32,5 - 67,5 Mxr/noay (65% - 135% sin
KinskocTi, 3aseneHol Ha eTHKeTwi), i/a6o cepenniii pesynstar 3 10 pusHauens
3HAXOZHTHCSA 38 Mexamu inTeppany 42,5 - 57,5 Mxr/nosy (85%-115% sig
KiNbKOCTI, 3a8BMeHOT Ha eTHKETI ), TO IPOBOAATE BHNpoGyBamHA me 20
OBMHHUE TMpetapaty. [Ipenapat BUTPHMYE BHNPOGYBaHHAS Ha OAHOPIAHICTE
BMICTY, AKIO He GITRIE TPEOX PesyNRTATIB 3 30 SHAXOMATLCA 1038 MEXKAMH
37,5 - 62,5 mxr/no3y (75% - 125% Bin kinbkocti, 3aseneno] ua eTHKeTH) i
OMEH 3 PE3yNbTATIB He BUXOANTH 32 Mexd 32,5 - 67,5 Mkr/nosy (65% - 135%
Bifl KiNEKOCTI, 3asBnenHoT Ha eTukeri;), i cepenHiit pesyaerar 3 30 Bu3HAYCHL
3HaXONUThCs B inTepBani 42,5 - 57,5 mir/goay (85%-115% six kinpkocri,
3aABJIEHOT Ha eTHReTU ).

Cepeans Maca ommief qo3n
(sarosuit MmeTox)

85,0-115mr 101,9 mr

Mixpob6iomoriuna uncrora:

*
LAMELR) 3arasbHa KinbKicTs aepobuux Gaxrepiit ne Himse 10° KY O/ <10
MikpoGionoriana yacrora:

5 .
TEHCE) 3ararbna KinekicTs rpudin He Simsme 10" KY O <10
MixpoSionoriuna auerora: Bincyrni

Pseudomonas aeruginosa (*) ey Lo

Mixpo6ionoriuna uncrora: Bigcyrni
Staphylococcus aureus

Bigcyrni s 1 ma
MikpoGioaoriana wnerora: Bigcytni
TONEPAHTHI 10 JKOBU} rpaMHeraruaHi
Oaxrepii

TonepantHi 10 xoBui rpamueratusi Gakrepii BigcyTni 8 1 Ma

Komenrapi: sigcryni.
(*) Bianosigae BumMoram €Bponeicekoi DapMakomnei,

Hazpa gineruwi, sianosizanssoi 3a supoSuunTeo/nepsune Ta BTOPHHHE MAKYRAHHS /KOHTPO/Ib SKOCTI/BUNyCK cepil: [lepinr-Iliay
Jabo H.B.

Anpeca mineumi, BignosinatsHol 32 BHPOOHHUTBO/MEPBHHHE Ta RTOPHHHE [TAKYBAHHS /KOHTPOIB AKOCTI/AMNYCK cepil: Inpycrpienapk 30,
XeHer-on-aen-Bepr, 2220, Benwris
Hiuensia Ne 304 H

LluM 5 3acsinuyio, 10 BrIeBKa3aHa IndopMatis e AOCTOBIPHOIO | TeuHOW, Jana cepis npoaykty Gysa BUpOOBREHa, BKIOYAIOUH
YIakOBKY / MAPKYBAHHS TA KOHTPOIIL SKOCT] HA BUINE3ranaHii BHUPOOHMYIi NiaeHuL (-0ax) B IOBHIH BIAMOBIAHOCTI 3 BUMOraMu GMP,
BCTAHOBJCHHMH MICUEBHM DETYIATOPHEM OPTAHOM, a TAKOX 3TiTH0 crenuikantii, uto MiCTHTECA B peecTpauiiinomy nocke. IIpoToxonu
BHPOOHHIITRE, YIIAKOBKH Ta KOHTPOJIO AKOCTI NEPErJIAHYTO 1 BCTAHORICHO iX BiMOBiAHICTS BuMoram GMP,

Jara Bunycxy cepii: 28.11.2023 YnosHoBaxeHa ocoda/ Bianopinannamit npoMucaoBHE (hapyfauen
Inrpin ne Kox

Trzpio de Kok /nidnuc/

Jara mignucy: 29.11.2023




HAEPKABHA CIYKEA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMH ¥ KNIBCBKIH OBJIACTI

npos. Ceitnnuroi Haxii, 3, m.Kuis, 02099, ten/ake; (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BHCHOBOK
APO AKICTL BBE3€HOI0 B YKpainy jlikapchKoro 3acofy

