TEPKABHA CJIY/KBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCBKIA OBJIACTI

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

BHCHOBOK
Ipo AKiCTH BBE3eHOT0 B YKpaiHy JiKapchKoro 3acody
15.09.2025 Ne 44041/25/10
OJIACIH®

(HaliMeHyBaHHs JiKapchKOTo 3ac00y 3TIZHO 3 PECCTPALIHHUM TTOCBIIICHHAM)
Ta6eTKH, 110 AMCTIEPryIOTHCSA B POTOBIN nopoxuui, no 10 mr; mo 7 tabneTox y omicTepi;
10 4 GiicTepu B KapTOHHIH mavui

(popma BHIIYCKY, JO3YBaHH, BUA IaKyBaHd nikapcbKoro 3aco6y)
Homep peecTpauiifHoro mocBiTueHHs! UA/18649/01/02 crpok aii peecTpalliiinioro MOCBIIHCHHS 23.03.2026
Cepis nikapebkoro 3acoby Ne 250954 KinbkicTs BBE3CHOTO Jikapebkoro 3acoby 3996

BupoGHHK Tixenedapm CA, I'penist

(waiiMenyBaiHs BUPOGHHKA NIKAPCHKOTO 3acoBy, Kpaina NoXoKEHHs)

BeeseHo B YkpaiHy ToBapuCTBO 3 00MEsKEHOIO gignosigansHictio ""ACITHO
VYKPATHA", inenr. xon: 42274733

(naiimenysaims ta ko sa €APTIOY opuaMuHOi 0cobH aGo Npi3BuLLC, iM', 11O 6aTHKOBI
isuuroi 0cOBH ~ IHiMPHEMIIS, Ti MiCle TPOKHBaNTIA T2 pecetpauiinnii Homep 0b1iKkoBo
KapTKH rlaTHIKa noaarkis abo cepis Ta noMep T1acnopTa)

TIpoToKo Bi3yalbHOro KOHTPOIIO Bil 15.09.2025 N 2850/3.

3a  pe3yneTaTaMy  JICPXKABHOTO KOHTPOJIO  BCTAHOBJCHO, IO nikapcekuit  3aci6  BBeseno B Ykpainy 3

JOTPUMAHHSM BHMOT 3aKOHOJABCTBA OO 3aBe3nedenns AKOCTi TiKapChKuX 3acobiB.
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CERTIFICATE OF ANALYSIS

PRODUCT: OLACIN ORODISPERSIBLE TABLETS 10 MG Ne 28 Batch No.: 250954

Mig Dater 03/2025 Bxp. Date: 03/2028

Quantity: 6264 packs

strength/Potency: 1 tablet contalns olanzapine 10 mg

Package size and type: 7 tablets In blister, 4 bllsters In carton box

Dosage form: orodispersible tablets, 10 mg

Marketing Authosization number In Ukralne: UA/18649/01/02

Name and authorization number of Manufacturer; GENEPHARM 54, Ne 0000000073/23/71

Address of Manufacturer: 18th km Marathonos Ave, Pallind Attiki, 15359
Country of manufacture: Greeces

TERTS
CAppearance

;identitication
UV
MELC
Dismetes
Water conterm
'F‘ws}rag&r Weight
' Disintagration thme

Dissolution

Uniformity of Dosage Units

Assay

Related substances
tenpuyity B

rapurity D

Any unknown Impurity
Teral impurities
beapurity B {hy Ph. Eur) -
tmpurity D (by Ph. Eur) -

Parameter Microbiological testing may be absentin the Quality certificate. Test is performed atleast vne batch per year,

- Certitication statement:

I hereby certify that the above infarmation is authentic and acewrate. This batch of product has been manufactured, ndw* e
packaging/labeling and quality control at the above menstionad site(s) in full compliance with the GMP requirements of the £U and
the locel Regqulatory Authority and with the specifications in the Marketing Authorization or product specification wio fo
Investigational Medicinal Products. The batch processing, packaging and analysis records as applicable were reviewed and lound 1o
| bein compliance with GMP. Any deviations were assessed according to the internal established QA procedures.

APPROVED BY (€ Manager or QC Supervisor):

 DATE:

By Pl Eur2.2.35

By Ph. fur22.29
internal method
By Ph. Eur 2512
By Fh, Eur 293
By Ph furd 91
by UV
spectrophotometry
By content uniformity

By HPLC
By HPLC

SPECHACATION

 Vellow to pale yellow, round, Biconver
ralints ambossed with *107 on one side,

Complies with the spectrum of the standard

Complies with standard

F.1402mm

= 6.0%

250.0mg 23.0%

“ 120sse

Dot lass than 5% {0 av 15 min

C For 180 units AY <150 or

For 20 units AV £15.0 and for all unis

j c} 75M <1254

5.0-105.0% of lnbel clalm

<0.5%

- 05%

«0.2%
%%.5%

2-methyl-510-dihydro-4 H-thienol2,3-b]-(1 Slbenzodiazepin-d-one
Tmethyl-d-(Z-methyl- 10 thienol2,3-b][1,5]benzodiazepin-4-yiipiperazine -1 -pxide

SAikolaos
eadof Qua

55 MG Chemis
trol, Qualified Per

: L’{) 4(}/

| 0.06%

Compiies
Complies

Complies
9 tmm
40%
250.8mg
25s8¢
95.6%
AV =94

Complies

0.002%
0.02%
0.02%




/JIOTOTUTT KOMITAHII/

(mepexJian)

CEPTUH®IKAT AHAJII3Y

NPOJYKT: OJIACIH®, Ta/1eTKH, 110 AMCHEePryIoThes B POTOBil
noposxkHuHi, mo 10 Mr Ne 28

