Jlororin xemuanii
Cepridixcar axocri Ne 2782/2024

BY/IIKCOH HEB, evenensin pist ponuienns no 0,5 sr/sa

Kpaina supotmax: Honsia

Baacuuk sigemsii: AT "Anamen ®apma®, [oasina

Peccrpaniiine coizonrso Nei UA/17949/01/03  adliese i 25.02.2025

Cuaa aivaceupniers: (0,5 mr/va Syaeconiny

Jlikapenka dopmas cyenensis s po3nuIcHis : :

Trr va posmip ynaxonkn: Ne 20 (konreiinep Moro103a 1o 2 M5 10 3 KOTeHNEPiB ¥ KORBEPTI; A0 4 KOHBEPTH B

xaprouniil kopoGui)

Hosmep cepii: 068724
Kinskicrs ynakonox » cepii: 22 174 yn.
Hava supobunucrsa: 04 2024
Crpox ppuparnocri: 03 2027
Bupofnuk gikapcnKkoro 3acody, BnosinaisnKii 3n BUPOSHHUTEO TA NAKYBANNA, KOHTPOTL AKOCTI:
Hinwmsnn: "Tenernx” C.ILA,, Tranis

Aapeea: Ksapran Kandopa , Dinsiano, 84084, Iranis
Cepradikar siznosbwocri GMP: N IT/31/H/2024
Homep minensiis aM23/2024 S
Bipobink AikapeLKore 3acoly, BianopiaanLumil 38 BANYCK cepii :

Nissunusn: AT "Azamen Gapma®, TMonsuta S

Anpeca: sys. Mapur Jix. flincyachKoro §,95-200, a6 mine, flomsma
Ceprudixar sinnosinnocri GMP: Ne IWSF.405.18.20211P. 1 WTC039_01_01/74

Hosep aimensii minswnui: 204/0039/15

Kownrpons nporeacunil y siamosizmocri 3 MKSE no PTT N UA/ 17949/01/03

Ne | Tecr (nowasnuk sikoct) © JonycriMi HOPpMH DPH BUIYCKY Pesyanrars
1. | Onukc Bina oanopiana cycnensis Bisnosisac
2
pH 4.0-5.0 4.5
3. | Bignocua rycTuna (1.002 - 1.008) r/mn 1.006 rima
4. | lnewrsikanis [Toswrnena (BEPX) IMoswsna
' Bynecouiny TToskrusna (YO) Mosuripua
5. Kinbkicie su3tavdcHng V5.0 - 105.0)% 100.5 %
Bynecouijy (0.950 - 1.050% sx/2mn 1.00OS Mr/2 ma
6. | Cynposiagi gositngs 16u-riapokcuupeanizonon (gomiuka A) £0.5% | HMB
21 — xuriapobyneconix (nomimxa D) £ 0.5% HMB
21 ~ Gyaeconiy awerar (roMiuxa K) < 0.5% HMB
I 1 - xero Gynecouia (romimxa L) < 0.5% 0.19 %
Heinerrmugikopani goMmimxus 0.5% 0.07 %
Cyma neizenrndikopainx jomimoxs 1.0% 0.07 %
Cyna gombokrs 1.5% 0.26 %
7. Q6 cM IO BHTATACTECS (2,00~ 2,10y M1 2.05 mn
§. | Oanopinnicts jososanux | AVips 15, R AV 1y =20
oamMHuIy (ORHOPIAHICTL akmo AVie> 15 nepesipaors i 20 ouaHik
BMicTY) AVig <15 1 womof o menme nix (1-
L2x0.01)M i ne Giawine
(1+1.2x0.03 M L
9. | AcpoamtamMinie ‘ (136.0 - 184.0) mxr 154.4 mur
BHIHAUCHHA
APIGHOABCICPCHHX
YACTHHOK
10, | Crepuabnicrs Mae GyTH CTEPUIILHIM Crepuanie

FMB - Hudee Mexel QUARICHIA

Pesynomam  anaaizy: Jlapa  cepis  BiLnosizae  BHMOraM Merogis Kowrpomo fxoeri jo  Peccrpaniitioro
Tocsinuenna UA/17949/01/03 . .

Komenmapi: nemae :

3anea npo cepmudirairo, L{um 5 sacsiouyio, wo nasedena suue inpoparayis ¢ docmogipnos § mounon. Lo cepino
apadyryil a0 UPOTICHO, GKAIOMAIONN  HARYEAIIA / MUpRYGARIS WA IpOGeOEH0  KOUmMpoib It sxocmi na
gugesasnaveniti Olrsiuyi ¥y noGHil SIONOGIANOCMI 3 BUMGEAMU GMP, scmauogaenusmy MiCYeans pecyasmophu

 Pekpizury komMnauil ]



Jlororui koMuanii |
Ceprudinar sucocti Ne 2782/2024
BYIKCOH HEB, cyenensis pis posnmienns no 0,5 sr/ma

Kpaina supobuux: Hoxpina

Baacnuw giveusii: AT "Agamen Gapma", ITornma

Peccrpaniiine enizourso Ne: UA/I7949/01/03  adicue no: 25.02.2025

Cuaa giakmsnicrs: 0,5 mr/vu Syaeconiay

Jikapceka opua: cycnensis JUIS posnmnciig

T va poamip ynaxosry: Ne 20 (korreiinep Mono1o3a 1o 2 n no 5 KOHTEHUEPIB ¥ KOUBEPTI; M0 4 KOHBEPTH B
kaprouniii kopobui)

Homep cepii: 068724

Kinnkicrs yoakosor s cepii: 22 174 yi.

