JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMMH Y KHIBCBKIM OBJIACTI

npos. Caitanunol Haxii, 3, M.Kuis, 02099, Ten/akc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOro B YKPAiHY JIIKapcbKOro 3acoly
01.06.2026 Ne 26371/26/1011
JIEBOKOM PETAP/1 ACIHO

(HalmeHyBaHHA JIKAPCLKOTro 3acofy 3rijHo 3 peecTpauifHuM MOCBiNYSHHAM)
TaGJIeTKH NPOJIOHroBaHOT Aif, mo 100 mr/25 mr, no 10 Taéaerok y Gaicrepi; no 10 6aicrepin y
KAPTOHHII nauni

((hopma BunyCKy, 103YBaHHS, BUI NaKyBaHHs Jlikapchkoro 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/16260/01/01 crpox aii peccrpauitinoro nocsinuenns 01.01.2099

Cepis nikapcrkoro 3acoby Ne 26010165 KinsxicTs BBE3€HOr0 Nikapcskoro 3acoby 4149
BupoGHuk Acino ®apma AT, Iseiinapis
(nalimenysaHns supoGHIKA NiKapCbKOro 3aco0y, KpaiHa NOXOmKEHH )
Baesero B Ykpainy ToBapucTBo 3 0GMeseno10 Bixnosigaasnictio "ACIHO YKPATHA",
inenr. kon: 42274733

(naiimeHyBanna Ta koj 32 €JIPTIOY ropumuutoi ocobu abo npissuiue, im'a, no 6arskosi disuunoi
0co6H - nianpuemus, i Micue NPoOXMBaKH Ta peecTpauiitHuit Homep o6/1iKoBOT KapTKH MIATHHKA
no/arkis abo cepis Ta HOMEP nacnopTa)

ITporokou sisyansnoro kourpomo sig 25.05.2026 Ne 1503/13.

3a pesyabraraMM JCPKAaBHOrO KOHTPOJIO BCTAHOBJEHO, 1O Jlikapchkuii 3aci6 BBezeHo B Ykpaiwy 3
JOTPUMAHHSAM BuMOT 3aKOHOJABCTBA LIOA0 3a0e3neueHHs SKOCTi TikapchKkux 3acobis.
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NEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitanunoi Hanii, 3, M.Kuis, 02099, res/daxc: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHCHOBOK
Npo AKICTL BBE3eHOro B YKpaiHy JikapcbKoro 3acody

01.05.2026 Ne 20080/26/10

JIEBOKOM PETAPJ ACIHO

(HaiiMeHnyBaHH$ NikapcbKoro 3acofy 3rijlHo 3 peecTpauifHiM NOCBiAUeHHAM)
Ta6/eTKH NpoJoHroBanoi aii, no 100 Mr/25 mr, no 10 raéaerok y Gaicrepi; no 10 6aicrepis y
KapPTOHHI#H mauui

(opma BHUMyCKy, A03YBAHHS, BH/ NAKYBaHHs JiKapchKoro 3acoby)
Howmep peectpatiiitioro nocsizuensa UA/16260/01/01 crpok aii peectpauiitnoro nocsiguctua 01.01.2099
Cepis nikapcrroro 3aco6y Ne 26010165 Kinbkicts BBE3€HOrO Nikapcehkoro 3acoby 5760

Bupo6uk Acino ®apma AL, Lllseiiuapis

(naliMeHyBanHs BHPOGHHKA JIKapehKoro 3acoBy, KpaiHa NOXOPKEHHS)

Baesewo B Yipainy ToBapueTBO 3 00MexeH o0 Bignosiganasuicrio "ACIHO YKPATHA",
inent. kon: 42274733

(HaiiMeyBanns Ta koz 3a CIPIIOY topuanutoi ocobu abo npissuiie, im'a, no Garskosi Gisuaroi
ocobu - minpueMus, i MicLe NposKMBAHHS T peecTpalliiiHui Homep 001iKOBOT KapTky niarHuka
noaarkis abo cepis Ta HOMep HacrnopTa)

Tporoxosn BisyansHoro kontpomo sig 22.04.2026 Ne 1121/3.

3a  pe3ynbTaTAMM EMKABHOIO KOHTPOJIO BCTAHOBNEHO, WO Nikapchkuit 3aci6 BBeseno B Ykpainy 3
JAOTPUMAHHSIM BUMOT 3aKOHOAABCTBA L0410 3a0E3NCHEHHS AKOCTI NiKapebKMX 3ac00iB.
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Batch Release Certificate / CepTudikar Bunywetoi Cepii
Certificate of GMP Compliance / CepTudikat BignosigHocti GMP

Name of the Product: /

Hassa MpogykTy:

Strength / Potency: /

Cuna aii / AKTUBHICTb!

Dosage Form: /
Jlixapcoka Gopma:

Package Size and Type: /
Tun Ta Poamip Ynakosku:

Date of Manufacturing: / 28.10.2025
Hara supoBHuursa:

Expiry Date: / 28.10.2029
TepMiH npuaatHocTi

Batch Number Bulk: / 25109357
Homep cepii “in bulk”;

Material Number in SAP: / 47307
Homep MaTepiany 8 SAP:

LEVOCOM RETARD ACING, prolonged-release tablets,
100 mg/25 mg Ne 100 (10x10) in blisters /
NEBOKOM PETAPL ACIHO, tabneTku nponaHrosarol Ail,
no 100 mr/25 mr Ne 100 (10x10) y BnicTepax

One prolonged-release tablet of Levocom retard Acino
100/25 contains 100 mg levodopa, 25 mg carbidopa
monochydrate which is equivalent to carbidopa/

AciHo 100/25 wictute: nesogonu 100 wmr, kapbigonwu
MOHOTIAPaTy, Wo signosigae kapdigoni — 25 mr

Prolonged-release tablets, 100 mg/25 mg /
Tabnetkv nponoHrosaxoi gii, no 100 mr/25 mr

10 tablets in blister; 10 blisters in carton box/
10 Tabnerox y 6nictepi; no 10 Bnictepie y kapToRHIA navui

Batch Number Finished 26010165
Product: /

Homep Cepii NoTosoro

[Mpoayxkry:

Batch size (in packs): / 9909
Poawmip Cepii (B ynaroskax):

Release Number of APl / 25087376, 25109122
Howmep sunycky A®:

Marketing Authorization UA/16260/01/01
Number: /

Homep Peectpauifttoro

MocsigyeHHs:

Name, Address and License Number of Manufacturer(s); / Hassa, Agpeca Ta Homep fiueHaii Bupobruka(-is):

Manufacturing, quality control, batch release; /
BupoBHuyTeo, KOHTPOMb SKOCTI, BUNYCK cepil:

Packaging: /
Ynakoska:

Country of Origin: / Kpaiva-snpobruk:

Importing Country: / KpaiHa-imnopTep:

Phone +41 44 555 22 00
E-mail info@acino.swiss

braw ) 1255 by 150628 Mo

Acino Pharma AG, Birsweg 2, 4253 Liesberg,
Switzerland, No. 512649-102755569 /

Acito ®apma Al, bipeser 2, 4253 NicBepr, Wsenyapis,
Ne 512649-102755569

Acino Estonia OU, Jaama 55b 63308, Polva, Estonia
GMP-No.:JV-16/24/17

Acivo EctoHist QY, xaama 556 63308, IMunea, EcTonig
HBIM- No.:JV-16/24/17

Switzerland / LLsenyapis

Ukraine / Ykpaixa




Certification $taternent: / 3asea npo Ceprudikaiyo:

| herehy certify that the above fnformation is authentic and accurate. This batch of product has been manufactured, including packaging
§ labeling and quality control at the above mentioned site (s) in full compliance with the GMP requirements of the Jocal Regulatory
Autherity amd witl the specifications in the Marketing Authorization of the importing couniry. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. / Uum ninraepixyto, Wo sulienkasana inthopwmauis €
AOCTORIPHOID | TOUHOK. [J2Ha CEpis BUTOTOBSIEHS, BKINOHAIINN YIAKOBKY | MAPKY BAHHA TS KCHTROML AKOCT, Ha BUlesralanin qinsyuy
y nogHii signosignocTi 3 BUMOraMu GMP nokansrux Kowrpormowunx Opranis, a Takox 3i cneyudikauinuy Peccrpauitnoro Jocne
gpaiHu-imnopTepa. MpoTononu BUPOBRIITEY, YIGKOBRY T4 aHanisy Gynn nepermanyTi | BCTaHoBNeHo gigrosignicys GNP,

Deviations occurred!BigxynennHa

DEV/IOOS/remarks
[Bigxunanuna/OOS/komeHTapi

Name and Position of Person,

who issued the Baich Release: /
{piasniie Ta nocaga ocolbn, KOTpa Byaana
A03IBIN Ha BUNYCK cepii:

Release Date: /
Hlara Bunycky:

No f Hi
No comments [ Bes komeHTapis
Krstic Andjela, Manager QA, Deputy of RP/FVP

Kpctiv Anpkena
MeaHemxep 3 akocT, 3acTynHuk YnosHosaxeHol ocobu 3

thapmarkoHarnaay/ynosuosaxeHa ccoba

03.02.2026 14:05:26

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall prevail,

¥ pasl Oyae-axux posBhHocTed ado CyMHIRIR Mix AHMUIACHKON T8 YRPATHCLROK MOBEMA, NEpeBary mae 4epein Ha aHninceKin MoB!L

Phone +41 44 8§85 22 00
E-mail info@acino. swiss

13, APR. 2074

Acirno Pharma AG Christian Ri
i Christ ey
CHuazg% Liesherg Senior Manager QA

Deputy QP



Certificate of Analysis | Ceptucpikat AHaniay

Name of the Product: /

Hazga lMpogykTy:

100 (10x10) in blisters/

Ne 100 (10x10) y Brictepax

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

NIEBOKOM PETAP[L ACIHO, Tabnetku nponoHrosaHol aif, no 100 mr/25 mr

Date of Manufactu'ring: / 28.10.2025 Batch Num};er Finished Producjt: / 56010165
Jara supoBHnyrea; Howmep Cepii ["otosoro lNpoaykry:
Expiry Date: / .. 28.10.2029 Batcb size (m packs): / ' 9909
Tepmin npuaaTHoCTi: Poamip Cepii (B ynakoskax):
Material Number in SAP: / Batch Number Bulk: /
Homep Martepiany 8 SAP: 47307 Howmep cepii “in bulk™ 25169357
Analysis Number: / Date of Analysis: /
Homep Axaniay: 657749 fara Ananiasy: i
Tests / Requirements / Egssur:tie/ﬂ"m Remarks /
MokasHukm akocTi Bumorn MKH yI MpumiTin
aranisy
Orange-brown, bi-concave, round tablet Complies /
Appearance / with rounded edges / Bignosigae
Onue Kpyrna, asoonykna tabnetika opankeso-
KOPWYHEBOrO KOMbOPY 3 OKPYrMUMU KpasimMu
Height / 3,2-3,8mm/ 3.4mm/
Bucora 3,2 3,8 MM 3,4 MM
Diameter / 9,0-94mm/ 9.1 mm/
[iameTp 9,0 - 9,4 Mm 9.1 Mm
Average mass / 217,7 mg % 5% (206,8 — 228,6 mg) / 2157 mg/
CepegHst maca 2177 wr £ 6 % (206,8 - 228,6 mr) 2157 mr
Uniformity of dosage sgrgzzz /
units / Conforms to Ph. Eur, 2.9.40/ Complies / B
OnHopigHicTk Bignosinae sumoram €ap. ®apm. 2.9.40 Bignosigae gargamg
[LO030BaHUX O4UHULE
mMeToa
fﬁfg;'gzg‘:ﬁ to Ph. Eur. 2.9.8
Bitfes Z70N/270H 9IN/91H [ €8p. Dapm.
o 2.9.8
PO3AABIIIOBAHHI
Ph. Eur.
‘évt\j‘it;rg’o‘g;mm / $4.0% 2.3% 2512/ Esp.
___________ Papm. 25,12
Q1 after 0,5 h (Levodopa): 12 - 27 %/ 19 % Ph. Eur. 2.9.3
Q1 vepes 0,5 rogunn (INesogona):12 - 27 % | €ap. Papm.
Q2 after 1 h (Levodopa): 38 - 53 % / 45 % 293
Q2 yepes 1 rogury (flesogona): 38 - 53 %
Q3 after 3 h (Levodopa): 290 %/ 103 %
Q3 yepes 3 roanku (Nesopona): 2 90 %
Dissolution / Q1 after 0,5 h (Carbidopa): 12 - 27 %/ 20 %
Po34nHEHHS Q1 vepes 0,5 rognnn (Kapbigona): 12 - 27 %
Q2 after 1 h (Carbidopa): 38 - 53 %/
Q2 uepes 1 roguHy (Kapbigona): 38 - 53 % 45 %
Q3 after 3 h {Carbidopa): 290 %/
Q3 vepes 3 rogunu (Kapbigona): = 90 % 100 %
Level L1, L2/ Bignosigae sumoram Tecty go
piust L2 L1

Phone +41 44 555 22 00
E-mail info@acino.swiss

¢()



Certificate of Analysis [ CeptudpikaT AHaniay

Mame of the Product: /
Haspa MNpopywry:

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

100 (10x10) in blisters/

NEBOKOM PETAPL ACIHO, Tabnetku npanokrosanol ail, no 100 mr/2s mr

Ne 100 (10x10) y BnicTepax

Pate of Maﬂnufacm’rmg: / 28.10.2025 Batch Num‘_t’)er Finished Produgt: { 26010165
[JaTa aupobruyrsa: Homep Cepii F'otosoro MNpogyxry:
Expiry Date: / Batch size (in packs): /

- Tepmin NpuaaTHOCT! eaiQiaten Poamip Cepii (B ynakoBkax): 9909
Material Number in SAP:{ % Batch Number Bulk: / -
Homep Martepiany B SAP: ki Hamep cepii “in bulk™ v?smgg‘ﬂ
Analyms Ngmger: / 657749 Date of /«\nhaigws: ! 05.12.2025

- Homep Arauniay: Data Anarniay:

Results /

Tests / Requirements / Peaynbrary Remarks /

MokasHuky SKOCT] Bumory MKHA et MpumiTri
anarniay

identity / lpeHtudirayis

Levodopa test A The retention time of the principal  Complies/

(HPLC, DADY/
Resogona Tect A (BEPX,
DAD)Y

Carbidopa test A
{HPLC, DAD)/
KapBinona tect A (BEPX,
DAD}

peaks in the chromatogram of the
HPLC assay obtained with the test

| solution is approx. the same as that of

the peaks of levodopa and carbidopa
in the chromatogram obtained with
the reference solution and DAD
identification of levodopa and
carbidopa by using spectral data from
the reference solution.
Alternatively, in the
diode array detector. /
Uac yTprumyBakks rofioBHUX nNikis Ha
Xpomarorpami snnpobysaHore posvuHy,
OTPUMEHOT NPW RINBKICHOMY BUIHAUSHHI,
NOBUHEH BIANOBIAATY Yacy yTpuMysaHHa
nikis~ nesogonwn 1 xapBigonn  Ha
XPOMETOrpam CTaHAaPTHOTO PO3UYUHY i
DAD  (RiopHO-MaTPUMHWG  ASTEKTOD)
inestuhikadis nesogony Ta kapdigonu 3
BAKOPUCTAHMSIM  CHEKTPANbHUX  JaHUX
CTAHMAPTHOrO POJ-UHY.