06.03.2025 Ne 9578/25/10

HA3ZOHEKC®

(Haiiseryratia JikapCrKore 3a¢oy IriAHo 3 peecTpatifuniy nocsizueHaM)
cupeii nasarsunii, fosoBanmii, 50 Mrr/a03y; no 18 r (140 g03) cycnensii y nosierienosony
UIAKOHI 3 JO3YI0HEM HACOCOM-DO3NIIHBAYEM, 3AKPUTHM KOBIAYKoM; 1o 1 baakony y
KapTouuii kKopolui
({]JOPME BHITYCKY, JO3YBAHA, BHE NAKYBAHHA IIiKa]JCbI\’Oi’U 33(!06)1)

Homep peectpauiiinoro necsiguenns UA/7491/01/01 crpox aii peecrpaniiinoro nocsigsenns 01.01.2099

Cepix nixaperkoro 3acoby Ne C121561 Kinekicre Beesencro aikapcsxoro aacoty 20000
BrpoGrux Opranon Xeiict 68, Benbria
(HafMenysanks BnpoSHEKD JTIKAPCHKOrD 3acofy, KpalHa moXoaueHH:)
Breseno 8 Ypainy Cninbite ykpailchKo-ecTonchLKe MINPHEMCTBO ¥ (opri ToBapHCTBa
3 o0mexenoo Bignosizansuicrio "Ontira~Papm, JITHT", inenr. con:
21642228

(afivenymannst Ta xox 3a €LPIIOY topuimanol ocoBi aBo npismwe, in'a, go Gatskosi diznmmol
ocobit - ninupuemug, i Micie npewuBANA TA peccTpanifinnii oMep 06ixos0] KAPTKH MAATHEKA
nofaTkis aGo cepid Ta HOMEP NRCNoPTY)

TpoToxon eisyansiuore xonrpomio. sin 03.03.2025 »: 0615/5.

3a  pesynbTaTamit REPKABHOTO KOHTPOMIC BCTAHOBNEHO, WO RiKapehkmil 2aci6  meeleno B Yxpainy 3
AOTPHMANHAM Bsmor 3aK0HOAABCTRA ORO 3abe3Nede A AKOCTI MEAPCEKHX 3ac0bis,

Onsra €PEOMEHKO.

(nigitaing T fpivekine)




45 ORGANON

Opranon Xeiter on
Lityerpicapk 30, 2220 Xeiicr-ou-gen-Bepr, Beabris

CEPTHU®IKAT SIKOCTI CEPH JIIKAPCbKOI'O 3ACOBY

Haspa
(Mopma BuURycKy
Hoszysanus

Yuakoska

Cepisn

Kisbkicts y cepii

Jlara sBHpoOHINTEA

Hara saxinwennus Tepminy
npuaarnocti

Kpaina supobuika
Pecerpaniitne nocsiguenng
Hazga supodika, BiHIOBiIILHONO
33 BHIYCK cepil

Altpeca

Jlinensist na BRpoSIHICTBO Ne

PesyjabTaTi IPOBCACHIsS

HA3OHEKC®, cupeii nasannuuii, fozosamnuii, 50 Mxr/gosy

cnpeit

0,5 mr/r Momerasouny Qypoaty (Mouoriapaty)

no 18 r, 140 o3 (50 MKr/n03y) y dataoni; no 1 goaxony 8 kapronmiif
Kxopobii

Cl121561

55 000 ynakosox

01.2025

01.2028

Benbris
Ne UA/7491/01/01

Oprauon Xeiicr 6B

Inaycrpienapk 30, 2220 Xeiicr-on-ien-Bepr, Beanris
304 H

ananizy AKocTi JiKkapebkoro 3acofy Bianosiano xo MKSI PIT Ne UA/7491/01/01

. PesyanraTit
Tloka3HHKK SKOCTI Bumorn .
anajizy

Onue (Bisyannuo) Bijloro a6o Maitike BiNoTo KOIBOPY HEMPO30pa CycrieH3is Binnosinae
pH (%) 43-49 47
MinimManbHe HanoBHenHs (¥) Buict koxworo duakouy: He metie |0 T (1011 HOMIHUIEHOTO HATIOBHEHHS Bimnosinae

10 r), ne merie 18 1 (1% HOMINATBIOFO HaTlOBHEHHA 18 r)

