JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

01.12.2025 Ne 59496/25/10

A3UNOJI

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Tab/1eTKH, BKPHTI IJIIBKOBOIO 000/10HK010, 10 500 Mr, nno 3 Tabaerkn B OJicrepi, no 1
OJticTepy B KapTOHHIilH KopoO6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsizuenns UA/14380/01/02 crpox xii peecrpauiiinoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne 13526737 Kinskicts BBe3eHoro nikapcekoro 3acoby 196
Bupobuuk AT «Anamen @apmay, [omnbiia
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sisyaasnoro xoutposo six 01.12.2025 Ne 3716/1.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

/S s
I/ a2 ~ 9 —
B.o. ngvamsiKa iy xou - Onera EPLOMEHKO
“".u"'f‘@:‘-“i penGa o (nipnuc) (iniuianm Ta npissuie)

KYMir

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



JloroTun xoMmaHii

Ceprudixar sixocti Ne 2977/2025

ABHUTIOJI, TabeTkn, BKPUTI IUIIBKOBOIO oGononkoio, mo 500 mr

Kpaina Bupoouuk: Tlombia

Peecrpauiiine cigourso Ne: UA/143 80/01/02 aificHe f0: HeoOMeXeEHMH
Cuuia gii/akTuBHicTb: AsutpoMinuay 500 Mr

Jixapchka dpopma: TabNeTKH, BKPHTI TITIBKOBOIO 00OJIOHKOI0

Tun Ta posmip ynaxosku: Ne 3 (o 3 Tabnerxy B 6ricrepi; mo 1 6aicTepy B KapTOHHIHA KopoOuii)
Howmep cepii: 13526737

KinbkicTs ynakosok B cepii: 39 720 ym.

Jlara supobuunrTea: 04 2025

Crpox npuaatsocri: 03 2028

Bupo6uuk mikapebkoro 3acoby: AT "Anamen Papma”, TTonbiua

Anpeca: Byn. Mapu. Jx. [incyncpkoro 5, 95-200 ITa6 auiue, [onbma
Ceprudikar sixnosinnocri GMP: Ne ISF.405.7.2024.1P.1 WTC/0039_01_01/11
Howmep Jinensii ginsauni: 204/0039/15

KoHTponb NPOBEICHUR Y sigmosiauocti 3 MKJSI o PIT Ne UA/14380/01/02

No TToka3HUK SIKOCTI JlonycTHMi HOpMH TIPH BUITYCKY PesyabTaTH

1 | Omnuc BJIaKUTHi, OKPYIJli, BKPUTI Binrmosigae
TiBKOBOTO 0GOJIOHKOIO, J{BOOITYKII
TabJIeTKH 3 OLHOPIAHOIO

ITOBEPXHEI.

2 | Hiamerp TabIeTOK 14,0 - 14,5 MM 14,2 MM
3 Cepenns Maca TabyNeTKH 832,0 Mr £ 5% 828,3 mr

(790,4 — 873,6 mr)

4 | OpHOpIAHICTH MacH TabJIeTOK Mace BignmosigaT BUMOraM Bingnosigae
5 InenTudikanis: (metox BEPX)
5.1 | InenTudikauis asHTPOMIAHY Mae BiZTIOBiAATH BHMOTaM Binnosinae
5.2 | InenTHdikanist iHAUTOTHITY (MeTon YP) Bignosinae

Maxcumymu ipu Al =251 um, A2
=287 M, A3 =612 HM

6 | Homimku: (merox BEPX)
- JHowminixa B He 6inbiuie 2.0 % 0,14 %
- Cyma momimok D ta J He 6inpiue 0,5% HB
- Tuwi BigoMi OOMHIYHI He 6inpe 0,5% L,M,F,ILCN,P,0<0,1%
[OMINITKH E-0,15 %; G-0,11 %
H,A -HB
- OnuuwWyHa HeBigoMa He 6inbme 0,2% <0,1 %
JIOMIIIIKa
- Cyma ZoMiloK He 6insiue 3,0 % 0,4 %
7 | PosunHeHHSs Ta PO3MafaHHs (merox BEPX)
7.1 | PosuunHeHHS He mennie 75% mnicis 45 XBUIHH Min. 101 %, maxc.103 %,
cepenne 102 %
7.2 | PosnamaHHs He Ginpuie 30 XBUIMH 2'52”
8 | Bmicr mirouoi pedoBHHH B 1 (merox BEPX) 496,4 Mr
tabOnerui 500,0 Mr £ 5 %