ABG ANLTEPHATURHO, SIRLLLO HE
BAKOPUCTOBYETHCH  AIOAHO-MaTRU-HWY
OETEKTOP,

absence of a

Bignosinag

Complies /
Bignoginae

‘Levodopa test B
{HPLC, IR}/
Neaonona rect B (BEPX, I4)

1. The retention time of the principal
pesks in the chromatogram obtained
with the test solution is approx. the
same as that of the peaks of levo-dopa
and carbidopa in the chromatogram
obtained with the reference solution /
Yac yTpuMyBaHHA FOROBHUX KB Ha
xpoMarorpami sBunpolBysBaHoro posdnHy,
OTPVMAHOT NPY KINBIICHOMY BUBHAUSHHI,
nosuHer BIANOBIAATY Yacy YTPUMYBAHHA
nikis  nesogonv i kapbigonw  Ha
Xpomarorpami CTaHAapTHOTO PO3UINHY.

2. Levodopa: IR-spectre/ [esopona:

He nposoansest

Y-cnexrp.

Phone +41 44 555 22 00
E-mail info@acino swiss

Not performed / |




Certificate of Analysis / Ceptuchikat Ananisy

v

2 Product: / LEVOCOM RETARD ACINQ, prolonged-release tablets, 100 mg/25 mg Ne
Hasea Mpoayxry: 160 (10x10) in blisters/
NEBOKOM PETAPL ACIHO, TabneTw nponorrosanol ail, no 100 mr/25 wr
Ne 100 (10x10) y BnicTepax
Date of Manufacturing: / . Batch Number Finished Product: /

Hara supobuuursa: 28102028 Homep Cepil Fotosoro MNpoaykry: 26040189
Expiry Date: / v Batch size {in packs): /

TepmiH npuAaTHOCT: 28.10.2029 Poamip Cepil (B ynakoskax): 8909
Material Number in SAP:/ Batch Number Bulk: /

Howmep Matepiany B SAP: Arsor Homep cepii "in bulk™ 25109357
Analysis Numb&r: { 657749 Date of An'aiysis: / 05.12.2025
Homep Ananiay: Hata Ananiay:

Tests / Requirements / Results / Remarks /
MokasHuky fioCT Bumory MK# PeaynpraTi Mpumitiu
aHaniay
Carbidopa test B Carbidopa: chemical reaction with | Not performed /
{test E)/ cupri-tartaric solution R/ He nposoguscH
Kapbinona tect b (tect E) KapBigona: ximivna peaxuist 3 migHo-
TapTpatHim peakTsom R

Assay [ KinbicHe BuaHaverHs.

Levodopa / 95,0 ~ 105,0 mg (100,0 mg + 5%) / 101.2 mg / HPLC /
Jlesonona 95,0 — 105,0 mr (100,0 mr £ 5%) 101.2 mar BEPX
Carbidopa / 23,75 - 26,25 mg (25,0 mg & 8%} [ 2476 myg | :
Kap6inona 23,75 26,25 wr (25,0 mr + 5%) 24.76 mr

Purity” / Nlomiwku"

Methyidopa / HPLC/
Merungona $05% 0.3 % BEPX
3,4-Dihydroxyphenylacetone / " o

3,4- DurigpokcuderinalleTox $08% 0.3 %
3,4-Dihydroxybenzaldehyde /

3,4~ Qurinpokeubensanbieriy $0.2% <0.1 %

Tyrosine / <0.5% <0.1 %

Tupo3uH
Hydrazino propionic acid/ <0.2 % <0.1%

(G pasuHIpONIoHOBa KNCHOTE s

gxo-hydrazino propionic acid/ <0.5% <01 %
KCO-TiPa3InHNPOoNioHosa

WCNOTa

MMF-propanoic acid-E/Z /

MMF-nponaHosa kuenota-£/7 £0.2% <0.1%

Individual unknown impurities

{from carbidopa)?/ £0.2% <01 %

fonsigyansHa Hesinoma

Jomika (noxigHa 3 kapGigormwy? |
Individual unknown impurities
{from levodopa) ¥/ $0.125 % < 0.100 %

IHamBigyanbHa Heeigoma
gomiwka (noxigHa 3 nesogonu)®!

Phone +41 44 555 22 00
E-mail inffoacino.swiss



Certiticate of Analysis / CepTudikaT AHanizy

oy

Name of the Product: /
Hazsa Mpogykry:

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 m§/25 mg Ne

100 (10x10) in blisters/

Ne 100 {10x10) y BnicTepax

NEBOKOM PETAPL ACIHO, TaBneTin nponoxrosanol ail, no 100 mr/25 mr

Date of Manufactu‘ring: / 28.10.2025 Batch Num?er Finished Produc?t: / 26010165
[ata supofruursa: Homep Cepii Fotosoro MNpoayKry:
Expiry Date: / Batch size (in packs): /
TepmiH npyuAaTHOCTI: 28.10:2028 Poamip Cepii (8 ynakoskax):. B1803
Material Number in SAP: / Batch Number Bulk: /
Homep MaTepiany B SAP; Arsor Homep cepii "in bulk™ 251103851
Analysis Number: / Date of Analysis:/
Homep Axanisy: GSrT43 [ata Ananiay: 05.12:2025
Tests / Requirements / Results / Remarks /
IMokasHukn AKOCT Bumoru MKA PesynbraTn MpumiTkn
anariay
Individual unknown
impurities of unknown <£0.2% <01 %
origin® /
nausigyanbHa Hesigoma
AOMiLLKa HeBIAOMOro
NOXOMKEHHAY
Sum of all unknown
impurities / £0.5% <0.1 %
Cyma HeBIgOMUX AOMILLIOK o
Hydrazine "9 / Migpagun ¥4 | <200 ppm < 200 ppm HPLC/ BEPX
Identity of Quinolone UV spectrum shows characteristic | Not performed / uv/voe
yellow® / maxima / He nposoansca
lpeHTUdiKaLis XiHONIHOBOTO Y®-cnexTpy NoKaayoTs sianoBigHi
xosroro® MaKCUMYy MU
identity of iron oxide® / Comparison of characteristic| Not performed / AAS | AAM
lneHTudiKayis okenay absorption obtained for the test He nposoanses
3aniza® solution and the reference solutions
or formation of blue precipitate on
addition of potassium
hexacyanoferrate(ill))  MopisHAHHA
ONTUYHNX FYCTUH A5 BUNPODYBAHOrO |
CTaHAapTHOro pPO3UMHIB abo
YTBOPEHHR  CUHBLOrO  Ocagy  rpw
A0faBaHHi kanito rekcauiaHodepparty
{1
Identity of titanium dioxide | Comparison of characteristic| Positive /
/ absorption obtained for the test| NosuTueHui
lgemmcbmaum TUTany solutlpn and the reference solutx?ns AAS | AAM
nioxcuay | TIOPIBHAHHA ONTUUHWUX TYCTHH 4ANd
punpoBysaHoro i CTasgapTHoro
pO3-nHIB ]
Microbiological guality® / MikpoBionoriura uucrora
TAMC / $10° CFU/g/ Not performed / Ph. Eur.
3aransHa KinbkicTs agpobrux | He Binswe 10° KYO/r He nposoguacs 2.6.12, 2.6.13,
MiKpoopraHiamis 5.1.4/€sp.
TYMC / <102 CFU/g/ Not performed / Gapm. 2.6.12,
3aranbHa KinbKicTb He Binbuwe 107 KYO /r He nposoanscs 2.6.13.5.1.4
APPKOKOBUX Ta MIliCeHEBuX
rpubie
E.coli/ Absencein1g/ Not performed /
scherichia coli BigcytHicTbB 11 He nposoauscs

Phone +41 44 555 22 00
E-mail info@acino.swiss
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Certificate of Analysis / Ceptudcpikat Aranisy

Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

Hassa [Mpoaykry: 100 (10x10) in blisters/
NEBOKOM PETAP[L ACIHO, TabneTkn nponorrosarol 4ii, no 100 mri25 mr
Ne 100 (10x10) y 6nictepax

Date of Manufacturing: / Batch Number Finished Product: /

Jara supobruyrsea; 280,202 Homep Cepii lotosoro lNpoaykry: 28040865

Expiry Date: / Batch size (in packs): /

 Tepmid npuaaTHocTi: 28.10.2029 Poamip Cepii (B ynakoskax): 9909

Material Number in SAP; / Batch Number Bulk: /

Homep MaTtepiany B SAP: 4307 Howmep cepii “in bulk”" ESANSESH

Analysis Number: / Date of Analysis: /

Homep AHanisy: i [Harta Ananisy: 09.12.2025

1} For explanations to the limits set refer to section 3.2.P.8.1 of the dossier / 1) [lns nosicHerHs mex gus. p. 3.2.°.8.1 focke.
2) LOD: 0.05 %, LOQ: 0.1 %, both calculated with reference to the carbidopa peak. For the assignment of unknown impurities to the

parent compound refer to section 3.2.P.5.2 of the dossier. / 2) LOD: 0.05 %, LOQ: 0,1% 0Bnasa aHaUerHs poapaxosani 3a nikom kapdigornn -

3 XPOMETOrpEMY CTAHAAPTHOIO pasumnny. [iis suanadeHHs HEBIAOMOT OMILLIKK BUXIZLHOT CNOMYKIM aus. B ceruii 3.2.P.5.2. nocke

3} LOD: 0.05 %, LOQ: 0.1 %, both calculated with reference to the levodopa peak. For the assignment of unknown impurities to the
parent compound refer to section 3.2.P.5.2 of the dossier. ! 3) LOD: 0,05 %, LOQ: 0,1% 00ua8a 3HaueHHs Pospaxoaani 3a nikom nesoaony
3 XpOMATOrpamy CYaHRapTHOro posuvHy. [Ns BU3HBYEHRR HEBIGOMOT 4OMILLIKK BAXIAHOT cnosyku Aus. 8 cexuii 3.2.P.5.2, 1ocke.

4) Calculated based on amount carbidopa. / 4) PoapaxosyeTbes, Basyiouncs Ha KinekocTi kapbigony.

5) Test is performed on every 10th batch, colouration of the cores/filil coated tablets is routinely monitored (iPC)./ 5) Tacr riposonstt
Ha kokHin 10-itt cepii, hapbysanms apep / TabneTok, BkpUTX 0B0NOHKOIO PYTUHE MOHITOPSTL (IPC).

B) Test is performed on the first three full scale batches and thereafter at least twice a year. / 6) Tect (posoaaTs Ha nepuvx 3-x
NPOMUCIIOBYX CEPISX | NOTIM, NPUHANME ABIYI Ha pik

Name and Position of Person, Krstic Andjela, Manager QA, Deputy of RP/FvP

who issued the Batch Release: / KpcTiv ARpxena

Mpissue Ta nocaga ocobu, koTpa sBugana MeHegxep 3 skocTi, 3acTynHuk YnosHoBameHo! ocobu 3
A03BIN Ha BUNYyCcK cepil: hapmaroHarnagy/yrnosHosaxeHa ocoba

Release Date: /

[ata Bunycky: 03.02.2026 14:05:26

Acino Pharma AG”?”@%’ES?“%&%’? mﬁg%}i‘

Birsweg 2 o

CH'/'I;.).STB Li@Sb@rg :)G’Hlﬁr))l Mdt”déi?;r QA _,_/{ '/i{/_/ :
Deputy Q :

/
In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language

version shall prevail. / Y pa3i Syae-skux poadikHocTen abo CyMHIBIB MK BEPTIAMU BHIMINCLKOI0 T YKPATHCLKOI0 MOBAMY
nepesadxHy Cury mae sencis aHrmifcbKow MoBOH.

