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E-mail: dis.kog@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
npo sKicTh BBE3CHOro B YKpainy gikapchroro 3acody

28.10.2024 Ne 49545/24/10

AJEPTOOHI®
{II‘III\ICHyBﬂHHR J'Ilkilpcl;l\ﬂ{‘ﬂ J'ILL‘IO) ‘3-1"1,3!-!0 k! pf.'CL.TpilllilIlIlt\'i HUCI!I;’I‘IE{II[H\!}
cnpeii masaaeEit 1030BAKMIL 1 Mr/anr, mo 10 ya Y (p1aKouHi 3 HATBHIMCHIM POMILTIIOBAMEM;

no 1 fa1axkeny B KapTonniii ynakosui
({opan BIILYCRY, TOVRAMIA, BIA D3KVBAHIT NiK&PCEKOro 3ac00y)
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Mapayc F'm6X

MpoaykT:

Cepin Ne:
BUPOBHUK:
BupobHuya ainbHMUAL

KpaiHa:

MNigreepayyroya 3aasa

CepTtudikar BianosigHoOCTI
CepTtudikar cepii

ANEPIOanN® 10 mn

8170766
Magaayc 'meX
NioTTixep wrpacce 5, 53842 Tponcaopd, HimeuyunHa

YKpaiHa

Linm 3acBifuyto, Lo BCi cTagii BUpoBHMLTBA L€ cepii roToBoro npoaykTy Bynu aAiicHeHi y nosHil BignosiaHOCTI [0 BUMOF
GMP €C Ta [sKWo B Mexax EC] 4o BUMOT peeCTpaLiiHoro noceiaueHHs ([03Bos1y) KpaiHu npusHadeHHs | kpaiku.

BunyueHo Big 09 ciuns 2024 Mareike Hobbie (YO)

Magayc Tm6X

1l , 7 o

Oata: 18 uepsun 2024
/nignuc/

Katrin Vollmer
VoBHOBaXkeHa 0coba







Magayc r'm6X

Ceptudikar aHanisy

JlaraTecTvaaiig

Npodysm ANEPTOANID 10 mn

1 mr/sn poauun Ha3aNLHOTO Cnpeo A3enacTUHY riAPOXAoPHAY
UA 14072/02/01
08 cepnus 2021

Ne pI1:
Jama pescmpayii.

Magayc Tm6X
Himevuuna

BupobHux:!

Adpeca supobruyol ineHuyi:  Magayc FmbX

Jiarrixep wirpacce 8§,

53842 Tpoicpond, Himeuunra

Konmpons arkocmi: Magayc FTm6X

Niotrixep wrpacce 5,

53842 Tpoticaopd, Himeuuvra

Lama aupobruymea: 09/2023
Aama saxinuexns mepminy
npudammocmi. 08/2026

Tepmin 3if nepepeecmpayii’

Niyensin Ha BUpoGHUYMEO.
DE_NW_04_MIA 2021 0006

Cepin Ne 8170766

HEeOBMENEHUN

Ne cepmudpixamy GMP:
DE_NW_04_GMP_2021 0010

3azansoHa Kinbricmo
aupobneHol npodyryii

20 300 oamnkuub

3amoenui. Yxpaiva

Tect

Crieumdikalin

Pesynurat

30BHILUMIN BUrASL

Asenactuny rigpoxaopua (BEPX)

A3ENACTUHY TIAPOXNOPUA Ta
eaetat Barpito (TLUX)
MikpoGionoriuna unctota

fipenaparn An% OPOMYKO3AABLHOTO, ACEHHOTO, WiipHoro
33CTOCYBAHHA,HA3ANBHOTO 60 BYWHOrO 3aCTALYBAHHA

3aransbHe umcno aepobrmx mikpooprawismis (TAMC)
3ara/bHA KiALKICTL APiNAMOBUX Ta niickasux rpnbin (TYMC)
Staphylococcus aureus

