Nasic® Nasenspray, Z-1566, Ukraine,
Analysenzertifikat / Nasic® nasal |

spray, Z-1566, Ukraine, Cettifcate of KFB-DE-FRM-001170

Ten. +498/30/72007-500

'KLOSTERFRAU | Quality | N
BERLIN | Ha3ix®, cripeii nazansauit, Z-1566, |
Yxpaina Ceptudikar skocri . CropiHkn 13 3
Bnpnﬁuui'

Kniocrepdpay Bepnix TmGX, Himeuuuna, Motuenep livpacee 41, 12277 bepniH, HiMeyuusa

NMpogykr:
Aozysannnicvna ail

{Oexcnanrenon — 50 mr

|Oaie poanunenns 0,1 Mn poauury (exaisaneqTro 0,10 r) MicTvis 0,1 mr
| KeunoMeTasoniky rigpoxnopuay 12 5,0 Mr gexcnaxteHony

| PeecrpauiiHe nocBizYerHs: UN9132!01IO1

Ha3ix®, cnpek #azanLHui
1,0 poaunsy micTuTb:
KcunoMeTtazoniny rinpoxnopng - 1,0 mr

fikapcbka thopma;

cnpeil HasanbHRri

| Poamip Ta-T4n ynakosku

no 10 M1 poaquﬂy y q::r'r.al{cmlJi

Homep: 000227267 Kpa’ma imnopty | ana‘:‘ua
Howmep cepii: 158746 Poamip cepii: 80,640 oantnub
[ata supobHuyTea: 11.06.2023 NpugaTHui Jo: 30.06.2026

fava eunycky:  {22:08.2023

Hassa ta MicliesHaxopxeHHs
BUpOGHKUKE — BUPOGHW.I noTy-
XHOCTi, HOMEep BCIX NiLeH3ik
Ha svupobHuLTBO

Knocrepcpay Bepnid FM6X, Hlmeqqm-ia )
MoTueHep Witpacce 41, 12277 Bepnis, HimeuuuHa
DE_B E_OLMIA_ZOZZ_GMZ'

| Homep Ceprudikary signo-

| BigHocTi Bumoram HBI enpo-
BHUKa ANSA BCIX BUPOBHUYNX
nowx-:uoc*ren T8 KOHTPONIO
AKocTi afo HoMep nocunakHs
Ha EudraGMP (skwo 3actoco-
BAHO)

Knocrepdpay BepniH 'm6X, Hmeqqﬂna
MoTuenep Liirpacce 41, 12277 Gepnin, HimeuyiHa
DE. BE_01_GMP_ 2022 0039

BUCHOBOK BignosigHocTi GMP: 183/2023/C-329

Pekomenaauil a Tectysanss

KFB-DE-WI-000112 (00”43“{)

Anpoﬁaum AKOCTI NIPOBOAUTLCA BIANOBIAHO A0 METOZI8 KOHTPOMIO AKOCTI 3 |
OCTaKHIMY 3MiHamu 3rigHo Hakasy MO3 N85 eig 17.01.2018

| HasBa napameTpy Bumoru RO METORIB kOHTPONio |MetoR KOHT- PesynkTaTn npob
AakocTi {cneundikauin) ponio |
1 3oBHIWHIA BUrnAg: beaGapana, nposopa plguHa €8p. dapm. 2.2.2 | Bignosigae
{- wxomip < B9 €apn. Gapm.2.2.1
|- __nposopicrs S KOHTP. eycr 1. | " S
i BiHocHa rycTuHa 1,00 — 1,04 €apj;i¢apm;*-2.2.5 1,01
pH 50-6.0 €ep.dapm. 22.3 |54
FTOKa3HUK 3anoMneHHn 1,32 —1,36 €ap. dapm. 2.2.6 |1,34
OcmonansHicTb 443 {400-490) MocMOnb/KT €sp. dapm. 408 mocMons/kr
| 2.2,35
Q6’em Ha onue poznunensn 0,1 mn (0,075 — 0,125 mn) Metoavka cipmm | 0105480
KoHTpont 06’eMy HanoB- | HominanbHuii o6'eM HanosHennn |MeToauka gbip
HEHHA 10 Mn
TeopeTuuHui ob'em HANOBHEHHA
10,5 Mn
(PerynioBanHs KiHLEBOT ynakosky
9,1-10,8 mn)

KFB-DE-TEMP-000003 Rev. 03




{ KLOSTERFRAU

Nasic® Nasenspray, Z-1 566, Ukra-
ine, Analysenzertifikat / Nasic® na-.
sal spray, Z-1566, Ukraine, Certifcate

of Quality /

KFB-DE-FRM-001170
[lepernsg:; 12

BERLIN Ha3ixk®, enpeii nazansumui, Z-1566, S |
Yxpaina CeprndisaT sikoeri ~ Cropikkn 23 3
Homep 000227267 Kpaita imnopry: ﬁﬂ: Ykpaina
1Homep cepit: 158746 PoaMip cepii: 80,640 ognuuLb
|Hava supoBunyrea: 11.06.2023 lpugaraui go: 30.06.2026