(Kowurposn, Moske GyTH MPOBEICHUH B ITPOLIEC BUPOGIHIITBA)
Inenrniranis Momerasonry Gypoar  |CrisBiiHOUIEHNS HACIB YTPHMYBAHHS OCHOBHIX MNiKiB Ha XpoMaTorpamax Bianosinac
(BEPX) BHTPOGOBYBANOTO | CTAHAAPTHOTO POITHHIB Mae OYTH B MEXax 0,98-1,02
iewrrudikauis Momerazouy Gypoar | Xpomarorpana BUMPOOYBAHOTO POFUHHY MICTHTE TIIAMY, TLO BiZINOBIAC Binnosinae
(TWX) XPOMATOTpaMi po3unily cTaHAapTy
Tnewrndicauis Bensanconito xiopua |CriBRIHOMENHS YaCiB YTPHMYBAHIS OCHOBHIX nikig roMonoris Cj, i C,y wa  {Binnosinac
(BEPX) XPOMATOFpaMax BHIPOGOBYBAHOTO | CTAHAAPTHOTO PO3UUHIB Mac OyTH B

Mexax 0,98-1,02
Kinsricire usnasienns
Mownmeraszony dypoar (BEPX) 0,475 - 0,525 mr/r (95,0% - 105% Bin 3asBacHOl KinbKOCTI) 0,506 mr/r
Kinbkiciie Bysnavsenns
Bensanxonito xnopun (BEPX) 0,180 - 0,220 Mr/r (90,0% - 110% iz 3asinenol Kinbkocti) 0,202 mr/r

/{\( oo A AL
re. o w%/



OwopinmicTs BAticTy Cragis 1. Tlpemapat BHTpHMYe BUTpOOYBAHHS Ha ONHOPITHICTL BMICTY, SKILO Bianogigae
(MKT MoMeTazoHy (ypoary/no3y) oRMI pesynbTar i3 10 snaxonuTses 3a Mexanu 37,5 - 62,5 MKI/xo3y (75% -
(BEPX) 125% Big KITbKOCTI, 3as1BI€HOT Ha CTHKETL) | XOMEH 3 Pe3ysIbTaTis He
BUXOMMTH 32 MeXi 32,5 - 67,5 mkr/no3y (65% - 135% iz kinbkocTi, 3as8sieHOT
Ha CTHKETLL), | CCpE/LRiit peaynbTaT 3 10 BU3HAUCHDL SHAXOMMTLCS B IHTEpBAN
42,5 - 57,5 mur/noszy (85%-115% 8ix kinbkocTi, 3a88)cHOT Ha eTHUKETI).
Cragis 1. STauo sa a60 TpH Pe3yaLTATH 3HaX0AATLCA 3a Mekamu 37,5 - 62,5
MKr/03y (75% - 125% Bilt kinbkocTi, 3asBACHOT Ha ETHKETIL) | >KOMIEH 3
Pe3YALTATIB HC BUXOMIT 38 MCXKi 32,5 - 67,5 MKr/Ro3y (65% - 135% Bin
KiNBLKOCTI, 3asBJICHOT Ha eTHKeTUI), i/a6o cepenuiit pesynuTar 3 10 BrsHatueHL
IHAXOANTHLCS 3a MEXKaMH inTeprany 42,5 - 57,5 Mkr/103y (85%-115% sin
KiSILKOCT], 3asBIIEH0T Ha €THKETIL), TO IPOBOATHL BUNpoOyBarHa we 20
onuHnILL ipenapary. Tipenapar BUTprMye BATIPoGYBAIA Ha OXHOPIAHICTD
BMICTY, KINO HE GUILIIC TPHLOX PE3YIbTATIB 3 30 3HAXOUATHCA 1032 MEKAMH
37,5 - 62,5 mxr/nosy (75% - 125% sia kinbKocTi, sassnenoi Ha CTUKETI) |
JKOJEH 3 PE3YILTATIB HE BUXONTL 32 MOXKi 32,5 - 67,5 Mkr/uo3y (65% - 135%
BiJl KTLKOCTI, 3aABJICHOT HA ETHKETLI), | cepeaniil pesynbTar 3 30 BU3HAYCHD
3HAXOLMTLCS B inTepBati 42,5 - 57,5 Mxr/nosy (85,0%-1 15% Big KINLKOCTI,
3asBJICHOT Ha CTHKCTLI).

