AEPIKABHA CIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitananoi Hagaii, 3, . Kuie, 02099, ren/daxc: (044) 576-40-41
E-mail: dis. ko@dls.gov.ua, Ko €APTIOY 37078774

BUCHOBOK
npo SKICTh BBE3CHOI0 B Y KpaiHy JikapchKoro 3acoly

31.01.2025 ' Nt 2654/25/10

DOJIAYTIKCOH

(FaiiMeHyBaAHA MikapcsRoro 3acofy 3riaHo 3 peecTpamifinun NocsimyeitHs)
TMOPOLIOK A iHransauid, reepai xancyan, no 250 mxr no 10 kamncya y 6aicrepi; no 6
GaicTepiB y KOMIICKTI 3 iranaropom y KapTousii kKopobni

{diopma BHIYCKY, ZOIYBAHHA, Bild NAKYRIHHA Jikapeekora 3acoby)

Homep peectpauitaoro nocsiguenna UA/12304/01/02 crpox pii peecrpatgiiinoro nocaizsenns 01.01.2099

Cepia nixapcexoro sacoby MNe 13158534 KinpkicTs pBeseHoro mikapeskoro zacody 132
Bupobuux AT «Anamexn Papmar, Ionsima
(naiiscnyBanig BupoGauka Sikapeskoro 3acoBy, KPaTHA NOXOAKCHENR)
BaescHo B Ykpaiay Chinsiie yKpaiHCbKO-ECTOHCHKE IANPHEMCTBO ¥ opMi ToBapucTsa
3 o0mexenoro BianosizaapnicTro "OntiMa-Papm, ATHY, ixenr, wox:
21642228

{maiisesynaian Ta xoa sa EAPIOY ropnmynunol oco0n abv npizsuidy, iM's, no Garskosi dizeunol
ocof - MATPHEMIA, 1T Miclle MpoXHBaHLA Ta peecTpauiiinmt Hoxep ob6MikoBol KAPTKH IAATHHKA
Rogatkia afo cepif Ta Homep NactopTa)

Mporoxen pisyagsuore xentpomo six 28.01.2025 Ne 0184/10.

3a pesyNrTaTAMH HEP/AKABHOIO KOHIPOMIO HCTAHOBAEHO, WO JHKApCKIA 3acid Beeseno B Vrpainy 3
AOTPHMAaHHHM EBuMOT 3AKOHOAABCTBA JoN0 2afesfeuenlls AKOCTE AIKAPCEKHX 3ac06iB,
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Omnera EPBOMEHKQ

(inintam ta npiasmne)




JloroTun KoMnaHii
Ceprudixar siocTi Ne 1798/2024

®JIYTIKCOH, nopourok st inrasiii, TBEpAi Kancyu, 250 Mxr

Kpaina Bupoduux: [Tonema

Peectpauiiine cBizourso No: UA/12304/01/02

piiicHe n0: HeoOMexeHu i

Cuna aii/akTusHicTb: GIyTUKa3oHy npomionaty 250 MKr
Jlikapcbka ¢opma.: NOPOLIOK A iHranauin, Teepai Kancynu

Tun Ta posmip ynaxosku: Ne 60 (no 10 xancyny GaicTep

KapTOHHiH KopoOLLi)
Cepini: 13158534

Kinbkicts ynakosox B cepii: 4 112 yn.

Nlata Bupo6uuursa: 01 2024
Crpok npuaartnocri: 12 2025

Bupo6uuk JikapcbKoro 3acody, in bulk, konpoas cepii :

Ninvuuus: AT CMb TexHosonxu, benbris

Anpeca: Prio ny TNapx Iupacrpien, 39, Mapuu-es-Dament, 5-6900, Besbris
Ceprudixat GMP : BE/GMP/2021/067

Bupo6uunua ainensis: 465H

BupoGuuk JikapcesKoro 3acoby, nepsunHe, BTOpHHHE NAaKYBAHHS:
Hinvuuus: AT "Anamen ®apma”, Ilonsua

Anpeca: Byn. LlkonbHa 33, 95-054 Kcasepos, [Monsuta

Ceprudixar GMP : Ne IWSF.405.76.2021 JIP.1.WTC/0258_01_01/200
Bupobunua ainensin: 072/0258/15

BupoGuuk Jikapcekoro 3acoby, Bianosi

.