{Haspa napamerpy Bumory go metogie konTpornio |Meron kokt- PesynuTatv npob

- fROCTI (cneundixauin) POHKY

| ImenTudiikayin

1 KeunomeTasoniny rinpoxno- | Criecrasnenns yacy yTpumatiHa | BEPX Bignosigae

| pua 3i CTAHAAPTHUM 3paskom

| BEH3ankoHin xnopua Cniscrasnexts vacy yTpuManHs |BEPX

- 31 CTaHAapTHUM 3paskom

1 AexcnanTeron CniscraeneqHs yacy yrpumanHa | BEPX

| L 31 CTAaHAAPTHUM 3pa3KoM
KinbkicHe Bu3HaveHHA -

| Keunomerazoniny 0,100 % (0,085 — 0,105 %) BEPX 0,101 %
riapoXnopHA y |

{ beHaankoHis xnopug 0,020 % (0,019 - 0,021 %) BEPX. 0,019 %
Oexcnanreron 5,00 % (4,75 - 5,25 %) BEPX 4,89 %
“ucrora N | | |
Pomiuika A kevnometasonivy |< 0,2 % sig aansneHof Kinbkocti | BEPX 50,0%
CynyTHi gomiuku keunometa- |< 0,2 % koxwa Big sanenenol ki- | BEBX <0,1%
30niHy rigpoxnopuay {nbkocTi £50,6 % £0,3%
3-amiHonponaHon s 0,5 % Bip sananexol Kinokocti | TWX Bianosigae
WL NpoaykTh posnagy gek= | $0,2 % KoxHMi 8ig 3asisneHol ki- | BEPX s0,0%
CMEHTEHONY OKPIM NAHTONAaK- | NbKOCTI
TOHY
MpoaykTu posnagy Gexaanko- | T < 3,5 Y% sin 3aseneHol KinkkocTi | X 50,6%
HIC XNOPUAY, po3paxosaHi Ak -
DDA R
MikpoGionoriuna usicTora’. | Eep. ®apm 5,1.4
3aranbHa KinbkicTs aepobHnx | 102/ r €sp. ®apm.. | Bignosigae
opraHiamis (TAMC) | 28.12,2643 |

| 3aranbHe sucno aphkaxesnx {101/ r | Bignosinas

{Ta nniceHRuX rpnbia (TYMC) _

{ Pseudomonas aeruginosa BiacyrtHicte 8 11 Bignoeinae

| Staphylococcus aureus Bigcytsicte B 1 1 | Blanosigae

| KomerTapi:
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Nasic® Nasenspray,;.Z-1566,{._Ukra_.-.f
ine, Analysenzertifikat / Nasic® na-. TSN |
. sal spray, Z-1566, Ukraine, Certifcate: KFB-DE-FRM-001170
K l.OSTER FRAU | of Qua"ty 4 Flep'ernﬂn: 12 '
BERLIN Ha3ix®, cnpefi nazansumnii, Z-1566, ] R
Yxpaiua Cepmudikar akoeri | Cropinku 33 3|

[Home p 000227267 Kpaina imnopry: | Yipaina
{Homep cepir: 158746 Poamip cepil: 80,640 oqunnLb
Hara upobHuyTBa: 11.06.2023 MpuaaTuui go: 5'30.06.2026

Haiea napamerpy Bumoru ao meronis KOHTpOMIO MeTon KOHT- PesynbTaTi npob
- AKOCTI (Cneundikauin) ~ (ponio

| TepMin NpUZaTHOCTI: 3 poxK

Cepin Bignosinae cneuudikauil TAK HI
Bunyck cepii X TAK CTHE

Tecrep: HPLC, FAL, GC, MIBI
|Bara nignucanHa; 22.08.2023

1 Hanum nigTRepaMyETHCA, WO BUIyeBKa3aHa iHPOpMAaLs € ACCTOBIpHOK | NpaavibHOK. [laHa cepia 6yna
BAFOTOBAEHA Ha BULLIEBKA3AHIA BUPOGHMYIN AinkHWLY, BKNIOYAKOYM YNaKGsky Ta KOHTPONb AKOCTI, B NOBHIA-

| elanosigHocTi 3 sumoramu HBIM Micliesoro PerynsTopHoro oprady | cneuudikauinmMn peecTpauiitHoro |

| cBinoLTBa KapiHK-iMnopTepa. Cepiiie BUPOBHIUTEO Ta NPOTOKOMK aHanisy nepesipedo Ta BCTaHOBNEHO,
Lo BOHK BignosigaioTe Bumoram HBIM. | .
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