JoroTun KoMnaHii

Ceprudikar sikocti Ne 2479/2024

30JJA®PEH, Tabnerku, BKPUTi 06010HKOI0, 110 S MI

Kpaina Bupo6uuk: IToneia

BaacHuk peecrpauiifinoro nocsiguenns: AT "Anamen @apma”, Ioabuia
Peccrpauiiine csinourso Ne: UA/2604/01/01
Cuaa gi/akrusaicTs: Onaszaniny 5 Mr
Jlikapebka dpopma: Tabnerky, BKpUTI 000IIOHKOIO

aiiicHe no: HeobMexeHuit

Tun Ta posmip ynakosku: Ne 30 (o 30 Tabrerok y Gicrepi; no 1 6aicTepy B kapToHHiH kopo6iii)

Homep cepii: 13181515

Kinnkicts ynaxosox B cepii: 5 020 yr.

HaTa BupoGuuursa: 04 2024

Crpox npupatnocri: 03 2027

Bupo0Huk «in bulk», nepBHHAOr0, BTOPUHHOIO NAaKyBaHHSL:
Hinsunus: AT "Apamen ®apma”, Ionbma

Anpeca: Byn. llkonsna 33, 95-054 Kcasepos, [lonblua

Ceprudivar GMP: Ne IWSF.405.76.2021.1P.3. WTC/0258_02_01/202
Homep ainensii ainsuuniz 072/0258/15

BupoGHHK: KOHTPOJIb SIKOCTi, J03BIJI HA BUAYCK cepil:

Jinsanus: AT "Anamen ®@apma”, [lonsma

Anpeca: By;i. Mapiu. Jix. [Tincyacekoro 5, 95-200, [1a6 aniue, Moapma
Ceprudixar GMP: Ne IWSF.405.18.2021.1P.1 WTC/0039_01_01/74
Homep sinensii xinbuuni: 204/0039/15

Kourtposb nposeaenuii y signosingsocri 3 MK no PIT Ne UA/2604/01/01

Ne Iloka3HUK SKOCTI JonycTHMi HOPMH IPH BHIIYCKY PesyabTartu
1. | Omuc. TabaeTku GexKeBOro KOAbOPY, BKPUTI Bixrnosigae
060JIOHKOI0, JBOONYKJI, 3 PO3MOAITHHOI0
PHCKOI 3 ojiHOro GOKy, liaMeTpoM 7 MM.
2. Meton YO: y BunpobyBaHOMy pO3UMHi
[nenTudikauis maxcuMymu abcopbuil npu 227 um (£ 2 Binnosinae
HM) Ta 272 HM (* 2 HM).
Meron BEPX : BianoBifgaibHicTh yacis Binrnosinae
YTPUMaHHs! BUTPOOYBAHOIO PO3YHHY Ta
PO3YMHY CTAHAAPTY.
3. | Cepenns Maca TaGneTku 0,1250r+7,5% 0,1248 r
4. | OpHOPiAHICTE 1O3YBaHHs 3rizHo 3 ynHHOIO €BpP.D. Bianosinae
(siK OIHOpiAHICTE BMiCTY) (L1=15,0 L2=250) AV (LD =16
5. | KinbkicHe BU3HAUEHHSA
Airouoi peuoBMHHU. 500 mMr+5% 5,04 mr
6. | Po3unnHeHHs. >80% 3a 30 xs.
(S1-Q +5%), ne Q="75% Min.102 %;
Makec. 107 %;
CepenHe 103 %
7. | Homimkmu: Beroro pomimmox <2,0 % 0,1 %
Makc. OIMHUYHA HeBigoMa JoMilIKa <
0,5% 0,04 %
Homimka «L» < 0,5% 0,01 %
JHowmimka «S» < 0,15 % 0,03 %
8. | MikpobGionoriunHa BumMory i HEBOJHUX Tperaparis A Bignosinae

4yucrToTa.

OpaIbHOTO 3aCTOCY BAHHSA

Pesynsmam ananizy: Jlana cepis Binnosinae Bumoram MeroziB Konrpomo fkocti no Peectpauiiinoro

Toceinyenns Ne UA/2604/01/01
Komenmapi: nemae

PexBisntu koMnauil
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JloroTun xommnaHii

Ceprudixat sxocri Ne 2479/2024
30JIA®PEH, Tabaerku, BKPUTi 000JI0HKOI0, 110 S MI

Kpaina supo6nuk: IToasma

BaacHuk peecrpauiiinoro nocsinuennsi: AT "Anamen ®apma”, Tosnbua

Peccrpauiiine ceizourso Ne: UA/2604/01/01 nikicHe x0: HeoOMeXxxeHUMH

Cuaa aiv/akrusricts: Onaxsaniny 5 mr

Jlikapcbka dopma: Tabnerky, BKpUTi 000I0HKOI0

Tun Ta posmip ynaxosku: Ne 30 (no 30 tabnerok y Guicrepi; no 1 6aicrepy B kapToHHi# kopo6uii)
Howmep cepii: 13181515

KiibkicTs ynakook B cepii: 5 020 yn.