Jiasuuus: AT "Anamen ®apwma”, [lonblia

Axpeca: ByJ. Mapu. JDk. Tlincyncskoro 5, 95-200 I1a6’sxiue, onblia
Ceprudicat GMP: Ne [WSF.405.18.2021.1P.1 WTC/0039_01_01/74
Bupo6uuua niuensis: 204/0039/15

KoHTpoJib NpOBEeHNH Y BiANOBIAHOCTI 3 MK no PIT Ne UA/12304/01/02

i; o 6 GnicTepiB y KOMILIEKTI 3 IHTaATOPOM Y

NaJdbHME 32 BAPOOHHITBO, KOHTPO/b, BHIIYCK cepii:

IMokasHuKH JlimiTu no cnenudixaunii (aonycTumMi HOPMH) PesynbTaTH
npH BHIYCKY cepii
1. Onuc Tsepai npo3opi Kancynu 3 2 cexuii posmipy «3», | Bianosinae
3 YOpHUM KinblieM, fIKi MICTATh MOPOLIOK Bl
Gistoro o Maibxe 6is10ro KoJjibopy.
2. Inentudikauis
-Meton BEPX - Yac yTpuMaHHA (IyTHKa30HY npornioxary ais | Binnosinae
BUMpPOOYBAHOro PO3YMHY Ta pPO3UMHY 3paska
noBuHHI cnisnagath (+ 2%)
-Meron V@ - CriekTpy BMTpOGYBAHOro PO3UMHY Ta PO3UUHY Binnosinae
3pa3ka MOBHHHI CriiBnagaru.
3. Cepeanst Maca BMICTy 25,0 mr = 10% 25,8 Mr
KancyJyu
4. KinbxicHe BU3HAUEHHS
nitouoi peuosrnu (BEPX) 95%-105% Bin 3asBaeHOT KiNbKOCTI 99 %
OnHopinnicts BMicTY aitouoi | Bmict npuHaiiMai 9 Kamcyn  HE  TOBMHEH Biarosigae
PEUOBHMHH B KAMCyJli BLIXMAATHCA BiL CepenHbOi Mack BMICTy Kamcyiu
Ginpiie HDK *  15% Ta JKOAGH HE TOBHUHEH
Bigxunarucsa Ha £ 25%.
5. OnnopianicTs noctynuoi | 200 mxr  15% 203 mkr
1034
9 3 10 pesynbTaris NOBHHHI OyTH B MEXax 75-125 | (191-217) mkr
% Biag cepelHbOro 00°€MY Ta JKONAEH pe3yibTaT HE
noBHHeH Bimxunstucs Ginbiue Hbk 65-135% Bin

1
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JloroTun komnamii
Ceprudikar sxocri Ne 1798/2024
®JTYTIKCOH, nopouok ast inransuiii, Tepai kancyau, 250 Mxr

Kpaiua BupoGuuk: INonbua

Peecrpauiiine cizourso Ne: UA/12304/01/02 AificHe 10: HeoOMexeHn

Cuna pii/akTuBuicTb: GnyTukasony npomionary 250 mMkr

Jikapcbka popma.: nopowok ang inransuii, Teepmi Karcysiu

Tun Ta posmip ynakoskn: Ne 60 (no 10 kancyn y Gaicrepi; no 6 Gmicrepi y kommexTi 3 iHransropom y
KapTOHHIi kopoOii)

Cepin: 13158534

Kiabkicts ynakosok B cepii: 4 112 ym.

HaTa Bupo6umursa: 01 2024

Crpox npupatnocri: 12 2025

CEPEIHbOr0 3HAYEHHS. Binnosinae
6. Po3mip edexTrBHOT no3u 70-100 mkr 79 MKr
7. Bmict Bogu <3,0% 1,0 %
8. lmenTudixauis naxkrozu Akicha  peakuis ~ rnosuTMBHa  (uepBoHe | Bimmoinae
3abapBJieHHs)
9. Homiwku (BEPX)
a. Cyma nomiwox < L0% 0,3 %
b.  Onun.Heigentudiko | <0,2% 0,1 %
BaHa IOMillKa
¢. Opun.inentudikosa | <0,2% 0,1 %
Ha JoMillIKa
d. Jlomiwxka S - <0,3% 0,0 %
METUIIITY THKA30HY
10. MikpoGionoriuna 3rinno Bumor €8p.P. 10 npenapatis aa Binnosinae
4HCTOTA iHranauiiinoro 3acrocyBaHHs

Pesynbrar ananisy: Jlana cepis Bignosinac sumoram Mertozis Kontposmo Skocri o Peecrpauiiitoro
Tocainuenna Ne UA/12304/01/02

Komenrapi: Hemae.

3anea npo cepmudpixauio: LJuv 3aceiouyio, wo nasedena euwe inghopmayis ¢ 00CMOGIPHOIO | MOYHOI.
Lio cepiio npodykyii 6yno eupobneno, eraouaioyu NAKYBAHHS | MADKYGAHHS MA NPOGEOCHO KOHMPONb if
AKOCMI Ha Buwesasnaveniti OinbHuyi y nosuiii gidnosionocmi 3 sumozamu GMP, scmanosnenumu micyegum
PECYIAMOPHUM  OP2AHOM, A MAKOJIC GIONOGIOHO 00 cheyugpikayiii | wo micmamucs Y peecmpayiiinomy
docve.  [Ipomokonu  eupobnuymea, nakysanns ma awanizie 6yno  nepeensiymo ma ecmanosneno
sionogionicme GMP.

