JEPHKABHA CIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH V KHIBCHKINA OBJIACTI

ripoB. Caitanyrot Haait, 3, s.Kuis, 02099, Ten/Qakc: (044) 576-40-41
E-mail: dls.kot@dls.gov.ua, Kop €JIPTIOY 37078774

BHCHOBOK
npo AKIiCTH BBE3eHOT0 B YKpalHy JiKapcbKoro 3acoby

31.03.2025 Nt 15197/25/10

PIYTIKCOH

(Haitmenypanns nikapeekoro 3acoBy 3riimo 3 peecTpauitivny MocBiAYeHH s}
HOpoIIoK 1A iHransanif, Teepai kancymi, o 125 mxr no 10 kancya y Gaicrepi; no 6
fa1icTepiB ¥ KOMILIEKTi 3 iRransiTopos y KApToHHii Kopodui

{diopma BANYCKY, OIYBIEHA, I NAKVEANNA dikapcLkoro 3acoby)
Homep peecrpaniifinoro nocsiauenna UA712304/01/01 crpox aif peecrpauifioro nocsiaaenns 01.01.2099
Cepix nixkapenroro sacoby Ne 13487873 Kinsxicts BBeaeroro nixapeskoro sacofy 204

Bupobuk AT «Anamex @apmar, [Toapuia

{HafiMenyRausg RiipoBiiKka MKApesROre 3ac00y, KpaiHa NoXoIKe )

Baeseno & Yipainy Crifbne yKpaiHCbKO-CCTOHCEKE HiANPIEMCTEO Y (POPME TOBRPHCTBA
3 o0Memxenolo pignosigaannicTio "Ontiva-@apn, ATHY, iaenr. kox:
21642228

‘(naiisenysanna 12 xoa 32 CAPTIOY ropuanynol ccofu afio apizeunwe, iv'a, ne Garexosi hiznunod
0eo0H - mizapieay, T Miclie TPOKIUBAHHA Ta peecTpaitiimil noxMep 0B1iK0BOT KAPTKIL MIATINEKA
nogarkis afio cepin TR HoMep Haciopra)

Iporoeros Bizyaasuoroe xenrposto sin 31.03,2025 N: 0964/14.

32 pelyAsTATAMH  IEKABHOFO  KOBTPOMIC  BCTAHOBNCHO, WO Jikapcokuil 3aciG  sseseo. B Yepainy 3
AOTPHMAHHAM BIIMOr 3aKOHOAABC TR (K040 3a0e3TeYEHNS AKOCTE NiKAPChENX 3acobin,

Onera EPBOMEHKO

AT RONTRONID) {ninnuc) {ininiany 1a npizane)




Jorormn komuanii
Cepragirar skocri Ne 1133/2025
Dayrikeou, HOpooR Lt inraasngii, rrepai kaneyan, no 125 mie

Kpaina supoduur: Hoanima

Pecerpaniitne esizonrse Net UA/12304/01/0] aditene 10: HeOOMEmCHIH
Cuas adizasmwsaicrn: Gayrukazony nporionar 123 Mer

JHRapenia Gopyac HOPOIOK s IHrass it Thepal kancyny

Fun 1a poisip ynanosks: No 60 (no 10 wancyit y Onicrepl, no 6 Gaicrepin pasoM 3 MrassriopoM y
Kapronuiil Kopadui)

Cepist: 13487873

Kiauwicrs ynarosor s cepiis 2 920 yi.

Aara pupotunursa: 11 2024

Crpow upugaruocri.: 1) 2026

Bupodnnk gikapenworo 3acody, in bulk:

Hissmmse AT CMB Texnoaosprn, Beawris

Aapeca: Puio ay Hapx Inzacmien, 39, Mapur-en-thamens, b-6900, beanria
Ceprudivar GMP : BIZGMP/2021/067

Bupodnira ainensis: 465H

Bupobunk sivapenroro 3acoly, Biopiaaasiuii 30 1epBUuRE, BTOPUHIC HARYBANI
Jbtsmnase AT " Azasex Gapya”, Toania

Ajapeca: sysn LHkoawaa 33, 95-054 Keasepos., Hognima

Cepragikar GMP ; No IWSF405.76. 2021 IP. L WTC/0258 01 01200

Bupodnwaa ainensisn: 072/0258/15

Biipoduni gikapenkoro sacody, sianosiaaapunii 3a supebumirrso 1a sunyces cepii:
g AT "Asasen Gapya”, Tloasima

Adpeca: syi, Mapus Lreysenkoro 5, 95200 [Tad auie, ot

Ceprudivar GMP: Ne ISF405.7.2024.19.1 W1 C/0039_01_01/11

Bapodhmrua sinensis: 204/0039/15

Kowrposs nponcienit v niuosimiocti 3 MKS qo PTT Ne UA/12304/0 1404

Flowasuurn Jdinsdirn no coenppirandi / seroi (Hpu BHDYCRY Pesyanrari

cepil)

1. Orrne, Trepti nposopi kaney:an 3 2 ceruifii posmipy «3», ski | Biulorizae
MICTATL  nopoox  BiA Oltoro o maitke  H11010

KOJLODY.