Phone +41 44 555 22 00
E-mail info@acino.swiss






NEPKABHA CJYXKBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIA OBJIACTI

npos. Ceitnnusoi Hanii, 3, m.Kuis, 02099, en/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo AKiCTL BBe3eHOr0 B YKpaiHy JiKapchbKoro 3acody

23.01.2026 Ne 1736/26/10

JEBOKOM PETAPJ ACIHO

(saiiMenyBasHs Nikapcbkoro 3acofy 3rifHO 3 peeCTpatiiHUM HOCBII4EHHSM)
Ta6JIeTKH NPoJoHroBanoi aii, o 100 Mr/25 mr, no 10 tabierok y 6aicrepi; no 10 oaicrepin y
KapTOHHi# mayui

(popma BUIYCKyY, N03YBalHA, BUA IaKyBaHHA TiKapebKoro 3aco0y)
Homep peecrpaniiinoro noceinuenns UA/16260/01/01 erpok aif peecrpauiiitoro nocsinuens 01.01 .2099
Cepis nikapeskoro 3acoby Ne 25110455 KinbkicTs BBe3eHOr0 Aikapcskoro 3acoby 9871

Bupo6Huk Acino ®apma AT, llIBeitnapis

(saiiMeHyBaHHA BUPOGHHKA JiKapChKOro 3aco6y, KpaiHa NOXOuKeH )

Baeseno B Yipainy ToBapucTBo 3 06MeskeHor0 Binnosinanenictio "ACIHO VKPAIHA",
inent. kom: 42274733

(uaitmenysanus Ta xox 32 €JIPIIOY topuuu4Hoi ocobu abo mpissuiLe, iM', O 6aTbKOBI (PisHyHOT
0co6H - nignpuemu, il Micue npoxuBanHs Ta peecTpauiiinui HoMep 061iKOBOT KAPTKM MUIATHIKA
nozaTkis abo cepis Ta HOMEp nacropTa)

Tporokoa Bizyaasnoro kourpoiio iz 22.01.2026 Ne 0077/4.

3a  pesyNbTaTaMH JIEPKABHOTO KOHTPONIO BCTAHOBIEHO, 1O JKapchkui 3acib  BBE3eHo B Vkpainy 3

JOTPUMAHHAM BUMOr 3aKOHOJABCTBA IIOJO0 3a6e3neueHHs SKOCTi JiKapchKuX 3aco0iB.

Onera CPbOMEHKO

(nipre) {inigjamy Ta upispHILE)




Batch Release Certificate / CepTudikar Bunywenoi Cepil
Certificate of GMP Compliance / CepTudikaT BignosigHocti GMP

Name of the Product: /

Hassa NpoayKkTy:

Strength / Potency: /

Cuna aii / AKTUBHICTE:

Dosage Form:/
Nikapceka dopma:

Package Size and Type: /
Tun Ta Poawmip Ynaxkosku:

Date of Manufacturing: / 13.08.2025
[lara BupobHuyTsa:

Expiry Date: / 13.09.2029
TepMit npuaaTHoCTi

Batch Number Bulk: / 25087988
Homep cepii “in bulk™

Material Number in SAP: / 47307
Homep Martepiany 8 SAP:

LEVOCOM RETARD ACINO, prolonged-release tablets,
100 mg/25 mg Ne 100 (10x10) in blisters /
NEBOKOM PETAP[ ACIHO, TaBneTii NponoHrosaHol ail,
no 100 mr/25 mr Ne 100 (10x10) y BnicTepax

One prolonged-release tablet of Levocom retard Acino
100/25 contains 100 mg levodopa, 25 mg carbidopa
monohydrate which is equivalent to carbidopa !

1 TabneTka NPoNoKHroBaHoi 4l npenapary JieBokom peTapy
AciHo 100/25 micTuTh; nesogonu 100 wmr, xapGigonu
MoHOriApaTy, Lo Bianosigae kapGigoni — 25 mr

Prolonged-release tablets, 100 mg/25 mg/
TaBnetkn nponoxrosaol Ail, no 100 mr/25 mr

10 tablets in blister; 10 blisters in carton box/
10 Tabnetok y BnicTepi; no 10 GnicTepis y KapTOHHIA riadi

Batch Number Finished 25110456
Product: /

Howmep Cepii FoTosoro

Mpoaykry:

Batch size (in packs): / 9 859
Poamip Cepii (B ynakoekax):

Release Number of APL: / 25054646, 25087376
Howmep sunycky ADL:

Marketing Authorization UA/M6260/01/01
Number: [

Homep PeectpauidHoro

MocBigueHHs:

Name, Address and License Number of Manufacturer(s): / Hassa, Appeca Ta Homep Nliuensil BupoGHuka(-is):

Manufacturing, quality control, batch release: /
BupoGHMLTBO, KOHTPORb AKOCTI, BUNYCK Cepil:

Packaging: /
Ynaroska:

Country of Origin: / Kpaixa-supobHuk:

Importing Country: / Kpaina-imnopTep:

Phone +41 44 555 22 00
E-mail info@acino.swiss

Acino Pharma AG, Birsweg 2, 4253 Liesberg,
Switzerland, No. 512649-102755569 /

Acito ®apma AT, bipcser 2, 4253 NicBepr, Weenuapia,
Ne 512649-102755569

Acino Estonia OU, Jaama 55b 63308, Polva, Estonia
GMP-No.:JV-16/24/17
AciHo EcToxis QY, [xaama 556 63308, Munea, EcToHin
HBIM- No.:JV-16/24/17

Switzerland / Wseituapis

Ukraine / YxpaiHa

/

Pye.aic. No7H /
06 0226 /




Certification Statement: / 3assa npo CepTudikatyito.

1 hereby certify that the above information is authentic and accurate, This bateh of product has heen manufactured, including packagiog
/ tabeling and quality control at the above mentioned site {s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. / Lum ninTeepakyio, WO BUlleBKasanad inchopmaiis ¢
NOCTORIPHOIO | YouHDHO, flana Copin BUrOTORNEHE, BIITIOHAKYK YNAKOBKY | MapKYBAHHS TA KORTPOI SIKOCTI, HA BULE3TAABHIA AirtHau
y noBrif BIANOBIAHOCTE 3 BUMOTaMY GWMP nioxanbauX Koutpomosouux Opraxin, a Takox i crnouudikaniamu Peccrpauiiinoro Jocke
kpainu-imoptepa. fpoTokonu BrpoHULTBa, YIIEBKOBKY Ta ananisy Syny nepernsiHyTi | BCTaHOBAGHO pignorigricte GMP.

Deviations occurred/Biaxungrma No / Hi Acing Pharma AG
DEVIOOS/remarks No comments / bea xomerTapie ?L:S’ZV}%QD% sl
BiaxuresHa/OQS/KomeHTap LH-Gco5 LigsDerg
Name and Position of Person, Christian Rieger,

who issued the Batch Release:/ Senior Manager QA, Deputy of FvP/QP

Mpissuwe ta nocaaa ocobu, koTpa supana KpicTin Potep,

O3B Ha BUWITYCK cepil: Menemxeap 3 aKocTi, 3aCTyrnHuk Yrosropaxerol ocobu 3

hapmakorarnaay/Yrosropaxera ocoba

Release Date: /
. 08.12.2025 14:44:55 ;
Hara Bunycry: 08 JAN, 9076 /

in the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall prevail.
1Y pasi Bysb-aunx posBbeHocTed ado CyMHIBIB MK AHITIRCEKOIO Té YHPATHCHKOIO MOBAWMK, Nepesary mae BEPGIS Ha anrMACHKIA MoBi.

senior Manager QA
Deputy QP

Phone +41 44 565 22
E-mail info@acino. swiss



Certificate of Analysis / CepTuchikat Ananiay

Name of the Product: /

Hasea lpoayxTy:

100 (10x10) in blisters/

Ne 100 (10x10) y BnicTepax

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

NEBOKOM PETAP[ ACIHO, TabneTiu nposioHrosarol gif, no 100 mr/25 mr

Date of Manufactu{ring: / 13.09.2025 Batch Num‘?er Finished Produgt: / 25110456
[ata supobrnuTBa: Homep Cepii FoTosoro [pogykty:
$xpiry Date: / ) 13.09.2029 Batch size (m packs): / ‘ 9850
epMiH NpuaAaTHOCTI: Poamip Cepil (B ynakoskax):
Material Number in SAP: / Batch Number Bulk: /
Homep Martepiany 8 SAP: anS07 Homep cepii “in bulk™: 25087988
Analysis Number: / Date of Analysis: /
Homep AHanisy: 646750 [laTa AHaniay: 28.10.2025
Tests / Requirements / S:gu;tj;m Remarks /
MokasHmky AKOCTI Bumoru MKA v MpumiTkn
ananisy

Orange-brown, bi-concave, round tablet Complies /
Appearance / with rounded edges / Bignosinae
Onue Kpyrna, fgeoonykna TabneTka oparxeso-

KOPUYHEBOrO KONbOPY 3 OKPYTNUMU Kpaamu
Height / 3,2-3,8mm/ 3.4mm/
Bucora 3,2 - 3,8 MM 3,4 MM
Diameter/ 9,0 -9,4mm/ 9.1 mm/
HiameTp 9,0 ~ 9,4 MM 9,1 mm
Average mass / 217,7 mg £ 5% (206,8 — 228,6 mg) / 214.8 mg/
CepegHa maca 217,7 mr + 5 % (206,8 - 228,6 wmr) 214,8 mr
Uniformity of dosage SZr?;’?ii?'l /
units / Conforms to Ph. Eur. 2.9.40 / Complies /

- ) : : : PO3PAXYHKOBO-
OnHopigHICTE Bignosiaae sumoram €sp. Gapm. 2.9.40 Bianosifae R EFGEIR
[030BaHNX OAMHMLb — |
Resistance (o Ph. Eur. 2.9.8
‘é“,’?“.'“g J >70N/2 70 H 86 N /86 H / €8p. dapw.

TiAKICT NpU.— 998
PO3AABMIOBAHHI
Ph. Eur.
‘é"&t;r;o‘z:e"“ <4.0% 2.3 % 2512/ €ap.
dapm. 2.5.12
Q1 after 0,5 h (Levodopa): 12 - 27 %/ 20 % Ph. Eur, 2.9.3
Q1 uepes 0,5 roguru (Neeopona): 12 - 27 % | €8p. Gapm.
Q2 after 1 h (Levodopa): 38 - 53 %/ 46 % 2.9.3
Q2 uepes 1 roguHy (Nesopona): 38 - 53 %
Q3 after 3 h (Levodopa): 2 90 %/ 103 %
Q3 vepes 3 rogutu (Jlesoaona). 2 90 %
Dissolution / Q1 after 0,5 h (Carbidopa): 12 - 27 %/ 21 %
Po34uHEHHS! Q1 uepes 0,5 roauHu (Kapbigona): 12 - 27 %
Q2 after 1 h (Carbidopa): 38 - 53 % /
Q2 uepes 1 roguHy (KapBigona): 38 - 53 % 48 %
Q3 after 3 h (Carbidopa): 290 %/
Q3 uepes 3 rogutu (KapGigona): 2 90 % 102 %
Level L1, L2/ Bignosinae sumMoram Tecty A0
pigHs L2 L1

Phone +41 44 555 22 00
E-mail info@acino.swiss
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Certificate of Analysis / Ceptuchikat AHanisy

Name of the Product: /
Hassa [Mpoaykry:

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

100 (10x10) in blisters/

FIEBOKOM PETAPJ ACIHO, TabreTky nponoxroBaxol 4ii, no 100 mr/25 mr

Ne 100 (10x10) y 6nicrepax

Date of Manufacturing: / 13.09.2025 Batch Num?er Finished Product: / 25110456
Hara supobHursa: Homep Cepii [otogoro MNpoaykry:
Expiry Date:/ ‘ 13.09.2029 Batcr} size (m packs): / 9 859
Tepmir NpwaaTHOCTE Posmip Cepii (B ynakoskax):
Material Number in SAP:/ Batch Number Bulk: /
Homep Marepiany B SAP. 47307 Homep cepii “in bulk™ 25087988
Analysis Number: / Date of Analysis: /
Homep Ananisy: 648130 [ara Ananiay: 28.110:2029
Tests / Requirements / g:ju;ﬁ;m Remarks /
ToKasHnKK AKOCTI Bumoru MKA v Mpumitky
aHaniay
Identity / |[nenTundixauis:
Levodopa test A The retention time of the principal | Complies /
(HPLC, DAD)/ peaks in the chromatogram of the | Bignosigae
Nesogona tect A (BEPX, HPLC assay obtained with the test
DAD) solution is approx. the same as that of
the peaks of levodopa and carbidopa
in the chromatogram obtained with
the reference solution and DAD
identification of levodopa and
carbidopa by using spectral data from
the reference solution.
Alternatively, in the absence of a
diode array detector. /
Carbidopa test A gagM yTTprvmg{ia:H: réJﬂBOBH:)( mmsm Ha
(HPLC, DAD) / pomarorpami 8UnpobyBanoro POSHIRY, | ¢4 mpies /
KapBinona Tect A (BEPX, OTPUMAHOT NPY KifbKICHOMY BU3HA4YEHH], Blgnoeiaae
DAD) MOBUHEH BIANOBIAATY HaCY yTpUMYBaHHS
nikie nesopgonu i kapBigonn  Ha
XpoMaTorpami CTaHAapTHOrO PO3YNHY i
DAD  (aiogHO-MaTpUYHKUA AETEKTOP)
ineHTUchikalis nesoaony Ta kapbinonu 3
BUKOPUCTAHHAM  CNekTpanbHUX AaHux
CTAHAAPTHOrO POBUURY.
ABO  anbTepHAaTUBHO, FKILO  He
BUKOPUCTOBYETHCA  [I0AHO-MATPUYHUA
OeTeKTop.
Levodopa test B 1. The retention time of the principal | Not performed /
(HPLC, IR)/ peaks in the chromatogram obtained | He nposoauscs
Nesopona TecT B (BEPX, I4) | with the test solution is approx. the
same as that of the peaks of levo-dopa
and carbidopa in the chromatogram
obtained with the reference solution /
Uac yTpUMyBaHHS rOMOBHAX MikiB Ha
xpomarorpami BunpoBysaHoro posduHy,
OTPUMEHOT NP KiNbKICHOMY BUBHAYEHHI,
nosuHeH BignosigaTy Yacy yTpumysaHHs
nikis  neeogonu | kapbigonu  Ha
xpomarorpami CTaHaapTHOro PO3HUHY.
2, Levodopa: IR-spectre./ Jlesogona:
[Y-crnekrp.