Batch No.: 250954

Hara supoGuunTea: 03/2025

| Tepmin npuaarHocri: 03/2028

"Po3mip cepii: 6264 yrnakoBok

Cuna nit/Axrusnicts: 1 Tabnerka MicTuTh 10 MT ojlan3amniny

Po3mip Ta BHJI ynakoBKH: 7 TableToK y 6aicTepi; no 4 o;icrepu B KAPTOHHIH mavui

Jlikapcbica gopMa: TabJIeTKH, IO IUCTEPTYIOTECS B POTOBIH nopoHuHi, mo 10 mMr

Howmep Peectpauiiinoro mocBixdenus B YKpaiHi: UA/18649/01/02

Hasea Ta Homep Jinensii BupoGnuxa: [ikenepapm CA, Ne 0000000073/23/1

Ajpeca BupoOuuia: 18-if km Maparonoc Ase, Hajini ArTiki, 15351

Kpaina-pupoonnk: I'peuist

MOKA3BHUKH METO/IU CNIEHADIKAILLA
Omic o ) Blsyanbuuu Ta6aerkn Kpyrioi (bop'rvvm‘, BilL AKOBTOTO 110
KOHTPOJIEL GJ1iL0-2KOBTOr0 KOJAKOPY, JABOONYKII, 3 Biarosinae
| rpapipyBanmam “10” 3 emmoro 6oy, L
[nentudikanis
Yo €Bp. ®apm., 2.2.25 | Mac BiInOBiZATH CNIEKTPY poO3UAHY Bigrosingae
nopiBHAHHSA ] e
BEPX €sp. dapm., 2.2.29  Mac BianoBigaTH po3unHy NOpPiBHSNNS Bignosinae
Jiamerp Tabnerku BuyTpiwniii Mmeron ; 9.1£0.2mMM 9.1 MM
Boma €sp. Gapm., 2.5.12  £6.0% 40%
Cepennst maca €sp. ®apm., 2.9.5 | 250.0mr £3.0% 2508mr
Poznananus €sp. ®apm., 2.9.1 <120 cex 25 cex
Po3unHeHHs Meron Y@ He menme nix 85 % (Q) yepes 15 xs. 95.6 %
criexrpodoTomeTpii o
OHOPIIHICTD 1030BAHUX MeTtoa npsAMoro Mpuitvanniie uncio (AV) wis nepumx 10 TpuiiMansie ancio AV =
OJIMHUIb BU3HAYCHHS onuuuuk <15.0 abo
: 9.4
AV gas 30 ogununs <15.0 Ta gas yeix Bianaiae
o omuunns 0.75M<xi<1.25M
KinbkicHe BUSHaYeHHS BEPX 95,0-105.0% Bin 3asBienoi KinpkocTi 1964%
CyrposijHi JOMIIIKH BEPX
Tlomiuka B <0.5% 0.002%
Howmiuka D <0.5% 0.02%
Bynb-sika DOMilIKa <0.2% 0.02%
Cyma nioMimox <1.5% 0.06%

Jomiuixa B (by Ph. Eur.) — 2-methyl-5,1 0-dihydro-4H—thieno[2,3-b]-[1 ,5]benzodiazepin-4-one

Jowmiurka D (by Ph. Eur.) — 1-methyl-4-(2-methyl-10A-thieno[2,3-b][ | ,5]benzodiazepin-4-yl)piperazine- | -oxide

onHil cepil B pik.

LuM miaTBEPAKYIO,

3asiBa TIpo cepTHdiKaLio:
o BHILIEBKa3aHa iH(pOpPMALlS € AOCTOBI

TIAKyBAHHS/MApPKYBAHHs Ta TIPOBEACHO KOHTPOIB i AKOCT
BCTAHOBIICHMMH €BPONEHCHKIM Ta MICLIEBUM PErylIsTOPHHM OPraHOM, a TAKOK y BIAIOBI
B peecTpaliiinoMy OChe KpaiHu-IMIOpTepa YH B JIOCHE crrerh
ITpoTokony BUpOGHMUTBA, NAKYBaHHS Ta aHani3iB GynM NepernsHyTi i BCTaHOB
Bynu ouiHeHi BiAMOBIAHO 10 BHYTPILUHIX BCTAHOBJICHHUX npoueayp 3a0e3MeteHHs AKOCTI,

TTokasnuk MikpoGiomoriuna yucrora Moxe 5yTH BiCYTHIN ¥ Ceprudikarti sxocti. BUnpobysaHHs NpoBOAATH HIOHaHMeHIIEe Ha

proto i Tounoro. Jawa cepist TIPOAYKUIT BHIOTOBJIEHE, BKIIIOUAIOHMH
i Ha BULIEBKA3aHiH AiNBHUIN Y TTOBHIN signosigrocti 3 BumMoramu GMP,
nuocTi 31 crienngikamieno, o MiCTHTBCS
ikaliif Ha Tpemapat s AOCHIDKYBAHOTO JiKapChKOTO 3ac00y.
neno BignosimHicts GMP. Bynb-siki BiIXuieHHs

IIATA: 10.07.2025

BiIiny 3a6e3MCUCHAS TKOCTI):
Hikonaoc Tpeiisoc, Marictp ximii

3ATBEPJIKEHO: (Menemxkep 3abe3ncuents SKOCTI 4H KepiBHHK

KepiBHUK BifIily KOHTPOIIO AKOCTi, Y IOBHOBAXEHA ocoba

/TOTOTHUIT KOMITAHIL/
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