2. Laenridixands

~Meroa BEPX Yac yrpinsanng u snpoSysanoro  posdaity ta | Buutosiac

POBHIIY Jpaska nosunl erisnazary (52 %)
Biz01081 e

~Merog Y CHERTPH BHIPODYBAHOIO POZIHHY T POFUIHY 3PU3KA

NOBHUNT CIIBNAARTH,

3. Cepestns saca BMiCTy 25,0 sk 10% 257 s
KATICYIN
4. KinpKicHe BIisHaucHHa 95%, - 103% Bi;1 104B3CHOT KIIBKOCT] 101 %

Adrouat pevonni (BEPX)

#

Oanopimicrs siery 1owol

PGB B KAICYH i

Batict npusaiivni 9 kancy: HE NOBUHEH BLIXIUSITIC
BEL CepetbOT MacH BMICTY Kaliey:Im Olianuie Hix Ha &
15% T4 WORCH HE NOBHHCH BLAXHISTHES Ha & 25%,

BRanosiiac

5. Onuopiaicrh A0CTyIHol
A0

Cepeans gocryima gosa: 100 axr & 15%

9 3 10 pesyasrarin B oaewax 73 - 125% pia
COPEAMBOTO FHAUCIIA T8 BCT PCIYILTATH B MEKRAX

G5 - 135 % Biz Copeiaboro JHANCHHES,

JOO sy
{83-109) sixr

Bianopiaae

Perpisin komnanii

Do /4427 b a5 08 47

—— 7
s V4
. @%[&?/



Jlororun koymanii
Ceprudinar ssvoceri Ne 1133/2028
Dayrikeon, BOPOHIOK jLIs iHrasiil, reepai kancyan, no 125 mxr

Kpaina sipodunr: [oibma

Pecerpaniiine epinonrse Ne: UA/12304/01/01 aiitene 10: HeobMeweHHI

Cuaa aiifasmaspicrs: Gayruxasony nponionar 123 Mxr

Jirapenra Gopaaz 1opowox L inrazsniil, mepad kancyim

Tuu 1a posmip yoawossn: No 60 (o 10 xaneya y Gamicrepi, 1o 6 Sgicrepin pasoM 3 HMIBISTOPOM ¥
kaprouniil xopaGiu)

Cepis: 13487873

Kiangicrs ynarosor 8 cepii: 2 920 yr.

Jara pupotumrsa: 11 2024

Crpor npuaaraocti.: 102020

6. Possip crekTRBHOT 03 35 -~ 30 amkr 41 Mrr

TA POIMID YACTOR

7. Baicr o <30 % 1.0 G

8. Lrewrndixanis aakTosn Slcicua peakiis — nogrrasia (depsone sabapruenis) | Bimosiae

9. Hosim : (BEPX)

- Cyna AOMITIOR < 1.0% 0.2 %

- Onw, <2 (), 2% 0.0 G
geienrgirosany
JIOMIHIKR

- O Laewrudirorana |5 0,2% 0.1 %
JOMILIKA
Hosiurka S- < 0,3% 0.0 %
MCTIAGAYTHRAZON Y

10. Mixpobinsoriuia 3rizno susmor Cap.d, o npenaparin o Bintosizac

HHCTOTA TP UIHOTO 3aCTOCYRAMIHA

Pesvanrar anaaizy: Jlana cepin nignosizac sinvorav Meroiis Konrpono Strocri jio Pecerpaniiinoro
[Mocsiauenns No UAST2304/01/01,

Koxewrapi: nemae,

Sanea npo cepmudiivanito: L a saceiouyio, wo naseoca sue ldopaaifis ¢ QoCmosipion i oo,
Llo cepite npoodviifil a0 aupodaeno, 6RU0SWONY NARYEUIIA [ MAPRVGIHIR R NPOGEOCHO KOOt i
swoend na GuIyezaziauenits Olabnnyl ¥ nocnitt gldnocidnacn 3 auy0caa GMP, gemanoqieniiaiy Micyeaust
PEESATNOPHUSL OPEGHOM, (& HARONC Gidnosidne 0o aeyuinayit . wo SHCHAMBCH ) PeCCpayifinesty
gocee.  Hpomorkoud supoduuymea, nakysanus ma  anadisis QY0 REPEISING  nd  GCManocienn
gionocionicms GMP.