Phone +41 44 555 22 00
E-mail info@acino.swiss
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Certificate of Analysis / CepTudikat AHanisy

2

[HamMBiayancHa Hesigoma
gomiuika (noxigHa 3 nesogonu)®

Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne
Hasga MNpoaykry: 100 (10x10) in blisters/
NNEBOKOM PETAP[ ACIHO, TaBneTku NponoxrosaHol ait, no 100 mr/25 wr
Ne 100 (10x10) y Bnictepax
Date of Manufas:tu‘ring: / 13.09.2025 Batch Num?er Finished Produc.t: { 25110456
[laTa BupobHuyTBa; Homep Cepil [oToBoro MNpoAykry:
Expiry Date: / Batch size {in packs): /
TepMit npUaaTHOCTI: 13.09.2029 Poamip Cepii (B ynaxoskax): S8e8
Material Number in SAP:/ Batch Number Bulk: /
Homep Matepiany 8 SAP: 47307 Homep cepii “in bulk™: 25087988
/}:nalysis Numper: / 646750 Date of An_alysis: / 28.10.2025
omep AHaniay: [ata AHanisy:
Tests / Requirements / Results / Remarks /
NoxasHnkK |KOCTI Bumory MKA PesynbtaTtin MpumiTkn
aHaniay
Carbidopa test B Carbidopa: chemical reaction with | Not performed /
{test E)/ cupri-tartaric solution R/ He nposoauscs
KapBinona TecT b (tect E) KapBinona: ximiyHa peakuis 3 miaHo-
TapTpaTHUM peakTusom R
Assay [ KinbKicHe BASHaYEHHR:
Levodopa / 95,0 — 105,0 mg (100,0 mg £ 5%}/ 100.7 mg/ HPLC /
Jlesogona 95,0 — 105,0 mr (100,0 mr + 5%) 100.7 mr BEPX
Carbidopa / 23,75 — 26,25 mg (25,0 mg £ 5%) / 24.99 mg/
KapBigona 23,75 — 26,25 mr (25,0 mr + 5%) 24.99 mr
_Purity" / lomiuia®)
Methyidopa / HPLC/
MeTungona S0.5% 0.4 % BEPX
3,4-Dihydroxyphenylacetone / ° o
3,4- [urigpokcudeninaleTor S8 0.3 % o
3.4-Dihydroxybenzaldehyde /
3.4- Qurippokcubersanbaeria £0.2% <0.1 %
Tyrosine / S0.5% <0.1 %
Tuposu R
Hydrazino propionic acid/ <0.2% <0.1 %
ligpasusnponioHoBa KUCNoTa -
Oxo~hydrazino prqpionic acid/ <0.5% <01 %
QOkco-rigpasvHnponioHosa
_knenora -
MMF-propanoic acid-E/Z /
MMF-nponarosa kucnota-E/Z £02% <0.1 %
individual unknown impurities
(from carbidopa)?/ $0.2% <0.1 %
IHauBigyanoHa Hesigoma
aomiwka (noxigHa 3 kapBigonu)?
individual unknown impurities
(from levodopa) 3 £0.125% < 0.100 %

Phone +41 44 555 22 00
E-mail info@acino.swiss
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Certiticate of Analysis / CepTudikat AHanay

Name of the Product: /
Haaea Mpogyxry:

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg NQ

100 (10x10) in blisters/

NEBOKOM PETAPL ACIHO, TaGneTku nponoxrosaHol il no 100 mr/25 mr

Ne 100 (10x10) y Bnictepax

Date of Manufacturing: / Batch Number Finished Product: /
[aTa BupobHuurea: 13.09.2025 Howmep Cepii MoTosoro MNpogykry: 25110456
Expiry Date: / ’ 13.09.2029 Batcr_\ size (m packs): / ‘ 9 859
Tepmid NpUOaTHOCTL: Poamip Cepii (8 ynakoskax):
Material Number in SAP:/ Batch Number Bulk: /
Homep Martepiany B SAP: 47307 Homep cepii "in bulk™ 25087968
Analysis Number: / Date of Analysis: /
Homep Axanisy: 646730 [ara Ananisy: 28.10.2025
Tests / Requirements / Results / Remarks /
MokasHWKK SIKOCTI Bumoru MKA PesynbTati Mpumitin
ananisy
Individual unknown
impurities of unknown £02% <01 %
origin? /
|HovBigyancHa Hesigoma
[OMiLLIKa HEBIAOMOTO
noXoOMKeHHs 2
Sum of all unknown
impurities / <05% <01 %
Cyma HEeBIAOMUX AOMILLOK
Hydrazine V% [ Tigpasux”® | < 200 ppm < 200 ppm HPLC / BEPX
identity of Quinolone UV spectrum shows characteristic | Not performed / Uv/vyo
yellow® / maxima / He npoBoauscs
|aeHTUdiKaLis XiHoMHoBOro Yd-cneKkTpu nokasyoTs BiONOBIAHI
wopTOrod MaKCMMY MW
Identity of iron oxide® / Comparison  of  characteristic| Not performed / AAS | AAM
[neHTudikauis oxcuay absorption obtained for the test He nposoauscs
zaniaa® solution and the reference solutions
or formation of blue precipitate on
addition of potassium
hexacyanoferrate(ll))  TopisHsitHHA
ONTUYHMX TYCTUH 4Ns BunpoBysaHoro i
CTaHaapTHoro PO34MH(B abo
YTBOPEHHA  CUHLOTO  ocady  npu
fofasaHHi kasio rekcauianogeppary
(1
Identity of titanium dioxide | Comparison of characteristic| Positive/
/ absorption obtained for the test NosutveHWA
l,quTMd)lKaLUﬂ TUTaHY solutxpn and the reference solutions AAS | AAM
niokeugy | TopiBHAHHS ONTUYHNX TYCTUH AMA
punpofysaHoro i CTaHAapPTHOro
PO34UHIB
Microbiological quality® / MikpoBionoriyna uncrota
TAMC/ £10° CFU/g/ Not performed / Ph. Eur.
3aranbHa KinbkicTs aepobHnx | He Ginbwe 10° KYO/r He nposoausca 2.6.12,2.6.13,
MiKpOOPraHiamis 51.4/€sp.
TYMC / <10 CFU/g !/ Not performed / ®apm. 2.6.12,
3aransHa KinpKicTb He 6inbwe 102 KYO /r He nposoguscs 2.6.13,5.14
APDKAXOBUX Ta NIiCEeHeBUX
rputis U S —
E. coli/ Absencein1g/ Not performed /
scherichia coli BigcyTtricteB 11 He nposoauscs

Phone +41 44 555 22 00
E-mail info@acino.swiss
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Certificate of Analysis / Ceptuchixar Ananisy

Name of the Product: /
Haspa MNpogyrTy.

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 myg Ne
100 (10x10) in biisters/

NEBOKOM PETAP] ACIHO, Tabnetkv nponorrosaral i, no 100 w25 wr
Ne 100 (10x10) y Bnicrepax

Da,te of Maﬁnufactu‘rmg: 13.09.2025 Batch Nﬁumper Finished Produc‘t: ! 55110456
Hata supobHuyrsa “UEY | Homep Cepii ['oTosoro [Tpoaykry:
Expiry Date: / Batch size (in packs): /
Tepmid npuaaTHocT: 15/09.2029 Poamip Cepii (B ynakoskax): 98359
e e oon s oAb, | 737 | Fiowep capiln buc: 25087088
. Analysis Number: / Date of Analysis: /
- Homep Ananisy: 546730 Jlarta Ananiay: 75.Th. a8 )

1) For explanations to the limits set ref
2} LOD: 0.05 %, LOQ: 0.1 %, both caleu

parent compound refer to section 3.2.P.

2 XPOMATOIPAMIA CTHAAPTHOED POSHWIY.
3y LOD: 0.05 %, LOQ: 0.1 %,
parent compound refer to section 3.2.P
3 XPOMATOrPAMIA CTAHAANTHOID POBHMHY.

4) Calcutated based on amount carbidopa. / 4} PoapaxosyeTbCst, Gasyl4uch
5) Test is performed on every 10th batch, colouration of the cores/film ¢oate

Ha kot 10+ cepil, thapBysakna saep

6) Test is performed on the first three full scale b

poth calculated with reference to the levodopa peak. For the

3
3

r 1 1) s rosicHeH s MEeX Ve, p. 281 qocus,

lated with reference to the carbidopa peak. For the assignment of unknown impurities to the

5.2 of the dossier. / 2) LOD: 0,08 %, LOQ: 0.1% 00unaa dHauauma po3paxosaHdi 3a rikomM xapBien

Lina BusHauEHHs REBIAOMOT AUMILLIGA BUXIAHOT CTIONYIK 413, B ceruil 3.2.P.5.2. jocke.
assignment of unknown impurities to the

ofivzBa HAMERHS POIPAX0Bati 3a BiKOM NEBoAcHH

i

I.2.P5.2 poche

er to section 3.2.P.8.1 of the dossie

5.2 of the dossier. [ 3)LOD: 0,06 %, LOQ: 0.1%
LISt BASHAUSHHS HEBIGOMOT A0MILIKA BAXIZHOT CNONYKY 4us. B Ceui
Ka KinwKooTi kapbinonw.

d tablets is routinely monitored (1PC).J 5} TeCT npOBOARTE
[ TaBneToK, BrpuTIX OGCIOHKGIO DY TUHO MOHITODATS (IPC).

atches and thereafter at least twice a year. [ 6) TeCT Aposeasms va nepuinx 3-x

APOMACTIOBAX CEPIAX i FOTIM, ADUAHARNMI BN HE DIK

Name and Position of Person,

who issued the Batch Release: /
Mpissuiye Ta nocaga ocobu, koTpa Bujana

[0aBin va sunyck cepii:

Release Date: /
Nara Bunycuy:

Acino Pharma AG
Birsweg 2

Christian Rieger, g )
o p  CH-4253 Liesberg

Senior Manager QA, Deputy of FvP/Q
KpicTin PoTep,

MeHemxep 3 AKocTi, 3acTynHUK YnosHoBaMeHo! 0cobu 3
thapmakoHarnsfy/YnosHoBaxeHa ocobia

08.12.2025 14:44:55

(8, JAN. 2026

;’,u.,&‘
Rt

i

enior Manager QA

eger

i -

Depuiy OF

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language

version shall prevail. [ Y paai Bye-

AKX poaBiiHocTel 450 Cymuinip Mix sepciAMiA ARFNICLIOIC T8 YRPATHCHIOH MOsaMU

NEPeBIDKHY CHNY MAE BEPCIA aHITIRCEKOIC MOBOK.

hone +41 44 586 22 00
-mail info@acing.swiss
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JAEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIU OBJACTI

npos. Citnnunoi Hauii, 3, M.Kuis, 02099, ten/dpaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHUCHOBOK
Npo SIKiCTH BBE3€HOr0 B YKPaiHY JiKapchKOro 3acody

23.01.2026 Ne 1735/26/10

JIEBOKOM PETAPJ ACIHO

(HaiiMeHyBaHHa iKapchKoro 3aco0y 3rijiHO 3 PECCTPaLiiHUM MOCBIAEHHAM)
Ta6aeTKHN NpoJoHroBaHoi aii, mo 100 Mr/25 mr, no 10 Ta6uerok y 6aicrepi; nmo 10 Gaicrepis y
KapTOHHiH nayui

(dopma BHMYCKY, 103yBaHHs, BH NAKy BaHHA NiKapcbKOro 3acofy)

Howmep peecrpauiitioro nocsinuenns UA/16260/01/01 crpok i peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcpkoro 3aco6y Ne 25110457 Kinbkicts BBe3eHOro nikapceskoro 3acoby 4896
Bupobhik Acino ®apma AT, 1Iseiiuapis
(naliMeHyBarHs BUPOBHHMKA NIKAPCLKOrO 3ac00y, KPaiHa MOXOLKEHHA)
Baeseno B Ykpaity TosapucTBo 3 06mMexeHolo BignosizansuicTio "ACIHO YKPAIHA",
inent. kon: 42274733

(maiiMeHyBanus Ta kon 3a €JIPTIOY 1opranunoi ocoGu abo npizsuule, iM's, no 6atbkosi disnunoi
0co6H - TiANpHeML, i MiCUe NPOXKUBAHHS Ta peecTpaLiitimi HoMep 061iKOBOI KapTKK NaaTHHKa
noaarkis aGo cepis Ta HOMEp nacnopTa)

Iporokoa Bisyaasnoro kourposio six 22.01.2026 Ne 0077/3.

3a  pe3ynbTaTaMH EKABHOIO KOHTPOMIO BCTAHOBAEHO, IO Jikapcbkuii 3acib  BBeseHo B Ykpainy 3
JAOTPHMAHHSIM BHMOT 3aKOHONABCTBA WO 3a0e3NeUeHHs AKOCTI JiKapChKMX 3aco0iB.
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Batch Release Certificate / Ceprudpikat Bunywenoi Cepii
Certificate of GMP Compliance / Ceptudikar Bignosigrocti GMP

Name of the Product: /

Hasea MNpoaykry:

Strength / Potency: /

Cwvina aii / AKTUBHICTb!