(475,0 — 525,0 mr)

9 Tami rectu:
BwMicrt Bogu He 6inpme 5 % 4,0 %

10 | Mikpo6ioJioriyHa YHCToTa D

1
fo i v B0 B AT £




Jlororun xommnanii

Ceprudixar sixoeri Ne 2977/2025
A3MITOJI, TabseTkH, BKpUTI MIiBKOBOIO obosioHKor0, 1o 500 MT

Kpaina BupoGuux: ITonsima

PeecTpaniiine cizonrso Ne: UA/14380/01/02 niiicHe J0: HeoBMexeHUiT

Cuna pii/akTuBRicTb: AsuTpomiuuny 500 Mr

Jlikapcbka opma: TaGneTkH, BKPHTI MITIBKOBOK 0G0NIOHKOR0

Tun ta posmip ymakosku: Ne 3 (o 3 tabnerku B 6micrepi; no 1 Gmictepy B kapToHHii KOpo6L)

Homep cepii: 13526737

Kinbkicrs ymakoBok B cepii: 39 720 ym.
Jdarta pupobuuntea: 04 2025

Crpok npupatuocri: 03 2028

- Bcboro aepo6uux
MiKpOOpraisMie B 1 r
- Bcboro mpixmkosnx Ta
TUTICHSIBUX
MIKpPOOpraHismis B 1 T
- Ecolislr

He 6inpime 500 <100
He 6inpuie 50 <50

Bincytni Bincytnig I r

11. | BmicTt N-
HITPO30AMMETUIIAMIHY
(NDMA)

He 6inpire mix 0,096 ppm HB

"'« Mixpo6ionozivna wucmoma eusnavaemoca na novamxy ma 6 Kinyi mepminy npudamuocmi npu Guguennui

cmabinsnocmi,

Pesynomam ananizy: Jana cepis Bignosigac BUMoram Mertomnis Koutpomo Sxocti g0 Peectpaiiinoro

IMocriguenns Ne UA/14380/01/02
Komenmapi: 36epirarn npn temnepatypi
3assa npo cepmudpixayiro: Llum

He Bume 25°C. 36epirati B MiCLli HEAOCTYTHOMY JUTS HiTeHd.
A 3ac6i0uylo, wo Hasedena euwje ingopmayis € 00¢cmogiproio |

mounoio. Lo cepito npodyxyii 6yno eupobreno, exmouaiouu NAKysawns / MapkysamHs ma npogedeHo
KOHmMpoOne i axocmi Ha suwjesasnaueniii dinbHuyi Y noeniii  ionogionocmi 3 eumozamu GMP,
6CMAHOBIEHUMU  MICYCBUM DESYNSIMOPHUM OP2AHOM, A MAKOJIC GiON08IOHO 00 cneyugpixayiii , wuo

MICIMAMbCS Y peecmpayitinomy o0oche.

Ilpomokonu eupobrnuymea, naxysamns ma ananizie byno

nepezsAHymo ma 6CmaHoeneno 6ionosionicme GMP.

Peanizayia npodyxkmy dozsonena.