HaTta supo6uunTBa: 04 2024

Crpox npupatsocri: 03 2027

3asiBa npo cepTudikanito: L{uM 51 3acBifdy1o, IO HaBeAeHa BHIe iHHOPMaLLis € JOCTOBIPHOIO i TOYHOIO.
Llto cepiro npomykuii Gysio BUpOOGIEHO, BKIKOYAIOYH NIaKyBaHHs / MApKyBaHHs Ta IPOBEIEHO KOHTPOJIb il
AKOCTI HA BUIUE3a3HaueHil ninpHMLi y moBHiM Bimmosigmocti 3 Bumoramu GMP, BcranoBneHHMH
MICLIEBUM peryJsTOPHUM OpraHOM, a TaKoK BianoBigHo mo creuudixauilf, wo MicTaTeet Yy
peecTpaniliHoMy nocke. IIpoTokonM BUPOOHHMLTBA, NMAaKyBaHHA Ta aHali3iB  OyJo NEperiaHyTo Ta
BCTaHOBIIEHO BignosigHicte GMP.

Peanizauis npoaykTy R03BONIEHA.

Jata Bunycky: 28.06.2024 Kpagidixosana Ocoba: Kaminaa Tpadaabcbka

[Tignuc
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CERTIFICATE OF QUALITY N°2479/2024

Zolafren 5 mg, coated tablets
Country manufacturer: Poland
License Holder: Adamed Pharma $.A., Poland
Registration Certificate No: UA/2604/01/01 valid antl: unlimited
Streagth/Polency: Olanzapine 5 mg
Dosage form.: coated tablets
The size and type of packaging: Ne 30 (30 tablets in a blister, 1 blister in a carton box)
Batch number: 13181515
Total quantity in batch: 5020
Manufacturing date: 04 2024
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, bateh release:
Site: Adamed Pharma 8.A. ,Poland
Address: 5, marsz. 1. Pilsudskiego Str., 95-200 Pabianice, Poland
Certificate of GMP: 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 No UA/2604/01/01

Specified values (permissible Hmits)

O relense Resuits

Controls

Coated tablets, beige, biconvex, score on

. Lo Conforms
one side, 7 mm in diameter

1. Appearance,

UV-VIS method: Spectrum of the tested
sample being tested shows maxima at Conforms

P 227 nm (42 nm) and 272 nm (42 nm).
2. Identification. “ ( )8 ( )

HPLC method: Conformity of retention Conforms
time for reference and tested substance
3. Average mass of tablet 01250 g+ 7.5% 0.1248 ¢
4. Uniformity of dosage According to the current Pharm, BEur, Conforms
(as content uniformity) (Ly =150, Ly=250) AV{L1¥ 1.6
5. Assay. 5.00 mg + 5% 504 mg

= §0% in 30 minutes

. %
(ST =0 % 5%, O = 75%) Max. 107 %

Mean 103 %

6. Dissolution.

ST

Adamed Pharmoa §.A




CERTIFICATE OF QUALITY N°2479/2024
Zolafren 5 mg, coated tablets
Country manufacturer: Poland
License Holder: Adamed Pharma S.A., Poland
Registration Certificate Net UA/2604/01/01 valid until: unlimited
Strength/Potency: Olanzapine 5 mg
Dosage form.: coated tablets
The size and type of packaging: No 30 (30 tablets in a blister, 1 blister in a carton box)
Batch number: 13181515
Total quantity in bateh: 5020
Manufacturing date; 04 2024
Exniry date,: 03 2027

Controls Specified vah.nes {permissible limits) Results
On release
Total impurities < 2.0 % 0.1%
7 ites Max. single unknown impurity < 0.5 % 0.04 %
- Hnpuniues. Impurity “L” < 0.5 % 0.01 %
Impurity “S” < 0.15% 0.03 %
. Microbiological purity. .
8. Microbialogical purity Requirements for nonaqueous -
. Conforms
preparations for oral use

The result of the analysis: This batch meets requirements of the Methods of Quatlity Control of
Registration Certificate No UA/2604/01/01
Conunents: not coruments

Certification statement: I hereby certify that the above information is authentic and acenraie. This baich of product has been
manmyfaciured, incleding packaging ¢ labeling, and quality control has been carried out at the above site in fidl compliance with
GMP requirements established by the local Regulatory Awthority and in accordance with the specifications comained in the

registration dossier. The producten, puckaging and analvsis protocols were reviewed and found in complianee with GMP .

Realization of the product is al{owed.

Date of release: Qualified Person:

2024 -06- 2 8
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Adamed Pharma S.A,

ADAMED