Peanizauis npoaykry no3sonena.

Im’a Ta mocaza ocobu, BignoBizaabuol 32 Bunyck cepii: Kamina Tpadansceka , Bianosinansna Oco6a
Iinnuc ocobu BianosinansHoi 3a BHmyck cepii:

Jata Bunycky: 16.04.2024




Country manufacturer: Poland

Registration Certificate Ne: UA/1230401°02
Strength/Potency: {luticasone propionate 250 meg
Dosage form: hard capsules with powder for inhalations

ERTIFICATE OF QUALITY Ne 1798/2024
FLUTIXON, powder for inhalation, hard eapsules, 250 pug

valid until: unlimited

The size and type of packaging: Ne 60 (10 capsules ina blister, 6 blisters in a carton box with inhaler)

Batch number. 13158534
Total quantity of packs in batch: 4 112 packs

Manufacturing date: 01 2024
Expiry date. 12 2025

Manufscturer of the medicinal product, in bulk, bateh control;

Site: SMB Technology S.A., Belgium

Address: Rue du Parc Industricl, 39, Marche-en-Famenne, B- 6900, Belgium

Centificate of GMP: BE/GMP/2021/067
Manufacturing License: 465 H

Manufacturer of the medicinal product, primary, secondary packaging:

Site: Adamed Pharma S.A., Poland

Address: 33 Szkolna st, 95-054 Ksawerow, Poland
Centificate of GMP: IWSF.405.76.2021.1P.1L. WTC/0258 01 01200

Manufacturing License: 072/0258/15

Manufacturer of the medicinal product, batch control, batch release:

Site; Adamed Pharma S.A., Poland

Address: ul. marsz. J. Pilsudskicgo S, Pabianice, 95-200, Poland
Centificate of GMP: Ne IWSF.405.18.2021.1P.1. WTC/0039 01 0 1/74

Manufacturing License: 204/0039/15

Controls made in accordance with the racthods of guality control of the RC Ne UA/12304/01/02

Specified values (permissible limits)

and reference solution

Controls Results
On release
Hard transparent capsules, consisted of two
1. Description sections, size “3”, with black ring, containing a conforms
white or almost white pnowder
2. Identification
-the retention times of fluticasone proplonate S —
By HPLC for test solution and the standard solution are
identical (:2%)
-By UV -conformity of spectrum for the test solution —

3. Averaze mass of capsule content

250 my k 10%

25.8 mg

959 -105% of the claimed value

99 %

"4, Assay (HPLC)

Uniformity of content in capsule

Content of at least 9 capsules should not
deviate from the average weight of the capsule
content more than 15% and none should not
deviate on :25%

conforms

5. Uniformity of delivered dose

Averace available dose:200 nu & 15%

203 ug

Adamed Pharma $.A.
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Country manufacturer: Poland
Registration Certificate No: 115712304/01/02

CERTIFICATE OF QUALITY Ne 1798/2024
FLUTIXON, powder for inbalation, hard capsules, 250 pg

valid until: unlimited

Strength/Potency: fluticasone propionate 250 meg
Desage form: hard capsules with powder for inhalations
The size and type of packaging: Ne 60 (10 capsules in a blister, 6 blisters in a carton box with inhaler)
Batch number: 13158534
Total quantity of packs in batch: 4 112 packs
Manufacturing date: 01 2024
Expiry date.: 12 2025

Specified values (permissible limits)

administration

Controls Results
On release
9 out of 10 results should lie between 75-125% | (191 ~217) ng
of the average value and none should not
deviate more than 65-135% of the average conforms
value
6. Fine particle dose 70-100 ug 79 ug
7. Water content < 3.0% 1.0 %
8. Identification of lactose Positive qualitative reaction (red colour) conforms
9. Impurities (by HPLC)
a. Total impurities < 1.0% 0.3%
b. Single unidentified impurity | < 0.2% 0.1 %
c. Single identified impurity <0.2% 0.1%
Impurity Fluticasone $- <0.3% 0.0%
methyl
10. Microbiological purity According to Ph. Eur. for inhaled conforms

The result of the analysis: This batch meets requirements of the Methods of Quality control of Registration

Certificate Noe UA/12304/01/02
Comments: not comments

Certification statement: I hereby certify that the above fnformation is authentic and accurate. This batch of product
has been manufactured, including packaging / labeling, and quality control has been carried out at the above site in
Sull compliance with GMP requirements established by the local Regulatory Authority and in accordance with the
specifications contained in the registration dossier. The production, packaging and analysis protocols were reviewed

and found in compliance with GMP .

Realization of the product is allowed.

Date of issue:
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