Dosage Form: /
Nikapcbka dopma:

Package Size and Type: /
Tun ta Poamip Yrakosku:

Date of Manufacturing: / 04.09.2025
[lata BupobHuuTea:

Expiry Date: / 04.09.2029
TepmiH NpugaTHocCTi:

Batch Number Buik: / 25087957
Homep cepii “in bulk™

Material Number in SAP: / 47307
Homep Marepiany 8 SAP:

LEVOCOM RETARD ACINO, prolonged-release tablets,
100 mg/25 mg Ne 100 (10x10) in blisters /
NIEBOKOM PETAP[ ACIHQ, tafnetin nponorHrosaHol Ail,
no 100 mr/25 mr Ne 100 (10x10) y Bnicrepax

One prolonged-reiease tablet of Levocom retard Acino
100/25 contains 100 mg levodopa, 25 myg carbidopa
monohydrate which is equivalent to carbidopa /

1 TaBneTka nponoHrosaxol Al npenaparty flesokom peTaps
Acito  100/25 wmicTute: nesogonw 100 wmr, kapBigonw
moHorigpary, wo signoeigae xapbigoni — 25 mr

Prolonged-release tablets, 100 mg/25 mg /
Tabnetkwn nponoxrosaHol 4il, no 100 mr/25 mr

10 tablets in blister; 10 blisters in carton box /
10 Tabnetox y Brictepi; no 10 Bnictepia y kapToHHIA na4ui

Batch Number Finished 25110457
Product: /

Homep Cepii [oTosoro

MpoayxTy:

Batch size (in packs): / 4896

Poamip Cepii (B ynakoskax):

Release Number of API: /
Homep Bunycky Adl:

25054645, 25043586

Marketing Authorization UA/16260/01/01
Number: /
Homep Peectpauinroro

MoceigueHHs:

Name, Address and License Number of Manufacturer(s): / Ha3ssa, Anpeca Ta Homep Jliyerail BupoBuuka(-is):

Manufacturing, quality control, batch release: /
BupoBHUUTBO, KOHTPOML AKOCT], BUNYGK cepii:

Packaging: /
Ynakoska:

Country of Origin: / Kpaina-BupoBHuk:

Importing Country: / KpaiHa-imnopTtep:

Phone +41 44 555 22 00
E-mail info@@acino.swiss

Acino Pharma AG, Birsweg 2, 4253 Liesberg,
Switzerland, No. 512649-102755569 /

Acino ®apma AT, Bipcser 2, 4253 NicGepr, Waeilapis,
Ne 512649-102755569

Acino Estonia OU, Jaama 55b 63308, Polva, Estonia
GMP-No.:JV-16/24/17
Acino EctoHis OY, [braama 556 63308, Munea, EcTonin
HBM- No..JV-16/24/17

Switzerland / LLseiyapia

Ukraine / Yxpaiva

botwe e ti00 L1y 208 <6 a/:/



Certification Statement: / 3asisa npo Ceprudirailiio:

| hareby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging
i labeling and quality control at the above mentioned site {s} in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing, packaging and
, records were reviewed and found to be in compliance with GMP. 7 lum nigrseparyo, 1o Bueskadana ivpopmanis «
AOCTORIPHOW | TONHOIO, [IaHa Cepist BUTOTOBNOHA, BIFIOYRIONA YIEKOBKY / MAPKYBAHHS TA KOHTPOSIL SKOCT, HA BULearananin ainssmu
v nopHii sinnorianoct 3 Bumorami GMP rokansuux Kowrpomowounx Oprasis, a takox 31 cneundixauinuy Peectpagiiinoro Jocee
wpainv-imnoprepa. Npotokony supobuuuraa, yrakosrr 1a avanizy Synu nepernanytii pcranonneno sianosinnicyn GMP.

Deviations occurred/BinxwnerHs No lHi
Acino Pharma AG

Birsweg 2
CH-A4253 Liesberg

DEVIOOSremarks No comments / bes KoMerTapis
Biaxunens/OOSiomeHTap

Name and Position of Person, Christian Rieger,

who issued the Batch Release: / Senior Manager QA, Deputy of FyP/IQP

Mpisaue Ta nocana ocoby, KOTpa BUJana KpicTin Potep,

AO3BIN HA BUIMYCK Cepii: MeHeDKep 3 SKOCT], 3aCTYNHUK YIOBHOBEXEHOT 0cobN 3

chapmaroHarnagy/yYnossosaxera ocoba

Release Date: / v,
laTa Bunycky: 08.12.2025 13:44:10 08, AN 2070

{n the event of any discrepancies or doubt between English and Ukrainiart language versions, the English language version shall prevail,
1Y 02l Byb-simx POABBKHOCTEN abo CyMHIBIE MM aNIMIICHKOID T8 YRDFHCHKOK MOBAMA, NEPEBATY MAE BEPCIR Ha anMNCLKIR most,

3

ek PV S g FD 3
Christian Rie
lanagey QA

Lenior

Deputy OF

55 22 00
N0.SWISS

Phone +41 44
E-miall info@
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Certificate of Analysis / CepTudikar Ananiay

Name of the Product: /
Hasea Mpogyxty:

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne
100 (10x10) in blisters/
IEBOKOM PETAP[ ACIHO, taBneTkn nporoxrosarol aii, no 1 00 mr/25 wmr
Ne 100 (10x10) y BnicTepax

Date of Manufacturing: / Batch Number Finished Product: /
[ara supobHuyraa: 04.09.2025 Homep Cepii Totosoro Npoayxry: 25110457
Expiry Date: / Batch size (in packs): /
TepMiH NpruaaTHOCTI: 04,02:2029 Poamip Cepil (B ynakoskax): ke
Material Number in SAP: / Batch Number Bulk: /
Homep MaTepiany B SAP: 47307 Homep cepii “in bulk”: 230B7SST
Analysis Number: / Date of Analysis: /
Homep Adaniay: BAS473 [ata AHanisy: #8:10:2823
. Results /
Tests / Requirements / Remarks /
MokasHnKy AKOCTI Bwaorm MK#A Pesy{waaTm MpuwmiTkn
ananiay
Orange-brown, bi-concave, round tablet Complies /
Appearance / with rounded edges / Bignoginae
Onuc Kpyrna, aeoonykna TabneTka OpaHKeso-
KOPUYHEBOrO KOMbOPY 3 OKPYTINMU Kpasmm
Height / 3,2-3,8mm/ 3.4 mm/
Bucota 3,2~-3,8 MM 3,4 Mm
Diameter / 9,0~94mm/ 9.1 mm/
[iameTp 90-94 mm 9.1 MM
Average mass / 217,7 mg + 5% (206,8 — 228,6 mgq) / 215.0 mg /
CepeaHs maca 217,7 mr = 5 % (206,8 — 228,6 mr) 215,0 mr
Uniformity of dosage by mass
units / Conforms to Ph. Eur. 2.9.40 / Complies | variation /
OpHopiaHicTs Bignosinae sumoram €ap. ®apm. 2.9.40 Bignosigae gg:ss:%m(oso-
[1030BAHUX O4UHMLD
METOq
Sfuss';ﬁgcf 0 ] Ph. Eur. 2.9.8
Erliiicts 270N/270H 88 N /88 H | €sp. Qapm.
7 pv 2.9.8
po3gaeosarHi
Ph. Eur.
g’&tcfg’ozr:e”t ’ <4.0% 2.4 % 2.5.12 ] €ap.
Papm. 2.5.12
Q1 after 0,5 h (Levodopa): 12 - 27 % / 18 % Ph, Eur. 2,93
Q1 uvepes 0,5 roauxn (Jlesogona):12 - 27 % | €sp. Papwm.
Q2 after 1 h (Levodopa): 38 - 53 %/ 45 % 29.3
Q2 uepes 1 roaudy (flesogona): 38 - 53 %
Q3 after 3 h (Levodopa): 2 90 %/ 103 %
Q3 uepes 3 rogunn (Jlesoaona): 2 90 %
Dissolution / Q1 after 0,5 h (Carbidopa): 12-27 %/ 20 %
Po3unHEeHHR Q1 uepes 0,5 rogunu (Kapbigona): 12 - 27 %
Q2 after 1 h (Carbidopa): 38 - 53 %/
Q2 vepes 1 rognry (Kapbinona): 38 - 53 % 47 %
Q3 after 3 h (Carbidopa): 290 %/
Q3 vepes 3 roaunnu (KapBigona): 2 90 % 103 %
Level L1, L.2 / Bignoeinae sumoram tecry 4o
piHs L2 L1

Phone +41 44 555 22 00
E-mail info@@acino.swiss



Certificate of Analysis / CepTuchikat Ananisy

Name of the Product: /
Hasea Mpoaykry:

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

100 (10x10) in blisters/

Ne 100 (10x10) y GnicTepax

Date of Manufacturing: / 04.09.2025 Batch NumPer Finished Produc.t: / 25110457
[arta snpobHuurea: Homep Cepii oTrosoro Mpoaykry:
Expiry Date: / Batch size (in packs): /
Tepmid NpnAaTHOCTI: 0409.202¢ Poamip Cepii (B ynakoskax): 4580
Material Number in SAP:/ Batch Number Bulik: /
Howmep Marepiany B SAP: 4h307 Homep cepil “in bulk™ 23087054
Analysis Number: / Date of Analysis: /
Homep Arnaniay: 643473 Dara Ananiay: 28:10:2025
Tests / Requirements / Results / Remarks /
[MokazHuKm SKocTi Bumorn MK PesyanaTM Mpumitky
aHanigy M
Identity / |genTtudbikauis:
L.evodopa test A The retention time of the principal | Complies /
(HPLC, DAD)/ peaks in the chromatogram of the | Bignosigae
Nesogona tect A (BEPX, HPLC assay obtained with the test
DAD) solution is approx. the same as that of
the peaks of levodopa and carbidopa
in the chromatogram obtained with
the reference solution and DAD
identification of levodopa and
carbidopa by using spectral data from
the reference solution.
Alternatively, in the absence of a
diode array detector. /
: Yac yTpuMyBaHHS rONOBHWX Mikis Ha
Carbidopa test A - ;
(HPLC, BAD) T Surpeyesnoro Soeu | compis
Kapbigona tect A (BEPX, ' | Bignosipnae

DAD)

NOBUHEH BIANOBIAATH Yacy YyTPUMYyBaHHs
nikis  nesopgony i kapbigonw  Ha
XpomarTorpami CTaHLapTHOTO POIUNHY |
DAD  (piogHO-MaTpUYHU  AeTeKTop)
ineHTudikauis nesogonu ta kapbigonu 3
BUKOPUCTAHHSAM  CNEKTPanbHUX  OaHnX
CTAHLAAPTHOTO PO3YUHY.

ABo anbTePHATUBHO, AKLO He
BUKOPUCTOBYETLCA  BIOAHO-MATPUYHMNA
LETeKTop.

Levodopa test B
(HPLC, IR)/
Tlesogona tect b (BEPX, 14)

1. The retention time of the principal
peaks in the chromatogram obtained
with the test solution is approx. the
same as that of the peaks of levo-dopa
and carbidopa in the chromatogram
obtained with the reference solution /
Yac yTpumyBaHHR rofioBHux Mikis Ha
xpomaTorpami BunpoByBaHoro posvuHy,
OTPUMAHO! fpK KINbKICHOMY BU3HAYEHHI,
NOBUHEH BIANOBIAATY Yacy yTPUMYBAHHR
nikis  nesogornm i kapbigonw  Ha
XpomaTorpami CTaH4apTHOro PO3HUHY.
2. Levodopa: IR-spectre./ Nlesopona:
IM-cnexTp.

Not performed /
He nposoausca

Phone +41 44 555 22 00
E-mail info@acino.swiss
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Certificate of Analysis / CepTudikat Ananisy

Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne
Hasea Mpopyxry: 100 (10x10) in blisters/
NEBOKOM PETAPT ACIHO, taBneTku nponoxrosarol aii, no 100 mMr/25 mr
Ne 100 (10x10) y bnictepax

Date of Manufactu'ring: / 04.09.2025 Batch NumPer Finished Produgt: / 25110457
[aTta BupobHuyrsa: Howmep Cepil ['otosoro Mpoayxry:
Expiry Date: / Batch size {in packs): /
TepmiH npugaTHocTi: 04.09-2029 Poamip Cepii (B ynakoskax). 4.696
Material Number in SAP: / Batch Number Bulk: /
Homep Marepiany B SAP: ke Homep cepii “in bulk”: 25087957
Analysis Nurnt?er: f 645473 Date of An‘al)fsis: / 23.10.2025
Howmep Axaniay: [ata AHaniay:
Tests / Requirements / Results / Remarks /
lNoxasHuKky AKOCTI Bumoryn MKA PesynesraTu Mpumitku

AAAAAA awaniay
Carbidopa test B Carbidopa: chemical reaction with | Not performed /
(test E}/ cupri-tartaric solution R/ He npoBoguBecs
KapBinona Tecr b (rect E) KapBigona: ximiuHa peakuist 3 MigHo-

TapTparthium peakrtnsom R

Assay [ KinbkicHe BuaHaveHHs:
l.evodopa / 95,0 - 105,0 mg {(100,0 mg * 5%) / 99.3 mg / HPLC /
Nlesopona 95,0 — 105,0 mr (100,0 mr £ 5%) 99.3 mr BEPX
Carbidopa / 23,75 — 26,25 mg (25,0 mg £ 5%) / 2448 mg/
KapBinona 23,75 — 26,25 mr (25,0 Mr + 5%) 24.48 mr
Purity" / Jomiwku®
Methyldopa / HPLC/
Merungona $0.5% 0.4% BEPX
3,4-Dihydroxyphenylacetone / o o
3,4- [urinpokcudrerinalueroH 5i018% 08 o
3,4-Dihydroxybenzaldehyde /
3.4- [uriapokcubensansaeria £0.2% <0.1 %
Tyrosine / <05% <0.1 %
TuposunH
Hydrazino propionic acid/ <02 % <01 %
[lgpasuHnponioHoBa KncnoTa R
Oxo—hydrazmo propionic acid/ <0.5% <01 %
Okco-rigpazmKHnporniososa
rucnoTa
MMF-propanoic acid-E/Z [
MMF-nponarosa kucnota-E/Z £0.2% <0.1 %
Individual unknown impurities
(from carbidopa)?/ $02% <0.1 %
IHanBigyanbHa Hesigoma
gomiluka (noxiaHa 3 kapbigony)?
Individual unknown impurities
(from levodopa) 3/ <0.125 % < 0.100 %
IHguBigyansHa Hesinoma
fomiwka (noxigHa 3 nesogonu)®