Jara supoborirea; 04 2024

Crpox npngarnocri: 03 2027

opeauoM, @ IMUKOAC GIONOBIONO OO0 creyudixayii, wo AHCmAMees y pecempayitmmomy  docee,  Tlpomoxoau
GUPOBHUYMET, NARVEAIHS A AHAIZIG DYA0 REPELHHHYMO MG GCINANOGICHO gidnosionicms GMP.

Peaaizayis npodysny doseosenda.

Jara sunycky: | 29.05-2024 . Kpaniikosaua Ocoba: xoana Ciesepr
H UL

PexBizuiH KOMNaHii 2



¥
ADAMED

CERTIFICATE OF QUALITY N°2782/2024
BUDIXON NEB, suspension for nebulization, 0,5 mg/ ml

Country manufacturer: Poland

License Holder: Adamed Pharma S.A., Poland

Registration Certificate Ne: UA/17949/01/03 valid until: 25.02.2025
Streugth/Potency: 0.5 mg/ml budesonide

Dosage form: suspension for nebulization

The size and type of packaging.: Ne 20 (container monodose 2 ml; 5 containers in an envelope; 4 envelopes
in a carton box)

Batch number: 068724

Total quantity in batch: 22 174 packs

Manufacturing date: 04 2024

Expiry date: 03 2027

Manufacturer of the medicinal product, production, packing, quality controk:
Site: Genetic S.P.A., Ttaly

Address: CONTRADA CANFORA, FISCIANO, 84084, Italy

Certificate of GMP: 1T/31/H/2024

Manufacturing License: aM23/2024

Manufacturer of the medicinal product, batch release:

Site: Adamed Pharma S.A., Poland

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

Certificate of GMP: Ne IWSF.405,18.2021.1P.1. WTC/0039_01_01/74
Manufacturing License: 204/0039/15

Controls made in accordance with the methods of quality control of the RC Ne UA/17949/01/03

_ i - Requirements )
Ne Tests (indicator of quality) On release (permissible norms) Results
1. | Appearance White homogeneous suspension conform
2. ipH 40-50 4.5
3. | Density (1,002 - 1.008) g/ml 1.006 g/ml
4, | Budesonide identification Positive (HPLC) positive
Positive (UV) positive
5. | Budesonide assay (95.0 - 105.0)% 100.5%
{0.950 - 1.050) mp/2 mi 1.005 myp/2 ml
6. | Related substances 160-hydroxyprednisolone (Impurity A) <
0.5% n.r.
21-dehydrobudesonide (Impurity D) < 0.5% I
21-Acetate Budesonide (Impurity K) £ 0.5% nr.
11-Keto Budesonide (Impurity L) < 0.5% 0.19%
Unknown impurity < 0.5% 0.07%
Total unknown impuritics < 1.0% , 0.07%
i
Adamed Pharma S.A, Rejestrocio Krajovwy Rejest Sociowy, prowadzony
Piekdw, Ul b, Adombiawiczo 65, 05152 Crosndw przer Sad Rejonowy Al sl Worszawy, IV Wyl
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ADAMED

CERTIFICATE OF QUALITY N°2782/2024
BUDIXON NEB, suspension for nebulization, 0,5 mg/ mi

Country manufacturer: Poland

License Holder: Adamed Pharms S.A., Poland
Registration Certificate Ne: UA/17949/01/03 valid until: 25.02.2025

Strength/Potency: 0.5 mg/ml budesonide

Dosage form: suspension for nebulization

The size and type of packaging.: Ne 20 (container monodose 2 ml; 5 containers in an envelope; 4 envelopes
in a carton box)

Batch number: 068724

Total quantity in batch: 22 174 packs
Manufacturing date: 04 2024
Expiry date; 03 2027

, . . Requirements
Ne Tests (indicator of quality) On release (permissible norms) Results
_ Total impurities < 1.5% 0.26%
7. | Extractable volume £2.00-2.10)ml 2.05 ml
8. | Uniformity of dosage units AV 15 AVy=20
{Content uniformity) If AVie> 15 test other 20 units
AV < 15 and no unit is less than (1 - L2 *
0.01)M and more than {1 + L2 * 0.01)M
9. | Acrodynamic assessment of fine (136.0 - 184.0) pg 154.4 pg
particles
10. | Sterility sterile sterile

The result of the analysis: This batch meets requirements of the Methods of Quality control of
Registration Certificate Ne UA/17949/01/03

Comments: not comarients

Certification statement: ] hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging / labeling, and quality conirol has been carried out at the above site in
full compliance with GMP requirements established by the local Regulaiory 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.
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