Pseudomonas aeruginosa

fIpo30PiCTb | ONANCCUEHIUIR PO3YIHY

Konip posuuny

AzenacTuHy rigpoxnopna

EgeTat Hatpito

aHaueHHn pH

TOKaZKUK 33NOMAEHHA

Winvkicts p 20 npu 20 “C
B'a3KicTh

DYHKRUIOHANBHICTL A033TOPA
IHAMBIAYaNbHA NOA3YA KONHOT NAAWKK
|HAUBIAYabHA 104343 KOWHOT NARILIKK

CepeHa noAaua ogHici naswky

fipozopuil, 6e3KONLOPOEMIE PO3UUH

Mac 8iANOBIABT XPOMITOFPami CTAHABPTY

Mae signosigatv
XpOMAaToOrpami CTaHAapTy

Caporn. apm. 5.1 4

He Ginbwe Hix 10° KYO/1 mn

He Binbuie Hix 101 KYO /1 mn

BiacyTHIA /1 mn

BigCyTHIA [T mn

e Ginvwe 3 NTU abo we

Sinbiue Bix PO3UUH

NORIBHAHHA |

e Ginbl iHTeHCMBHO 3abapnaeHuii, Hix 89

9,5-10,5mr/10 mn
(95,0 - 105,0 % sip 3anBneHoro o6’ emy)
45-55 mr/ 10 mn

90,0 - 110,0 % sig HomiKanbKOrO
3HaYyeHHA)

66-70

1,3340 - 1,3365

1,006 ~ 1,007 1 /sm

1,7-2,3 mMNac

yTBOPIOETLCR AO6PE CHOPMOBAHUHA KOHYC
He mekwe 112 mrfaktusauin

He Ginvwe Hix 168 mrlakmsaiga

126 - 154 mrfaktpauin

aignosinac

BiANOBINAE

BIANOBIAGE

BiANOBIAJE

mexwe Hik TKYO /1 mn
meHwe Hix 1 KYO! 1 mn
giacythit / 1 mn
BigeyTHiti / 1 ma

sianosigae

BiATIOBINAE

100 mr/ 10 mn

51mr/ 10 mn

69

13352

1,006 r/mn

2.1 mllac
Bignonigac

134 mrfaktusauin
141 mr/axrueauis

139 mfakrvsauin

Kpurepii NpUAHATHOCTI MikpOBIONOFIUHOT YNCTOTH IHTEPRPETYIOTLCS BIANOBIAHO AO €ep. Papm. 5.1.4

36epiranns: He suwe 25° C

KomeHTtapi:

LM 33C8IAUYEMO, LU0 BIULLIE3A3HAYEHE iHdOpMALiA € AOCTOBIPHOIO i Touroio. Lia cepis npoaykTy Gyna eupobnena (Bkovaoqn ynakosiy/MapkyBarHs) | KOHTPOrb 1i AKOCTI
INIACHIOBARCA HA BULLE3A3HAYRHIA AINsHWLI (AiNeHWUAX) Y OB BIANOBIAHOCTI RO BUMOT GMP, BCTAHOBMEHUX MICLEBYIM PErYSISTOPHIM OPraHom, Ta SiANoBIiAHO A0
cnewwdikavgi, Lo MICTUTSCS B peecTpauiiiHomy Aocke aGo Toproeiit niyeHsii KpaiHU-BUPOBHYIKa

alo KpaiHn-iMIopTepa, AKLO NPOAYKT IMNOPTYeTLES, abo y AoCke 3i cneyudikallielo Ha AOCHIAXYBaHUA NPORYKT. 3BiTH NPO BUPOBHNLITEO, NAKYBAHHS Ta aHania cepil Oynu
nepesipeni i BianosipaTs sumoram GMP™.