Phone +41 44 555 22 00
E-mail info@acino.swiss




Certificate of Analysis / Ceptudikat AHaniy

[

Name of the Product: / LEVOCOM RETARD ACINOQ, prolonged-release tablets, 100 mg/25 mg Ne
Haassa Mpopykry: 100 (10x10) in blisters/
NEBOKOM PETAP/[ ACIHO, tabneTku nponoHrosaxoi gii, no 100 mr/25 mr
Ne 100 (10x10) y Bnicrepax
Date of Manufactu‘ring: / 04.09.2025 Batch Num?er Finished Produc't: / 25110457
[ata supobHuyrea: Homep Cepii lotoeoro lNpoaykty:
Expiry Date: / ) 04.09.2029 Batch size (m packs): / _ 4 896
TepmiH npuaaTHOCTI: Posmip Cepii (B ynakoskax):
Material Number in SAP: / Batch Number Bulk: /
Homep Matepiany 8 SAP: A7307 Homep cepii "in bulk™ 2503785%
Analysis Nufnk?er: / 645473 Date of An_alysis: / 23.10.2025
Homep Axanisy: Hata Ananiasy:
Tests / Requirements / Results / Remarks /
MoKkasHWKK AKOCTI Bumoru MKA PesyneTatn MpumiTky
anarnisy
Individual unknown
impurities of unknown £0.2% <0.1 %
origin? /
HausinyanbHa Hesigoma
AOoMiLIKa HEBIAOMOTO
NOXOKEHHAZ!
Sum of all unknown
impurities / £05% <0.1 %
Cyma HeBigoMux 4oMILIoK
Hydrazine U/ Tigpasns4) | <200 ppm < 200 ppm HPLC / BEPX
Identity of Quinolone UV spectrum shows characteristic | Not performed / uv/ve
yellowd / maxima / He nposoguscs
lneHTudikayis XiHoniHOBOro Y®-cnekrtpy nokasyoTb BignosigHi
koBTOro® MaKCHmMyMu
identity of iron oxide® / Comparison  of  characteristic| Not performed / AAS | AAM
laerTudikayia okengy absorption obtained for the test| He npoeoguscs
3anisa® solution and the reference solutions
or formation of blue precipitate on
addition of potassium
hexacyanoferrate(lll)/  MNopiBHsAHHA
ONTUYHUX rYCTUH ANa BunpobysaHoro i
CTaHAApPTHOrO PO3UnNHiB abo
YTBOPEHHA  CUHLOrO — ocagy npu
[ofaBaHHi kanio rekcauianodepparty
(Hn
Identity of titanium dioxide | Comparison of characteristic| Positive /
/ absorption obtained for the test| NosutusHni
laenTudbikawia TuraHy solution and the reference solutions
diokcuay | [opiBHAHHA ONTUYHWUX [yCTUH 418 AAS [ AAM
BunpoByBaHoro I CTaH4apTHOro
PO3umnHiB
Microbiological quality® [ MikpoGionoriuna unctora ®
TAMC / <10° CFU/g/ Not performed / Ph. Eur.
3aransHa KiNbKICTb aepobrux | He Binswe 103 KYO/r He nposoaguscs 2.6.12,2.6.13,
MIKDOOPraHiaMmiB 51.4/€sp.
TYMC / <102 CFU/g ! Not performed / dapm. 2.6.12,
3araneHa KNbKICTs He Binbwe 102 KYO Ir He nposoguscs 2.6.13,5.14
APIKAKOBUX Ta nNiceHesnx
rpubie
E.coli/ Absenceintg/ Not performed /
scherichia coli | BigeyTtHicteB 1 1 He nposoaunscs ]

Phone +41 44 555 22 00
E-mail info@acino.swiss
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Certificate of Analysis | Ceptudikar Ananisy

Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne
Hassa [poaykry: 100 (10x10} in blisters/

JIEBOKOM PETAPL ACIHQO. TabneTkn nponorrosaxol Ail, no 100 mri2b mr
Ne 100 (10x10) y GnicTepax

e i e |04002025 | omonero Moo | 25710457
?Zgr:: ;{1 E;Kga/mocﬂ: 04.09.2029 gg;;?ps(‘”zfif: ?Bp;rﬁfo)f;iax): 4896
it Number AT | oy | sacnMmbermulel | zsooroo

1) For explanations to the limits set refer to section 3.2.P.8.1 of the dossier / 1} fins nosicHekng mask ang. p. 3.2.P.8.1 fotke.

2)1L.0OD: 0.05 %, LOQ: 0.1 %, both calculated with reference to the carbidopa peak. For the assignment of unknown impurities to the

parent compound refer to section 3.2.P.5.2 of tha dossier. / 2; LOD: 0,05 %, LOC: 0,1% obuara 3rauedHs pospaxoEan aa riom kapbineny

3 XPOMATOMPAMM CTAHAANTHOIO POIUMHY. L1151 BUAHAHEHHS HERIAONMOT AOMILLKN BUXigROT criony auna. B cexyt 3.2.° 5.2, gocwe.

3) LOD: 0.05 %, LOQ: 0.1 %, both calculated with reference to the levodopa peak. For the assignment of unknown impurities to the

parent compound refer to section 3.2.P.5.2 of the dossier./ 2) LOD: 0,08 %, LOQ: 0,1% 06unpa snatsrha pO3PAxoBaki 33 NIKOM NEBGACI

3 XPOMATOCNAMY CTAMEAPTHOIO PO3UMHY, [INs BUaHAUSHHS HEBIROMOT AUMILIKM BUXIZHO! CNONYKW AWS. B cenii 3.2.P 5.2 aotne.

4) Caloutated based on amount carbidopa. / 4) PoapaxopyeThes, Saniounch Ha KinbKooT kapBigonn

5) Test is performed on every 10th batch, colouration of the cores/film coated tablets is routinely monitored (tPC). 1 5) Tecy npoBoasT

s kowetinn 10+ cepil, dapByaanyn agep / TaBNaTok, BXpUTIAK 0BCROHKCI) PYTUHO MORITOPATH (IPC).

8) Test is performed on the first three full scale batches and thereafter at least twice a year, / 8) TeCr npussanTh Ha NRDWNK 3

AROMIACTIOBNX Ceplstx | NOTIM, NpWuHaRMH R HE | . -
LOMUCIIORUX Ceplisix | noTiM, NpuHaimMu Rl Ha DIk AcinG Pharma AG

Birsweq 2

Name and Position of Person, Christian Rieger, CH-4253 Lieshery
who issued the Batch Release: / Senior Manager QA, Deputy of FvP/QP

Mpissuwe Ta nocaga ccodbu, KoTpa BRAana Kpictin Porep,

A03BiN Ha BunRyCK cepil MeHeakep 3 arocTi, 3acTynHuK YnoerosaxeHol 0coby 3

hapmaronarnsay/YnosHosaKEH? ocoda

Release Date: / " . o
flata Bunycky: 08.12.2025 13:44:19 U JAN 06 oA

Christian Rieger

ar QA

Senior Mat

Deputy

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language
version shall prevail, { Y paai Syge-fcax poabixrocted alo cymuinia Mix sepcismn AHINIRCHKCK TA YRPATHCBKDI MOBEMA
NEPEBARHY CHTY Mae BERCIA SHITTIHCHKOK MOBOID.

Phone +41 44 555 22 00
E-mail info@Qacino.swiss






JTEPKABHA CJIVKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHiBCBKIN OBJIACTI

npoB. Citmuuroi Hanii, 3, m.Kuis, 02099, tex/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKicTH BBe3eHOro B YKpaiHy JiKapchbKoro 3acody

23.01.2026 Ne 1737/26/10

JJEBOKOM PETAPJ ACIHO

(naiiMeyBaHHs NiKapcHKOTO 3acoBy 3riHO 3 peecTpauifiHiuM HOCBLAMEHHSM)
Ta6JeTKH MPOJIOHIroBaHoi Aii, 1o 100 Mr/25 mr, no 10 TaGreTok y Gaicrepi; mo 10 Guicrepis y
KAPTOHHIN mavui

((popma BUIYCKY, NO3YBAHHS, BUJ [IAKYBaHHs iKapCLKOro 3acoly)
Howmep peecrpaniiinoro nocsinuenns UA/16260/01/01 crpox aii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 25110456 KinbkicTs BBe3eHOTo Jlikapchkoro 3acoby 9859

BupoGHuK Acino ®apwma AT, lIseituapis

(HaiimMeHyBanHs BUPOGHHKa JiikapchKoro 3acoby, KpaiHa TMOXOUKEHHS)

Baesero B Yipainy ToBapucTBo 3 odMekeHo0 Bixnosinansuicrio "ACIHO YKPAIHA",
inent. wox: 42274733

(HaHMEHyBaHH}I ta ko1 3a CIPIIOY ropuamssoi 0ocobu abo npissuiue, iM's, 10 6aTbKOBi (i3HUHOT
ocobu - mianpueMus, i Micue NpOKHBAHHS T pccc-rpammmu Homep 00/1iKOBOT KapTKH ILIaTHHKa
nozatkis abo cepis Ta HOMEp nacrnopra)

Ipotokon Bizyansnoro kontpoio sia 22.01.2026 Ne 0077/5.

3a  pesynbTaTaMH  JEpXAaBHOTO KOHTPONIO ~BCTAHOBJIEHO, 1UO JIiKAPChKHH 3aci6 BBe3eHo B YKpainy 3

AOTPUMAHHSAM BUMOT 3aKOHOJABCTBA WIO/0 3a0€3NeeHH AKOCT niKapchKuX 3acobiB.

P sy y
7N —
QM"\\ V Onsra EPLOMEHKO

{rinmuc) (iniuiany Ta apissuie)




Batch Release Certificate / Ceprudikat Bunyweroi Cepii
Certificate of GMP Compliance / CepTudikat BignosigHocti GMP

Name of the Product: /

Hasga Mpoaykry:

Strength / Potency: /

Cuna ail / AKTUBHICTb:

Dosage Form:/
Jlikapcbka Popma:

Package Size and Type: /
Tun Ta Po3mip Ynakosku:

Date of Manufacturing: / 13.09.2025
[aTa supobruyrsa:

Expiry Date: / 13.09.2029
TepmiH NpULaTHOCTI:

Batch Number Bulk: / 25087988
Homep cepit "in bulk”:

Material Number in SAP: / 47307
Homep Matepiany 8 SAP:

LEVOCOM RETARD ACINQ, prolonged-release tablets,
100 mg/25 mg Ne 100 (10x10) in blisters /
NEBOKOM PETAPL ACIHO, TabneTin nponotxrosaxol 4,
no 100 mr/25 mr Ne 100 (10x10) y bnictepax

One prolonged-release tablet of Levocom retard Acino
100/25 contains 100 mg levodopa, 25 mg carbidopa
monochydrate which is equivalent to carbidopa/

1 TabneTka nponoHrosaxoi ail npenapary flesokom peraps
Acio  100/25 mictute: resogonu 100 wmr, kapbigonu
moHariaparty, wo signosigae kapbigoni~ 25 mr

Prolonged-release tablets, 100 mg/25 mg /
Tabnetku nponoxrosarol A4il, no 100 mr/25 mr

10 tablets in blister; 10 blisters in carton box/
10 Tabnetok y HnicTepi; no 10 GnicTepis y KAPTOHHIA navui

Batch Number Finished 25110456
Product: /
Homep Cepii FoTosoro

Mpoaykry:

Batch size (in packs): / 9 859
Poamip Cepii (B ynakoskax):

Release Number of APL:/ 25054646, 25087376
Homep sunycky AdI:

Marketing Authorization UA/16260/01/01
Number: /

Homep Peectpallintoro

[MNoceiguerHs:

Name, Address and License Number of Manufacturer(s): / Hassa, Agpeca Ta Homep Niuexsii BupobHuka(-is):

Manufacturing, quality control, batch release: /
BrpoGHWUTBO, KOHTPOML RKOCTI, BUNYCK Cepii:

Packaging: /
Ynakoska:

Country of Origin: / KpaiHa-supobHuk:

Importing Country: / KpaiHa-imnopTep:

Phone +41 44 555 22 00
E-mail info@acino.swiss

Acino Pharma AG, Birsweg 2, 4253 Liesberg,
Switzerland, No. 512649-102755569 /

Acitio ®apma AT, Bipceer 2, 4253 NlicBepr, Waenuapis,
Ne 512649-102755569

Acino Estonia OU, Jaama 55b 63308, Polva, Estonia
GMP-No.:JV-16/24[17
Aciro Ectoris QY, [bkaama 556 63308, MNunea, EcToHis
HBIM- No..JV-16/24/17

Switzerland / Weeiuapist

Ukraine / Yxpaina

P aee. NoTH
g 0746




7

g

Certification Statement: / 3assa npo CepTudikalio:

| hereby certify that the ahove information is authentic and accurate. This batch of product has been manufactured, including packaging
| tabeling and quality control at the above mentioned site {s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications inn the Marketing Authorization of the importing country, The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. / lum nigTsepikyio, WO Builenrazana iucpopraiiia ¢
AOCTORIPHOW | TOMKHDIO, flana Copis BUrOTORNEHE, BRIOHAKIMK YTIAKOBKY / MADKYRAHHA T& KOHTPOML AROCTI, HE BULLE3TEAAHIN AlnbHud
y nosuin signosigtocti 3 Bumoram GMP noxanbHuX KoHTponoiux Oprania, a Takox 3i cneuudpikaniamy PeecTpaulinoro Hocke
gpainp-imnoprepa. NpoTokony BupobHuuTsa, YHakonki 1a ananisy Synu nepornaryTi | BCTaHOBNERO wipnonignicts GMP.