Peaxizayis npodviemy dossoiend,

Aara sunyery: 26.02.202

>

4

In’st T2 ocaza ocofu, BiANOBiAIRHOT 32 Bunyer cepii: Monixa Masinosenka, Ksaxidicosaa Ocoda

Pernizmd kommani’



CERTIFICATE OF QUALITY Ne 1133/2025
FLUTIXON, powder for inbalation, bard capsules, 1258 ng

Country manufacturer: Poland p— - e o

Registration Certificate KNo: UA/12304/0101 valid until unhimited

Strength/Potency: {luticasone propionate 125 mey

Dosage form: hard capsules with pewder for inhalations

The size and type of packaging: No 60 (10 capsules in a blister, 6 blisters in 2 carfon box with inhaler)

Bateh number: 13487873

Total quantity of packs In bateb: 2 920 packs

Manufacturing date: 11 2024

Expiry date.: 10 2026

Manuvfacturer of the medicinal praducy, in bulk:

She: SMB Technology S.A, Belgium

Address: Rue du Pare Industriel, 39, Marche-en-Famenne, B-6900, Belgium

Certificete of GMP: BE/GMP: 2021067

Manufacturing License: 465 H

Manufacturer of the medicinal product, primary, secondary packaging:

Siter Adsined Pharma S 4., Polund

Address: 33 Szkolna st, 95054 Kyawerow, Poland

Certificate of GMP: WSFA05.76 202110 1L WTCG258 01 01200

Manufacturing License: 072/0258715

Manufacturer of the medicinal product, bateh release:

Shier Adamed Pharma 5.A., Poland

Address: ul. marsz, J. Pilsudskiege 5, Pabianice, 95-200, Poland

Certificate of GMP: N 1SF.A05.7.2024.4P,1 WTCO03w 01 0110

Muonufacturing License: 204:0039/15

Controls made in accordance with the methods of cuality control of the RT Ne UA/T2204°0101

j Specified values {permissible limits)
On release o

; Hard trapsparent capsules, consisted of two

1. Description sections, size “17, containing a white or almost conforms

f white powder

Controls Resulis

- 2. Identification
’ -the retemtion times of fluticasone propionate

L oy .A . . ] conforms
By HPLC for 1os1 solution and the standard solution are
identical {22%) :
." v ey ‘( > ¢ = :. /: ™ " 3 - < % '\.ﬂ“ : r 3 \‘i : .
By UV conformity of spectrum {or the test solution r—

and reference solution

3. Average ass of capsule content | 25.0 ma & 10%

4, Assay (HPLC)

9504 -105% of the claimed value
Content of at least 9 capsules should not
deviate from the average weight of the capsule P ;
) ) - 5 e e ) i cOntonms :
content more than 415% and none should not |

| (

0L %

Uniformity of content i capsule

deviate on =25%%

Adamed Phonma S.A.
1

ADAMED



CERTIFICATE OF QUALITY Ne 1133/2025
FLUTIXON, powder for inhalation, hard capsules, 125 ng

Country manufacturer: Poland
Registration Certificate Ne: UA/12304/01/01

Strenpth/Potency: fluticasone propionate 125 meg

valid until: unlinmited

Dosage form: hard capsules with powder for inbalations
The size and type of packaging: Ne 60 (10 capsules in a blister, 6 blisters in 4 carton box with inhaler)

Batch aunber: 13487873

Potal quantity of packs in bateh: 2 920 packs
Manufacturing date: 11 2024

Expicy date: 10 2026

Specitied values (permdssible Hraits)
On release

Controls

value

Average available dosel100 pg &
9 out of 10 results should lic botween 75-125%
5. Uniformity of delivered dose of the average wvalue and none should not
deviate more than 65-135% of the average

6. Fine narticle dose

Hesults

{85 - 109) g

conforms

7. Water comtent

8. Identification of lactose

9. Impurities (by HPLC)

10. Microbiological purity

administration

a. Total impurities < 1.0% 0.2 %
b. Single unidentified impurity | < 0.2% 0.0 %
¢ Single identified impurity | €0.2% U.1%
d. Impurity Fluticasone 8 <0.3% 0.0%
miethyl )
According to Ph. Eur, for inhaled o
conforms

The residt of the analysis: This batch meets requirements of the Methods of Quality controt of Registration

Certificate No UA/123040140)
Cemnnenty: 1ot COMmments

Certification starement: 1 hereby certify that the above information is authentic and accwrate. This bateh of product
has been manufactured, including packaging / labeling, and quality cantrol has been carvied out at the abave site in
fied compliance with GMP requirements established by the local Regudatory Authority and in accordance with the
specifications contained in the registration dossier. The production, packaging and analysis prowocols were reviewed

and found in compliance with GMP .

Rewalization of the product is alfowed.
w0786

Date of isswe:

Adamed Phorma SA,
3 e

§2 L20sniw

Owalificd Person
Signature

3

e

Rejestrncian K

przez Sgd R
Gospodore
pod ar ERS
718 430000
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