Cepennst Maca oiiiel 1030

(Barosuit MeTOx) 85.0- 115 mr 99,5 mr/ao3y
Mixpo6iosoriuna uncrora:

AMC (*
TAMC (*) Sarasnpha KiLKicTs acpobHux GakTepiii ne Ginbule 102KYO/Mn <10 KYO/mn
Mikpobionoriuna ynerora:

*

TYNIC £5) 3aranbHa KinbKicTs rpubis He Ginbuic 10" KYO/Mn < 10 KYO/mn
Mixkpobiosoriuna qucrora: Bincytui

Pseudomonas acruginosa (*) Bincyrsi s | i

Mikpobiosoriuna wucrora: Bincyrhi

Staphylococcus aureus . .
phy At Bijcyrni B | mi

Mikpodiomoritina uncrora: Bincyrui
TONICPANTHI J10 JKOBY| MPAMIICraTHBHI
Oakrepii

TostcpanTni 10 oBui rpamMucraTui faxrepii BiACYTHI B | M1

KomeuTapi: BiCyTH,
(*) Binnoninac suMoram €rporielictioi dapmakoriei.

Hasma JTbHHL, BIMOBIZATLHOT 33 BUPOGHUITRO/MCPBHKHY Ta BTOPHHHY YHAKORKY/KOHTPOIIb skocTi/Bunyck cepii: Opraron Xeitct 68

Azpeca AiNLHULI, BIANOBLAANLHOT 32 BHPOGHUUTRO/MICPBHHITY Ta BTOPHHHY YIAKOBKY/KOHTPOIE AKOCTI/BUNYCK cepii: Inaycrpienapk 30,
2220 Xeiict-on-nen-Bepr, Benbris

Jlinensis Ne 304 H

LInn 5 3CBIUYI0, U0 BULLEBKA3AHA IH(OPMALLIS € OCTOBIPHOIO i Tounoo. Jana cepis nposykry Gyyia BupofneHa, BKIOYAIOUH
YakoBKy / MapKyBaiHs Ta KOWTPOTL SKOCTI Ha BUULesTananiit BUpOBHIIi ANbHAL (-1X) B OBHII Bianosinnocti 3 Bumorami GMP,
BCTAHOBICHHMI MiCUCBHM PEFYJIITOPHITM OPraHoM, & TakokK 3TifNe cneHHpikaily, mo MicTiTLES B peecTpaliiinomy nocke. [potokonu
BUPOGHUITEA, YNIAKOBKH Ta KOHTPOJIO AKOCTI NEPErianyTo i BeTatioBTeHO TX BinosianicTh BUMoram GMP.

Bynk nacka, 3sepiith yRary: Opranon Xeiict 6B 1C HoRa lopiaMdHa Hassa kommnanii lepinr-Tinay TaGo H.B, us 3mina nassu koMmanii
BHAXONTRCS A CTULT BIIPOBAIDKCHIA B A0KYMEHTALiI0 KoMIanii, i J10 3aBepinieiins 1horo npouccy, HassH oBox KOMIanii MOXYTE

3 ABISATHCS B JOKYMCHTAX Ta MAaKeTax.

Lo cepito BATIYIIEHO JUIs peanizalii ia puiky.

Hara sruyeiy cepii: 03.02.2025

Yiosuosaxkena ocoda/

Binnosinaasnuii npoMucaonuii

dapmauest Turpin e Kok
3a Epix [lepesa /nionuc/

Hara miguucey: 04.62.2025
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Productname:

Dosage Form:

Strength:

Packaging:

Batch Number:

Batch Quantity:
Manufacturing Date:
Expiry Date:

Country of Manufacturer:
Registration Certificate:
Name of Releasing Site:
Address of Releasing Site:

Manufacturing License Nr..

Quality Analysis Results of the Medicinal Product in compliance with MQC of RC

*"5;;2*5‘ () R (; /A\ N () N Organon Heist bv

Industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

NASONEX ®, Nasal spray, metered, 50 mcg/actuation
Spray

0.5 ma/g Mometasone furoate (as monohydrate)

18 g, 140 metered-doses (50 meg/actuation) in bottie; 1 bottle in carton

C121561

55.000 Packs

012025

012028

Belgium

Ne UA/7491/01/01

Organon Heist bv

Industriepark 30, 2220 Heist-op-den-Berg, Belgium
304 H

Ne UA/7491/01/01

Description {(visual)
pH ()
Minimum fill {*}

Reguirements
White to off-white opaque suspension.
4.3t 4.9

The net content of each bottle is as follows: Minimum 10.0g (for 10g
nominat fill) Minimum 18.0g (for 18g nominal fill)
(May be performed as an in-process control test)

