JAEPKABHA CJIYKBA 3"’JIIKAPCBKI»;IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHAKAMH V KUIBCLKIA OBJIACTI

nipoR, Csitmuuniof Haail, 3, m.Kuis, 02099, ren/daxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €APIIQY 37078774

BUCHOBOK
HPO SIKICTEL BBeE3enoro B Yxpainy Jixapceskoro 3acofy

21.07.2025 Ne 34347/25/10

30JJA®PEH @ACT

(uafiMenyBaHnA AlkapceKoro 3acody 3riaHo 3 poecrpaniiiuim nocsinueHaM)
Tab:1eTKH, W0 AHCHEPIYIOTLCH B POTOBL nopoxumnni, o 20 ar; no 7 Tadierox v Baicrepi; no
4 Gaicrepn y kapromuiil kopoGui

{dropra BiIyCKy, AOIYRATNS, BT RAKYBANUA AKAPCHROED 39C06Y)

Hosep peeetpauifinore nocaiavenus UA/19567/01/02 erpox aii peectpauiituoro nocsiavenna 29.07.2027

Cepiz nikapcoxoro sacoby Ne 13523734 Kinexicts BBE3eHOro aikapenkore sacody 144
Bupodaus AT "Anavex Qapma”, [Tonbia
{noitMenyBauns nipoBuaka nikapeskoro 2ucofy, Kpatia noxomaesy}
Baeseno & Yxpaity Cnisbite yrpaiuchKo-eCTONChKE HANPHEMETBO Y (opyi ToBapiicTea
3 06MEKCHOI0 BixnoBizanLnicTo " Onrista-Papa, JITH", ixenr. xom:
21642228

(naivenysanng T4 ok 3a CAPTIOY oprumanot ocobiut afio npissmue, bu's, 7o Satsrosl iananed
ocodn - nlanpueMua, il Mictie NpoKIisaHus Ta peceTpauiiiuuil nosep aBaikosol RAPTKY ILATHIKA
nojaTkis uBo cepis Fa HOMEp HacnopTa)

IIpoToxon sisyansnore xourpomo sig 17.07.2025 M 2206/6.

3a  peIynbTaTaMM  HePAABHOTC KOHTDO/IO ACTAHOBICHD, IO Aikapeskuii 3acié  apeseso B Vepaimy 3
AOTPHMAHHAM BiMOr 3aKOHOHABCTER 040 3a0e3NeyCHA AKOCTI ATKAPCLEIA 3aC0BiB.
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Jlorornn koMmnaHii

Ceprudikar siocti Ne 2984/2025
30JJAPPEH PACT,
TabJIeTKH, 10 AUCIEPrYIOThCH B POTOBiii nMopoxxHuHi, no 20 mr

Kpaina Bupo6uuk: [Tosbia

BaacHuk peectpauniiinoro nocsigdennsi: AT "Anamen ®apma”, [lonbiia
Peecrpauiiine ceizourso Ne: UA/19567/01/02 niiicae no: 29.07.2027

Cuana pii/akrasricTs: Onansaniny 20 mr

Jikapcbka dpopma: TabeTky, WO AUCIEPryoThCs B POTOBiH MOPOXKHHHI

Tun Ta po3mip ynakosku: Ne 28 (no 7 tabnetok y 6aictepi, no 4 6ictepu y kapToHHii kopoOLi)
Homep cepii: 13523734

KiibkicTh ynakoBok B cepii: 4 862 yn.

Jarta supoGuuutea: 04 2025

Crpoxk npuaathocti: 03 2027

Bupo6HHuK JliKapchbKoro 3aco0y, Bianosigaabuuii 3a BUpoOHUUTBO «in bulk», nepBuHHe, BTOPHHHE
NaKyBaHHSA:

Hinbaunsa: AT "Anamen ®apma”, Ilonblua

Anpeca: Byi. lllkonbHa 33, 95-054 Kcasepos, [Tonsia

Ceprudikar sixnosignocri GMP: Ne IWSF.405.76.2021.1P.3. WTC/0258_02_01/202
Homep ginen3ii piapauui: 072/0258/15

Bupo6uuk JlikapcbKoro 3aco0y, BiAnoBiaaabHUii 32 BHIIYCK Ta KOHTPOJIb Cepii:
Hinvauus: AT "Anamen @apma”, [lonblua

Anpeca: Bys. Mapui. [Dx. ITincyneskoro 5, 95-200, T1ab aniue, [osbwia

Ceprudikar iznosignocri GMP: Ne ISF.405.7.2024.1P.1 WTC/0039_01_01/11
Howmep ginensii giasnuni: 204/0039/15

KonTtponb nposenenui y sianosianocti 3 MKS no PII Ne: UA/19567/01/02

IoKka3sHUK SIKOCTi | JlonycTHMi HOpMHU NIPH BHITYCKY PesyabTaTH

1. Onuc YKosTi, nnacki , kpyrni TabneTky , 3 04HOro Binnosinae
Goky rpasitoBaHHs «20», aiameTpom 10 MM,
6e3 BUIMMHUX BKparjieHb ab0 BKIOYEHb