Bunywero 09 ciuxs 2024 p Mareike Hobbie (YO)

DNata: 18 yepsHs 2024

/nignuc/
Katrin Vollmer

Maaayc FMGX YnosHosa)keHa ocoba

Magayc TM6X, Bigain KOHTPOIIO AKOCTI CropiHka 131 DNara ppyky: 08 ciyra 2024






Madaus GmbH
Certificate of Analysis

Dale of festing 28-Nov-2023
Prodct ALLERGODIL? 10ML Hafch o, 8170766
1 mg/mi nasal spray solution Azelastine hydrochloride
Reg.no.: UA 4072102701
Date of Reregistration: 08-Aug-2021 Expiry Dale of Reregistration: urilirmited

MARAUS GrbH
Germarny

Manufacturing plant address:  MADAUS Gmbi4
Luetlichser Str. &

Manutacturer:

53842 Troisdoif, Germarny

MADAUS GmbH
Luglticher Sir. §

Quality Conlrol:

53842 Troisdorf, Germany

Manufact. License:
DE_NW _04_MIA_2021,_0006

Certificate of GMP Nurmber:
DE_NW_04_GMP_2021,0010

Data of manufacturing: 0872023 Total quantity produced: 20,300 units
Date of expirativn: 08/2026 Custorner: Ukraing
Description Specification Results
Appearance clear, colourless solution conforms
Azelasting hydrochloride (I4PLC) tnust conform to reference conforms
chromatogram
Azelastine hydrochloride and must conform to reference conforms
Disodium edetate (11.C) chromatogram
Microbiojogical purity* Ph. Fur. 5.1.4 conforms
P for of [, gingival,

nasal or suricular sse

Total aerobic microbisf count (TAMC)

Total cambined yeasts and noulds count (TYMC)
Staphylococcus aureus

Pseudomonas agruginosa

Clarity and opalescence of solution

Coalout of solution
Azelastine hydrochloride

Disodium edetate

pH value

Reiractive index

Density p20 at 20 °C
Viseosity

Function of pump systern
Individual defiveries per bottle
individual defiveries per botile
Average delivery per totile

ot more than 10° GFU / 1 mi
not more than 10" CFU /1 ml
absent/ 1 mi
abgsent/ 1 mi

not more than 3 NTU or NMT
Ihan reference solution {

not more interisively coloured than B9
95t 10.5mg/10mi

(95.0 to 105.0 % of the dedlared valug)
4.510 885 mg/ 10mi

$0.0 to 110.0 % of the naminal valua}
6.6107.0

1.3340 to 1.3385

1.008 to 1,007 g/ ml

1710 23 mPa’s

a well-formed cone of spray is forrmed
nol less than 112 my / actuation

not more than 168 mg / actuation

126 to 154 mg/ actuation

less than 1 CFU /1 mt
tess than 1 CFU{ 1l
absent/ t mi

absent/ 1 mi
confarms

corforms
100 mg /10 ml

5.1 mg /10 mi

6.9

1,3352

1006 g/ mi

2.1 mPa's
conforms

134 mg / actuation
141 mg / actuation
138 mg ! actuation

“ The acceptance critsria for miciobiological purity are inlerpreled zccording to Ph. Eur. 5.1.4

Storage: Not above 25° C

Comment:

"This is to certify that the above mentioned information is true and accurate. This batch of prodisct was manufactured (including packagefiabeling)
and its quality control was camied out at the above mentioned site(s) in full compliarice with GMP requirements established by the local regulatory
authority ard in compliance with the specification contained in the registration: dossier or lrade license of the country of manutacture

or country-importer if the product is imported, or in file with the spacification for the investigational product.

The balch production, package and analysis reports were reviewed and they compiy with GMP "

Released on 08-Jan-2024 by Mareike Hobbie (QF)

MADAUS GmbH

MADALS Gmbitd, Department of Quelily Controf
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Dale:

Katrin Vollmer

Pint cate: 18-Jun-2024 / Scho
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Madaus GmbH

Certificate of Compliance
Batch Certificate

Product: ALLERGODIL® 10ML

Batch no.: 8170766

Manufacturer: Madaus GmbH

Manufacturing site: Luetticher Str. 5, 53842 Troisdorf, Germany
Country: Ukraine

Confirmation statement

| hereby certify that all the manufacturing stages of this batch of finished product have been carried
out in full compliance with the GMP requirements of the EU and [when within the EU] with the
requirement of the Marketing Authorisation(s) of the destination country / countries.

Released on 09-Jan-2024 by Mareike Hobbie (QP)

18 1N 2024

Katrin Vollmer

MADAUS GmbH
Qualified Person
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