\dentification Mometasone Furoate (HPLC) The ratio of the retention time of the mometasone furoate peak in

the Sample chromatogram to the retention time of the mometasone
furoate peak in the Standard chromatagram is not less than 0.88
and not mare than 1.02.

|dentification Thin-Layer Cromatography The sample chromatogram has a spot that agrees with the Standard

(TLC)
Identification Benzalkonium Chloride
{HPLC)

Assay Mometasone Furcat (HPLC)
Assay Benzalkonium Chloride (HPLC
Uniformity of Spray Content (pg

chromatogram

The ralio of the retention time of the C12 and C14 homeiogue peaks
in the Sample chromatogram to the retention times of their
respective homologue peaks in the Standard chromatogram is not
fess than 0.98 and not more than 1.02.

0.475 to 0.525 mg/g (95.0 to 105% of LS)
) 0.180 to 0,220 mg/g (90.0 to 110% of LS)
Stage |: The requirements are met if no more than one out of ten

Mometasone Furoateiactuation) (HPLC) results is outside the range of 37.5 to 62.5 pg/aciuation (75.0% to

125% LS) and no results is outside the range of 32.5t067.5
Jiglactuation (65.0% to 135% LS) and the average of the ten resuits
is in the range of 42.5 to 57.5 pg/actuation (85.0t0 115% LS). Stage
11 If two or three results are outside the range of 37.5 to 62.5
ugtactuation (75.0% to 125% LS) and no result is outside the range
of 32.5 lo 67.5 pg/actuation (65.0% to 135 %1.S). andfor if the
average of the ten resuits is outside the range of 42.5t0 57.5
jig/actuation (85.0% to 115% LS). test 20 additional units. The
requirements are met if no more than three out of thirty results are
outside the range of 37.5 to 62.5 pg/actuation {75.0% ta 126% LS)
and no result is outside the range of 32510 67.5 wglactuation
(65.0% to 135% LS) and the average of the thinty resuits is in the
range of 42.5 to 57.5 pg/actuation (85.0% 10 115% LS).

Avarage Weight per Actuation (weight 850to 115 mg

method)

Microbiologicat Quality of Pharmaceutical Total aerobic microbial count no more than 102 CFU in tml.
Preparations: TAMC (7)

Microbiclogical Quality of Pharmaceutical Totai yeasts and moulds count no more than 10" CFU in 1ml.
Preparations: TYMC ()

Microbiological Quality of Pharmaceutical Absence in 1ml.

Preparations: Pseudomonas aeruginosa (*)

Microbiological Quality of Pharmaceutical Absence in 1ml.

Preparations: Staphylococcus aureus

Microbioiogical Quality of Pharmaceutical Bile tolerant gram-negative bacteria absentin 1 ml.

Preparations: Bile tolerant gram nega
bacteria

tive

Analysis Results

COMPLIANT
4.7
COMPLIANT

COMPLIANT

COMPLIANT

COMPLIANT

0.506
0.202
COMPLIANT

99.5

<10

<10

ABSENT

ABSENT

ABSENT

mgig
mg/g

mg/spray
CFU/mL

CFUImL
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Industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

Productname: NASONEX @, Nasal spray, metered, 50 meg/actuation

Dosage Form: Spray

Strength: 0.5 mg/g Mometasone furoate (as monohydrate)

Packaging: 18 g, 140 metered-doses (50 mecg/actuation) in bottle; 1 bottle in carton
Batch Number: C121561

Comments: None
(*) Complies with the requirements of the European Pharmacopeia

Name of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Organon Heist by
Address of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Industriepark 30, 2220 Heist-op-den-Berg, Belgium.
Manufacturing Authorisation Number: 304 H

| hereby certify that the above information is authentic and accurate. This batch of product, including intermediates and active substance(s),
has been manufactured. including packaging/labeling and quality control at the below mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications and requirements in the Marketing Authorisation of the importing
country. The balch processing, packaging and analysis records were reviewed and found to be in compliance with cGMP.

Please note: Organon Heist by is the new legal entity name of former Schering-Plough Labo nv, this company name change is being
implemented in company records and until this is finalized both company names may appear on documents and artwork.
This batch is released for marketing.

f:For batch release on: 03 Feb 2025
/ Qualified Person / Responsibie Industrial Pharmacist
/777 Erik Ceresa s
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