Jara Bupaui: 27.05.2025

Ksanigixoana Oco6a: Kamina Tpadanscbka
( Migrmc )



CERTIFICATE OF QUALITY Ne 2977/2025

AZIPOL, film-coated tablets, 500 mg

Country manufacturer: Poland

Registration Certificate Ne: UA/14380/01/02
Strength/Potency: Azithromycin 500 mg

Dosage form: film-coated tablets

The size and type of packaging: Ne 3 (3 tablets in a blister, 1 blister in a carton box)
Batch number:

13526737

valid until: unlimited

Total quantity of packs in batch: 39 720 packs

Manufacturing date:

04 2025

Expiry date; 03 2028

Manufacturer of the medicinal product
Site: Adamed Pharma S.A., Poland
Address: ulunarsz. . Pilsudskiego 5, Pabianice, 95-200, Poland
Certificate of GMP: Ne ISF.405.7.2024.1P.1 WTC/0039_01_01/11
Manufacturing License: 204/0039/15

Controls made in accordance with the methods of quality control of the RC Ne UA/14380/01/02

Ne Tests (indicator of quality) Requirements _— Results
On release (permissible norms)
1 Description blue, round, film-coated biconvex Conforms
tablets, with uniform surface
2 Diameter of tablets 14,0 —~ 145 mm 14.2 mm
3 Average mass of tablet 832,0 mg £ 5% 828.3 mg
(790,4 — 873,6 mg)
4 Uniformity of mass of tablets Should meets the requirements Conforms
5 Identification: (HPLC method)
5.1 | Identification of azithromycin Should meets the requirements Conforms
(UV method)
5.2 | Identification of indigotin Maxima at A1 =251 nm, A2 = 287
nm, A3 = 612 nm Conforms
6 Impurities: (HPLC method)
- impurity B not more than 2.0% 0.14%
- sum of impurities D and J not more than 0.5% ND
- other single known impurities | not more than 0.5% LM FLCNP,O <0.1%
E-0.15%; G-0.11%
H,A-ND
- single unknown impurity not more than 0.2% <0,1%
- total impurities not more than 3.0% 0.4%
7 Dissolution and disintegration (HPLC method)
7.1 | Dissolution not less than 75% after 45 minutes Min. 101%; Max. 103%
Mean 102%
7.2 | Disintegration not more than 30 minutes 2752

Adamed Pharma §




ADAMED

CERTIFICATE OF QUALITY Ne 2977/2025
AZIPOL, film-coated tablets, 500 mg

Country manufacturer: Poland

Registration Certificate No: UA/14380/01/02 valid until: unlimited
Strength/Potency: Azithromycin 500 mg

Dosage form: film-coated tablets

The size and type of packaging: Ne 3 (3 tablets in a blister, 1 blister in a carton box)
Batch number: 13526737

Total quantity of packs in batch: 39 720 packs

Manufacturing date: 04 2025

Expiry date: 03 2028

No Tests (indicator of quality) gf}q'uc'; Z’;‘:?;‘Zrmissible — Results
8 Content of the active substance in a | (HPLC method)
one tablet 500,0 mg+5 % 496.4 mg
(475,0 - 525,0 mg)
2 Otherllests: , Not more than 5 % 4.0%
Water content
10" | Microbiological purity:
- total aerobic microorganisms Not more than 500 <100
inlg
- total yeast and mold Not more than 50 <50
microorganisms in | g
- FEcoliinlg Absent Are absent | g
11 Content of N- Not more than 0,096 ppm ND
nitrosodimethylamine (NDMA)

1 Microbiological purity determined at the beginuing and at the end of shelf life during stability studies

The result at the analpsis: This batch meets requirements of the Methods of Quality control of Registration
Certificate Ne UA/14380/01/02

Comments: Store at a temperature not exceeding 25°C. Keep out of the reach of children.

Certification statement: | hereby certify that the above information is authentic and aceurate. This batch of product has been
manufactured, including packaging / labeling, and quality control has been carried out at the above site in full compliance with GMP
requirements established by the local Regulatory Authority and in accordance with the specifications contained in the registration dossicr.,
The production. packaging and analvsis protocols were reviewed and found in compliance with GMP

Realization of the product is allowed.

Date of issue: Qualified Person
2075 -05- 7 7 Signature

Adamed Pharma S.A
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