Deviations occurred/Bigxunenms No / Hi Acino Pharma AG
el

DEVIOOS/remarks No comments / bea koMeHTapis L:!}ZSZ;;Q‘?D 2L' —_—

[Bigxunenns/O0S/ikomentapi LH-4cns LiesDerg

Name and Position of Person, Christian Rieger,

who issued the Batch Release: / Senior Manager QA, Deputy of FvP/QP

[Mpissuiye Ta nocasa ocobu, koTpa BuAaNa Kpictin Potep,

A038IN Ha BUNYCK cepil: MeHemprep 3 sKoCTi, 3aCTYNHUK YOBHOBEKEHOT ocobu 3

chapmakonarnsipy/Y noproaxeHa ocoba

Release Date; /
. . 08.12.2025 14:44:55 .
[ara Bunycry: 08 JAN. 907

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall prevail.
1Y pasi Bysb-srnx posGiRHOGTER 00 cymHiBis MK aRrIIRCHKOI0 T8 YKPATHCHIOIO MOBRMH, NEPEBary Mas BENCIN HA aHFNIACHKIT MOBIL

ager OA
Deputy QP

E-mail infolacino. swiss




Certificate of Analysis / Ceptudikat Axanisy

Name of the Product: /

Haassa Mpoayxry:

100 (10x10) in blisters/

Ne 100 (10x10) y BnicTepax

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

NEBOKOM PETAP[ ACIHO, TabneTiu nposioHrosarol aii, no 100 mr/25 mr

Date of Manufactu'ring: / 13.09.2025 Batch Num_?er Finished Produgt: / 25110456
[ara supobHuyrsa: Homep Cepii ['oTosoro MNpoaykTy:
Expiry Date: / Batch size (in packs): /
TepMiH NpuaaTHOCTI: 13082029 Posmip Cepii (B ynakoskax): i
Material Number in SAP: / Batch Number Bulk: /
Homep Matepiany B SAP: 47307 Homep cepil "in bulk™ 25087988
Analysis Number: / Date of Analysis: /
Homep AHaniay: GASTS0 [aTa Aranisy: S
Tests / Requirements / g:iﬁ:tjr;m Remarks /
MokasHyKn AKOCTI Bumorn MK# ! Mpumitn
aHaniay

Orange-brown, bi-concave, round tablet Complies /
Appearance / with rounded edges / Bignosinae
Onmne Kpyrna, fsoonykna Tabnetka opaHxeso-

KOPWUYHEBOFO KONbOPY 3 OKPYIIIMMU KpasaMu
Height / 3,2-3,8mm/ 3.4mm/
Bucorta 3,2 - 3,8 mm 3,4 um
Diameter / 9,0 ~9,4 mm/ 9.1 mm/

[iameTtp 9,094 mm 9.1 mMm

Average mass / 217,7 mg £ 5% (206,8 — 228,6 mg)/ 214.8 mg /
CepefpHa Maca 2177 mr + 5 % (206,8 - 228,6 wmr) 214,8 mr
Uniformity of dosage Bgrgfiii /
units / Conforms to Ph, Eur. 2.9.40/ Complies /

- ) ; . ) PO3pPaxyHKOBO-
OpHopigHicTs Bianosigae sumoram €ap. Gapm. 2.9.40 Binnosigae BArOBU
[030BaHUX O4UHNLb RiEToE
Resistanee to Ph. Eur. 2.9.8
crushing / 270N /2 70H 86 N /86 H / €ap. dapw.
CrinkicTb npu _ 298
PO3AABIIHOBAHHI

Ph. Eur.
‘é";ig‘i";o‘;"mte”” <4.0 % 2.3 % 2542/ €ap.
dapm. 2.5.12
Q1 after 0,5 h (Levodopa): 12 - 27 % / 20 % Ph. Eur. 2.9.3
Q1 yepes 0,5 roaunu (flesopona) 12 - 27 % | €sp. Dapm.
Q2 after 1 h (Levodopa): 38 - 53 %/ 46 % 29.3
Q2 vepes 1 roguny (Nlesopona): 38 - 53 %
Q3 after 3 h {Levodopa): 290 %/ 103 %
Q3 vepes 3 rogutu (Jlesogona): 2 90 %
Dissolution / Q1 after 0,5 h (Carbidopa): 12-27 %/ 21 %
PosunHEeHHS Q1 uepes 0,5 roguHu (Kap6igona): 12 - 27 %
Q2 after 1 h (Carbidopa): 38 - 53 %/
Q2 uepes 1 roguty (Kapbigona): 38 - 53 % 48 %
Q3 after 3 h (Carbidopa): 290 %/
Q3 uvepes 3 roannu (Kapbigona). = 90 % 102 %
Level L1, 1.2 / Bianogigae sumoram Tecty [0
pigHs L2 11

Phone +41 44 555 22 00
E-mail info@acino.swiss



Certificate of Analysis / CepTucbikat AHanisy

Name of the Product: /
Haazsa Mpoaykry:

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

100 (10x10) in blisters/

NEBOKOM PETAP[ ACIHO, TabneTku nponokrosaroi 4ii, no 100 Mrf25 mr

Ne 100 (10x10) y 6nicTepax

Date of Manufacturing: / 13.09.2025 Batch Num?er Finished Product: / 25110456
[ara supobHuuraa: Homep Cepii Fotosoro MNpoaykTy:
Expiry Date: / . 13.09.2029 Batch size (xn packs): / 9 859
TepMiH NpWAATHOCTI: Posmip Cepil (B yriakoskax):
Material Number in SAP: / Batch Number Bulk: /
Homep Martepiany 8 SAP: 47307 Homep cepii “in bulk™ 25087988
ﬁnalysis Numl:?er: / 646750 Date of Angl;{sis: / 28.10.2025
omep AHarnisy: [ata AHaniay:
Tests / Requirements / Sg:u,!t;; - Remarks /
IMoka3HuKkK AKOCT] Bumoru MK#A v Mpumitku
araniay

Identity / [penTudikauisa:
Levodopa test A The retention time of the principal | Complies /
(HPLC, DAD)/ peaks in the chromatogram of the | Bignosinae
Nesopona tect A (BEPX, HPLC assay obtained with the test
DAD) solution is approx. the same as that of

the peaks of levodopa and carbidopa

in the chromatogram obtained with

the reference solution and DAD

identification of levodopa and

carbidopa by using spectral data from

the reference solution.

Alternatively, in the absence of a

diode array detector. /
Carbidopa test A ‘:aCMayTp;AM{AE'»a:Hﬂ rgnosﬂmx nikis Ha
(HPLC, DAD) / pomarorpanti [BMARODYBANOND POINUNY. § pomptjag |
KapGigona Tect A (BEPX, OTPUMAHOT NPY KNbKICHOMY BUSHANEHH], Bignosiaac
DAD) NOBUHEH BIANOBIAATY HaC yTPUMYBaHHS

nikis nesogonu | kapbigonn  Ha

Xpomarorpami CTAHAAPTHOTO PO3YUHY |

DAD  (giogHo-maTpuuHni  AeTeKTop)

ineHTUMDIKaLis nesogonu Ta kapbigonu 3

BUKOPWUCTAHHAM CMEKTPArbHUX  AaHnX

CTaHAAPTHOro POSUUNHY.

Abo anbTepHaTUBHO, AKLLO He

BUKOPUGCTOBYETHCA  AIOAHO-MATPUYHUA

LETEeKTOop.
Levodopa test B 1. The retention time of the principal | Not performed /
(HPLC, IR)/ peaks in the chromatogram obtained | He nposoauscs

Nesogona tect b (BEPX, 4)

with the test solution is approx. the
same as that of the peaks of levo-dopa
and carbidopa in the chromatogram
obtained with the reference solution/
Uac yTpUMyBaHHs rorosHux nikie Ha
xpomarorpami BunpoBysaHoro posuuHy,
OTPUMEHOT NPU KINbKICHOMY BUSHAYEHH],
NOBUHEH BiANOBIAaTY vacy yTpUMyBaHHA
nikie nesogoru | kapbigonu  Ha
xpomarorpami CTaHAapTHOro PO3UMHY.
2. Levodopa: IR-spectre./ [lesogona:
Y-cnieqrp.

Phone +41 44 555 22 00
E-mail info@acino.swiss



Certificate of Analysis / CepTudikaT AHaniay

Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

Hassa MpogykTy: 100 {10x10) in blisters/
NEBOKOM PETAPT ACIHO, tabnetku nponoHrosarotl aii, no 100 mMr/25 mr
Ne 100 (10x10) y bnicTepax

Date of Manufacturing: / Batch Number Finished Product: /

[ata supobruurea; 13.09.2025 Homep Cepii Fotosoro MNpoaykry: 22110436

Expiry Date: / Batch size (in packs): /

Tepmit npUAaTHOCTI: 1D:09.2029 Posmip Cepii (8 ynakoskax): 9859

Material Number in SAP:/ Batch Number Bulk: /

Homep Marepiany 8 SAP: 41207 Homep cepil “in bulk™ 250857908

Analysis Number: / Date of Analysis: /

Homep AHaniay: 646750 Hata Axanisy: 28:10:2025

Tests / Requirements / Results / Remarks /

MokasHuku RKoCT Bumoru MK#H Pesynprati MpymiTkn

aHaniay

' Carbidopa test B
(test E}/
Kap&inona Tect b (Tect E)

Carbidopa: chemical reaction with
cupri-tartaric solution R/
Kap6igona: ximiyHa peakuis 3 migHo-
TapTpatHumM peaktusom R

Not performed /
He nposoaunBeA

Assay / KinbkicHe BU3HaYeHHs:

luansigyansHa Hesinoma
pomiwka (noxigxa 3 nesogony)¥

Levodopa / 95,0 — 105,0 mg (100,0 mg * 5%) / 100.7 mg/ HPLC /
fNlesogona 95,0 — 105,0 mr (100,0 mr + 5%) 100.7 wmr BEPX
Carbidopa/ 23,75 — 26,25 mg (25,0 mg * 5%) / 24.99 mg/

Kapbigona 23,75 - 26,25 Mr (25,0 Mr + 5%) 24.99 mr

Purity! / [lowiwiw”

Methyldopa / HPLC/
MeTtungona <0.5% 0.4 % BEPX
3,4-Dihydroxyphenylacetone / o o

3,4- [lnrigpokcuderinayeTo £0.8% 0.3 %
3,4-Dihydroxybenzaldehyde /

3.4- Qurinpoxcubersansgeria <£0.2% <0.1 %

Tyrosine / S05% <0.1 %
Tuposun o

Hydrazino propionic acid/ <0.2% <0.1%
[iapasuHNponioHoBa KUCNoTa -

Oxo-hydrazino prqpionic acid/ <0.5% <01 %
Qkco-rigpasuHnponioHosa

KucnoTa

MMF-propanoic acid-E/Z /

MMF-niponarosa kucnota-E/Z $0.2% <0.1 %

individual unknown impurities

(from carbidopa)?/ $0.2% <01 %

IMausigyansHa Hesinoma

powmilwka (noxigHa 3 kapbigonu)?

Individual unknown impurities

(from levodopa) ¥ $0.1425% < 0.100 %

Phone +41 44 555 22 00
E-mail info@acino.swiss



Certificate of Analysis / Ceptudikar Ananisy

Name of the Product: / LEVOCOM RETARD ACING, prolonged-release tablets, 100 mg/25 myg Ne
Haspa MNpoayxTy: 100 (10x10) in blisters/
NEBOKOM PETAP[ ACIHO, TabneTkv nponokrosarel gil, no 100 mr/25 mr
___________ . |.Ne 100 (10x10) y BnicTepax

Date of Manufacturing: { ) Batch Number Finished Product: /

Hara supobnnuraa. 13'9?’?‘025 Homep Cepii lotoeore MMpoaykry: 23110435

Expiry Date: / Batch size (in packs): /

Tepmid npUAATHOCTI: 18:02:2029 Po3awmip Cepii (8 ynakoskax): 28sa

Material Number in SAP. / Batch Number Bulk: /
Homep Matepiany 8 SAP: i Homep cepii "in bulk™ Zalsigas

Analysis Number: / Date of Analysis: /

Homep Ananisy: 64790 HaTta Auaniay: 28.10.2025

1) For explanations to the limits set refer to section 3.2.P.8.1 of the dossier / 1) [na nosicrerta mex aus. p. 3.2.17.8.1 gecue.

2) LOD: 0.05 %, LOQ: 0.1 %, both calculated with reference to the carbidopa peak. For the assigoment of unknown impurities to the
parent compound refer to section 3.2.P.5.2 ofthe dossier, { 2) LOD: 0,05 %, LOQ: 0.1% ofuana snauans £03paxeBaHi 3a nikom Kapbireny
3 XPOMATOTPAMYN CTAHAAPTHOMD POHIMY. [INA BUSHAUEHHS HEBIZOMOT ROMILLIA SUXIZAHOT Cnonykn Ana. B ceruif 3.2.P.5.2. noces.

3) LOD: 0.05 %, LOQ; 0.1 %, both calculated with reference to the levodopa peak. For the assignment of unknown impurities to the
parent compound refer to section 3.2.P.5.2 of the dossier./ 3)LOD: 0.056%, LOQ: 0.1% oBwina sHavueHH: pOIpaxosati 3@ Nikom nesagonn
3 XPOMATOrPAMM CTAHAARTHOIG POAUUHY. HiNst BRauBUaHHs HEBIAOMOT AOMILLIG BAXIAHOT CNONYKY AUB. B Geruil 3.2.P.8.2. aocke

4) Calcufated based on amount carbidopa. [ 4) Peapaxosyeters, Basyiounch Ha Kinbkocti kapbinonn.

5) Test is performed on every 10th batch, colouration of the coresifilm coated tablets is routinely monitored (IPC). 7 5) Tecr nposcasAT,
Ha Kokt 10-ik cepil, hapdysarns sgep / Tabrerok, BRprTnx 0GOROHKOIO PYTUHO MOHITORATE (IPC).

6) Test is performed on the first three full scale batches and thereafter at least twice a year. / 8) TeCT poBoAST, M3 NEPNX 3%
AIPOMUCTIOBIX CEPIAX | MOTIN, NDWHARNHI ABIN & K

Acino Pharma AG

Birsweg 2

Name and Position of Person, Christian Rieger, - A .

who issued the Batch Release: / Senior Manager QA, Deputy of FvP/QP CH-4253 Liesberg
Mpissulie Ta nocana ocoby, KotTpa BUAANA Kpicrin Porep,

N03BIN HA BUNYCK cepil MeHezxep 3 SKocTi, 3acTyNHIK YNosHoBa)eHo! ocobn 3

chapmakoHarnsay/YrnosHosaxeHa ocoba

Egi‘;a;;n‘igiz ! 08.12.2025 14:44:55

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language
version shall prevail. / ¥ pasi Byae-sux posbirocten ado cymuinis mix BEPCIAMY GHINIACKLKOIC T8 YKDATHCRKOK) MOBEMU
NEPEBEDKHY CUNY MEAE BEPCIA SHIMIACHKOIO MOBOIO.