2. Cepeanst Maca TaGJIeTKH 0,3200r =5 % 0,3206 r
(0,3040 - 0,3360 1)

3. OanopignicTe Macu aast
OMHHUL 1030BAHOIO ——- -
JIKApCchKOro 3acoly

MakcHMyM NoriMHaHHs BUnpoGoByBaHol | Bixnosigae

4; Inesrmidikamis cyGeranuii Mae GyTu npu 259 HM (£ 2 HM)

4.1. YO meron
Bi .
4.2 BEPX mertox Yacy yTpuMyBaHHs U1l BUTIPOOOBYBAHOIO 1AroBlAaEe
PO3YMHY Ta CTaHJAPTHOrO PO34YMHY MalOTh
criBnajaaTH
5. XpomaTtorpadiuna 4HCTOTA:
(meton BEPX):
- omimka B <02% | e
- Homimka D <0,2% <0,05 %
- Makc. ogMHUuHA <0,1% | emmmmeee
HeizeHTH]ikoBaHAa AOMilLIKa
- CyMa IoMiLuIok <0,8% <0,05%
6. Pozuunennn (Metron BEPX) ,//(oxcﬁa Tabaetka > 80 % uepes 10 XBHINH. Min.100 %;
ot Ly v Budl | GQENQ=TH | Mae 102%

e (V] 0



Jorotun komnauii

Ceprudikar saxocti Ne 2984/2025
30JIA®PEH ®ACT,

Ta6JIeTKH, WO AUCTIEPIYIOTHCH B POTOBIl NOpoXKHHUHI, 0 20 Mr

Kpaina Bupobuuk: I[lonsiua

Bnacuuk peectpauiiinoro nocsiguennsi: AT "Anamen ®apma”, [Nonsina

Peecrpamiiine cBizonTso Ne: UA/19567/01/02

Cuna pii/akTuBHicTb: Onanzaniny 20 mr
Jlikapcbka dopma: TabnerTky, 1O AUCIEPrYIOThCS B POTOBIH NOPOKHUHI
Tun Ta po3mip ynaxkoku: Ne 28 (o 7 tabnerok y 6nictepi, no 4 6nictepy y KapToHHi# kopobiii)

Howmep cepii: 13523734

KinbkicTs ynakoBok B cepii: 4 862 yn.

Jarta Bupo6uunrea: 04 2025
Crpoxk npupataocti: 03 2027

noificne po: 29.07.2027

8. Kinpkicue susgayesus (MeTos 20,0 Mr +5 % 20,0 mr
BEPX) (19,00 — 21,00 mr)

9. OguopiasicTh 1030BAHUX AV <15,0 (L1) AV({1DH=19
opununs (Ph.Eur.) HopnarkoBui TecT npUHAHATHUHA Binnosinae
10. Crupanictp (Ph.Eur.) <1,0% 0,2 %

11. MikpoGiosioriuna uncrora »

(Ph.Eur.)

TAMCB I 1 He Ginbie 10 ° KYO <10
TYMCsB 11 He Ginbiue 10 *KYO <10
EColislr BiacytHicTb BingcyTHi

1) sunpoOysauus , nO3HAUEH] KMPHUM IWPH(TOM , TPOBOAATBCA I/l HAC AOCNIIKCHD Ha CTabINLHICTD |

2)  TCCT NPOBOAMTHLCA NEPIOANUHO BIANOBIAHO A0 BHYTPILUHIX NPOUCAYP NPH BUmycKy. JOCHi/LKEHHS NPOBOANTLCA HA MOUATKY Ta B KIHUi TECTY Ha

CTabinbHICTb,

Pesynomam ananizy: Ilana cepis Bianosizae BuMoram Meronis Koutposo Slkocti no Peectpauiiinoro
[Toceinuenus Ne: UA/19567/01/02

Komenmapi: -

3anaea npo cepmudpixayiro: Ljum s 3aceiouyio, wo nagedena guuje ingopmayis € JoCMoBIPHOIO | MOYHOIO.
Lo cepiio npodyxyii 6yno aupobnero, GrAIONQAIONU NAKYBAHHS | MAPKYBAHHS MA NPOBEOCHO KOHMPONb i
AKOCMI HA Gue3asHayenii OlbHuyl y noaHit 6ionogionocmi 3 sumozamu GMP, ecmarnosnenumu micyesum
DeysmOpHUM OP2aHOM, A MAKOIC BIONOBIOHO 00 cheyugpikayiti, wo MICMSmMoCs y peccmpayiiiHomy
oocve. Tlpomoxonu GupobHuymea, NaxyeawHst ma aHaiizie

gionogionicme GMP.

Peanizayis npodyxmy doszeonena.

[ara Bunycky:
21.05.2025

6le() nepecisiHymo ma GCMAHOBIEHO

Keauidikosana Ocoba: Maraanena SIckynbebka

[Tignuc




CERTIFICATE OF QUALITY N° 2984/2025
Zolafren Fast 20 mg, orodispersible tablets
Country manufacturer: Poland
License Holder: Adamed Pharma S.A., Poland
Registration Certificate No: UA/19567/01/02 valid untii:29.07.2027
Strength/Potency: Olanzapine 20 mg
Dosage form.: orodispersible tablets
The size and type of packaging: Ne 28 (7 tablets in a blister, 4 blister in a carton box)
Batch number: 13523734
Total quantity in batch: 4 862
Manufacturing date: 04 2025
Expiry date,: 03 2027
Manufacturer of the medicinal product, in bulk, primary, secondary packing:
Site: Adamed Pharma S.A., Poland
Address: 33, Szkolna Str., 95-054 Ksawerow, Poland
Certificate of GMP: IWSF.405.76.2021.1P.3.WTC/0258 02_01:202
Manufacturing License: 072/0258/15
Manufacturer of the medicinal product, quality control, batch release:
Site: Adamed Pharma S.A. ,Poland
Address: 5, marsz. J. Pilsudskiego Str., 95-200 Pabianice, Poland
Certificate of GMP: ISF.405.7.2024.1P.1 WTC/0039_01_01/11
Manufacturing License: 204/0039/15

Controls made in accordance with the methods of guality control of the RC Ne UA/19567/01/02

Specified values (permissible limits})

Controls' Results
On release
Yellow, flat-faced, round tablets, debossed
. Appearance, on one side ,,20”, 10 mm in diameter, free of Conforms
any visible impurities or contamination.
. K02
2. Average mass of tablet (0(3)0342000 (%;356(/;0 g 0.3206 8
3. Homogeneity of mass for a unit
of dosed medicine i i
2‘ lldﬁl;,tlg‘;:::;n Maximum of absorbance for tested Conforms
o substance should be at 259 nm (& 2 nm)
4.2. HPLC method Confom}ity of the retention time fpr test Conforms
solution and the standard solution
5. Chromatographic purity
(HPLC) :
- Impurity “B* <0.2% mee
- Impurity “D* <0.2% <0.05 %
~ Max. single unidentified impurity <0.1% e
- Total impurities < 0.8% <0.05 %

LAV AIAYY e A x}ii L et

TIPS BESTHIHE

wihehworol sednbhutd
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CERTIFICATE OF QUALITY N° 2984/2025
Zolafren Fast 20 mg, orodispersible tablets
Country manufacturer: Poland
License Holder: Adamed Pharma S.A,, Poland
Registration Certificate No: UA/19567:01:02 valid until:29.07.2027
Strength/Potency: Olanzapine 20 mg
Desage form.: orodispersible ablets
The size and type of packaging: No 28 (7 tablets i a blister, 4 blister in a carton box)
Batch number; 13523734
Total quantity in bateh: 4 862
Manufacturing date: 04 2025
Expiry date.: 03 2027

Controls’ Specified values {p@rmnsszble Timits) fasilts
On releass
Lach tablet = 80% alter 10 minutes, Min. 100 %
6. Dissolution (MPLC method) (5 = O + §%; Q= T5%). Max. 102 %%
Additional test is acceptable Mean 101 %
7. Disintegration time (Ph.Eur.) %3 minutes 007347
N 20.0 mg + 5% 20,0 mg
8. A&Sﬂy (li?i»{\ H’héth(}(i) (E(),OO _____ 71 ,OO ]ﬂg}
9. Uniformity of dosage wuits AV 150(LD INGBE
(Ph.Eur.} Additional test is acceptable : amfumm
10, Friability {Ph.Eur.) < 1.0% (0.2 %
11. Microbiological purity?
(Ph.Eur.)
TAMCinlg not more than 10° CFU <10
TYMCinlg ol more than 107 CFU <10
Escherichia coliin 1 g absens absent

1 tests in bold are performed dusing stability studies

2 the test is carried out periodically, in necordance with the internal procedures at the tme of release. Study Is conducted at the heghaning snd at the end of the subility
test

The result of the analysis: This batch meets requirements of the Methods of Quality Control of Registration Certificate No
UA/19567/01/02

Comments: not comments

Certification statement: [ hereby certify that the above information is wahentic and accwrate, This bateh of product has been
manufactieed, including packaging ¢ tebeling, and quality control has been carvied out at the above site in fill compliance wity
GMP requirements established by the local Regulutory Anthority and in accordance with the specifications contained in the
registration dossier. The production, packaging and analysis protocols were reviewed and found in complionce with GMP
Realization of the product is allowed.

Date of release: Quatified Person:
Osoba Wyé&w& ifikowana
ya lified Person
2075 05+ 11 ) Koo, il
Mag&’é@m j@séwﬁs&a N

-
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