Phong +41 44 585 22 00
E-mail info@acino. swiss



JTEPKABHA CJIVKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHiBCBKIN OBJIACTI

npoB. Citmuuroi Hanii, 3, m.Kuis, 02099, tex/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKicTH BBe3eHOro B YKpaiHy JiKapchbKoro 3acody

23.01.2026 Ne 1737/26/10

JJEBOKOM PETAPJ ACIHO

(naiiMeyBaHHs NiKapcHKOTO 3acoBy 3riHO 3 peecTpauifiHiuM HOCBLAMEHHSM)
Ta6JeTKH MPOJIOHIroBaHoi Aii, 1o 100 Mr/25 mr, no 10 TaGreTok y Gaicrepi; mo 10 Guicrepis y
KAPTOHHIN mavui

((popma BUIYCKY, NO3YBAHHS, BUJ [IAKYBaHHs iKapCLKOro 3acoly)
Howmep peecrpaniiinoro nocsinuenns UA/16260/01/01 crpox aii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne 25110456 KinbkicTs BBe3eHOTo Jlikapchkoro 3acoby 9859

BupoGHuK Acino ®apwma AT, lIseituapis

(HaiimMeHyBanHs BUPOGHHKa JiikapchKoro 3acoby, KpaiHa TMOXOUKEHHS)

Baesero B Yipainy ToBapucTBo 3 odMekeHo0 Bixnosinansuicrio "ACIHO YKPAIHA",
inent. wox: 42274733

(HaHMEHyBaHH}I ta ko1 3a CIPIIOY ropuamssoi 0ocobu abo npissuiue, iM's, 10 6aTbKOBi (i3HUHOT
ocobu - mianpueMus, i Micue NpOKHBAHHS T pccc-rpammmu Homep 00/1iKOBOT KapTKH ILIaTHHKa
nozatkis abo cepis Ta HOMEp nacrnopra)

Ipotokon Bizyansnoro kontpoio sia 22.01.2026 Ne 0077/5.

3a  pesynbTaTaMH  JEpXAaBHOTO KOHTPONIO ~BCTAHOBJIEHO, 1UO JIiKAPChKHH 3aci6 BBe3eHo B YKpainy 3

AOTPUMAHHSAM BUMOT 3aKOHOJABCTBA WIO/0 3a0€3NeeHH AKOCT niKapchKuX 3acobiB.

P sy y
7N —
QM"\\ V Onsra EPLOMEHKO

{rinmuc) (iniuiany Ta apissuie)




Batch Release Certificate / Ceprudikat Bunyweroi Cepii
Certificate of GMP Compliance / CepTudikat BignosigHocti GMP

Name of the Product: /

Hasga Mpoaykry:

Strength / Potency: /

Cuna ail / AKTUBHICTb:

Dosage Form:/
Jlikapcbka Popma:

Package Size and Type: /
Tun Ta Po3mip Ynakosku:

Date of Manufacturing: / 13.09.2025
[aTa supobruyrsa:

Expiry Date: / 13.09.2029
TepmiH NpULaTHOCTI:

Batch Number Bulk: / 25087988
Homep cepit "in bulk”:

Material Number in SAP: / 47307
Homep Matepiany 8 SAP:

LEVOCOM RETARD ACINQ, prolonged-release tablets,
100 mg/25 mg Ne 100 (10x10) in blisters /
NEBOKOM PETAPL ACIHO, TabneTin nponotxrosaxol 4,
no 100 mr/25 mr Ne 100 (10x10) y bnictepax

One prolonged-release tablet of Levocom retard Acino
100/25 contains 100 mg levodopa, 25 mg carbidopa
monochydrate which is equivalent to carbidopa/

1 TabneTka nponoHrosaxoi ail npenapary flesokom peraps
Acio  100/25 mictute: resogonu 100 wmr, kapbigonu
moHariaparty, wo signosigae kapbigoni~ 25 mr

Prolonged-release tablets, 100 mg/25 mg /
Tabnetku nponoxrosarol A4il, no 100 mr/25 mr

10 tablets in blister; 10 blisters in carton box/
10 Tabnetok y HnicTepi; no 10 GnicTepis y KAPTOHHIA navui

Batch Number Finished 25110456
Product: /
Homep Cepii FoTosoro

Mpoaykry:

Batch size (in packs): / 9 859
Poamip Cepii (B ynakoskax):

Release Number of APL:/ 25054646, 25087376
Homep sunycky AdI:

Marketing Authorization UA/16260/01/01
Number: /

Homep Peectpallintoro

[MNoceiguerHs:

Name, Address and License Number of Manufacturer(s): / Hassa, Agpeca Ta Homep Niuexsii BupobHuka(-is):

Manufacturing, quality control, batch release: /
BrpoGHWUTBO, KOHTPOML RKOCTI, BUNYCK Cepii:

Packaging: /
Ynakoska:

Country of Origin: / KpaiHa-supobHuk:

Importing Country: / KpaiHa-imnopTep:

Phone +41 44 555 22 00
E-mail info@acino.swiss

Acino Pharma AG, Birsweg 2, 4253 Liesberg,
Switzerland, No. 512649-102755569 /

Acitio ®apma AT, Bipceer 2, 4253 NlicBepr, Waenuapis,
Ne 512649-102755569

Acino Estonia OU, Jaama 55b 63308, Polva, Estonia
GMP-No.:JV-16/24[17
Aciro Ectoris QY, [bkaama 556 63308, MNunea, EcToHis
HBIM- No..JV-16/24/17

Switzerland / Weeiuapist

Ukraine / Yxpaina

P aee. NoTH
g 0746
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Certification Statement: / 3assa npo CepTudikalio:

| hereby certify that the ahove information is authentic and accurate. This batch of product has been manufactured, including packaging
| tabeling and quality control at the above mentioned site {s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications inn the Marketing Authorization of the importing country, The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. / lum nigTsepikyio, WO Builenrazana iucpopraiiia ¢
AOCTORIPHOW | TOMKHDIO, flana Copis BUrOTORNEHE, BRIOHAKIMK YTIAKOBKY / MADKYRAHHA T& KOHTPOML AROCTI, HE BULLE3TEAAHIN AlnbHud
y nosuin signosigtocti 3 Bumoram GMP noxanbHuX KoHTponoiux Oprania, a Takox 3i cneuudpikaniamy PeecTpaulinoro Hocke
gpainp-imnoprepa. NpoTokony BupobHuuTsa, YHakonki 1a ananisy Synu nepornaryTi | BCTaHOBNERO wipnonignicts GMP.

Deviations occurred/Bigxunenms No / Hi Acino Pharma AG
el

DEVIOOS/remarks No comments / bea koMeHTapis L:!}ZSZ;;Q‘?D 2L' —_—

[Bigxunenns/O0S/ikomentapi LH-4cns LiesDerg

Name and Position of Person, Christian Rieger,

who issued the Batch Release: / Senior Manager QA, Deputy of FvP/QP

[Mpissuiye Ta nocasa ocobu, koTpa BuAaNa Kpictin Potep,

A038IN Ha BUNYCK cepil: MeHemprep 3 sKoCTi, 3aCTYNHUK YOBHOBEKEHOT ocobu 3

chapmakonarnsipy/Y noproaxeHa ocoba

Release Date; /
. . 08.12.2025 14:44:55 .
[ara Bunycry: 08 JAN. 907

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall prevail.
1Y pasi Bysb-srnx posGiRHOGTER 00 cymHiBis MK aRrIIRCHKOI0 T8 YKPATHCHIOIO MOBRMH, NEPEBary Mas BENCIN HA aHFNIACHKIT MOBIL

ager OA
Deputy QP

E-mail infolacino. swiss




Certificate of Analysis / Ceptudikat Axanisy

Name of the Product: /

Haassa Mpoayxry:

100 (10x10) in blisters/

Ne 100 (10x10) y BnicTepax

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

NEBOKOM PETAP[ ACIHO, TabneTiu nposioHrosarol aii, no 100 mr/25 mr

Date of Manufactu'ring: / 13.09.2025 Batch Num_?er Finished Produgt: / 25110456
[ara supobHuyrsa: Homep Cepii ['oTosoro MNpoaykTy:
Expiry Date: / Batch size (in packs): /
TepMiH NpuaaTHOCTI: 13082029 Posmip Cepii (B ynakoskax): i
Material Number in SAP: / Batch Number Bulk: /
Homep Matepiany B SAP: 47307 Homep cepil "in bulk™ 25087988
Analysis Number: / Date of Analysis: /
Homep AHaniay: GASTS0 [aTa Aranisy: S
Tests / Requirements / g:iﬁ:tjr;m Remarks /
MokasHyKn AKOCTI Bumorn MK# ! Mpumitn
aHaniay

Orange-brown, bi-concave, round tablet Complies /
Appearance / with rounded edges / Bignosinae
Onmne Kpyrna, fsoonykna Tabnetka opaHxeso-

KOPWUYHEBOFO KONbOPY 3 OKPYIIIMMU KpasaMu
Height / 3,2-3,8mm/ 3.4mm/
Bucorta 3,2 - 3,8 mm 3,4 um
Diameter / 9,0 ~9,4 mm/ 9.1 mm/

[iameTtp 9,094 mm 9.1 mMm

Average mass / 217,7 mg £ 5% (206,8 — 228,6 mg)/ 214.8 mg /
CepefpHa Maca 2177 mr + 5 % (206,8 - 228,6 wmr) 214,8 mr
Uniformity of dosage Bgrgfiii /
units / Conforms to Ph, Eur. 2.9.40/ Complies /

- ) ; . ) PO3pPaxyHKOBO-
OpHopigHicTs Bianosigae sumoram €ap. Gapm. 2.9.40 Binnosigae BArOBU
[030BaHUX O4UHNLb RiEToE
Resistanee to Ph. Eur. 2.9.8
crushing / 270N /2 70H 86 N /86 H / €ap. dapw.
CrinkicTb npu _ 298
PO3AABIIHOBAHHI

Ph. Eur.
‘é";ig‘i";o‘;"mte”” <4.0 % 2.3 % 2542/ €ap.
dapm. 2.5.12
Q1 after 0,5 h (Levodopa): 12 - 27 % / 20 % Ph. Eur. 2.9.3
Q1 yepes 0,5 roaunu (flesopona) 12 - 27 % | €sp. Dapm.
Q2 after 1 h (Levodopa): 38 - 53 %/ 46 % 29.3
Q2 vepes 1 roguny (Nlesopona): 38 - 53 %
Q3 after 3 h {Levodopa): 290 %/ 103 %
Q3 vepes 3 rogutu (Jlesogona): 2 90 %
Dissolution / Q1 after 0,5 h (Carbidopa): 12-27 %/ 21 %
PosunHEeHHS Q1 uepes 0,5 roguHu (Kap6igona): 12 - 27 %
Q2 after 1 h (Carbidopa): 38 - 53 %/
Q2 uepes 1 roguty (Kapbigona): 38 - 53 % 48 %
Q3 after 3 h (Carbidopa): 290 %/
Q3 uvepes 3 roannu (Kapbigona). = 90 % 102 %
Level L1, 1.2 / Bianogigae sumoram Tecty [0
pigHs L2 11

Phone +41 44 555 22 00
E-mail info@acino.swiss



Certificate of Analysis / CepTucbikat AHanisy

Name of the Product: /
Haazsa Mpoaykry:

LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

100 (10x10) in blisters/

NEBOKOM PETAP[ ACIHO, TabneTku nponokrosaroi 4ii, no 100 Mrf25 mr

Ne 100 (10x10) y 6nicTepax

Date of Manufacturing: / 13.09.2025 Batch Num?er Finished Product: / 25110456
[ara supobHuuraa: Homep Cepii Fotosoro MNpoaykTy:
Expiry Date: / . 13.09.2029 Batch size (xn packs): / 9 859
TepMiH NpWAATHOCTI: Posmip Cepil (B yriakoskax):
Material Number in SAP: / Batch Number Bulk: /
Homep Martepiany 8 SAP: 47307 Homep cepii “in bulk™ 25087988
ﬁnalysis Numl:?er: / 646750 Date of Angl;{sis: / 28.10.2025
omep AHarnisy: [ata AHaniay:
Tests / Requirements / Sg:u,!t;; - Remarks /
IMoka3HuKkK AKOCT] Bumoru MK#A v Mpumitku
araniay

Identity / [penTudikauisa:
Levodopa test A The retention time of the principal | Complies /
(HPLC, DAD)/ peaks in the chromatogram of the | Bignosinae
Nesopona tect A (BEPX, HPLC assay obtained with the test
DAD) solution is approx. the same as that of

the peaks of levodopa and carbidopa

in the chromatogram obtained with

the reference solution and DAD

identification of levodopa and

carbidopa by using spectral data from

the reference solution.

Alternatively, in the absence of a

diode array detector. /
Carbidopa test A ‘:aCMayTp;AM{AE'»a:Hﬂ rgnosﬂmx nikis Ha
(HPLC, DAD) / pomarorpanti [BMARODYBANOND POINUNY. § pomptjag |
KapGigona Tect A (BEPX, OTPUMAHOT NPY KNbKICHOMY BUSHANEHH], Bignosiaac
DAD) NOBUHEH BIANOBIAATY HaC yTPUMYBaHHS

nikis nesogonu | kapbigonn  Ha

Xpomarorpami CTAHAAPTHOTO PO3YUHY |

DAD  (giogHo-maTpuuHni  AeTeKTop)

ineHTUMDIKaLis nesogonu Ta kapbigonu 3

BUKOPWUCTAHHAM CMEKTPArbHUX  AaHnX

CTaHAAPTHOro POSUUNHY.

Abo anbTepHaTUBHO, AKLLO He

BUKOPUGCTOBYETHCA  AIOAHO-MATPUYHUA

LETEeKTOop.
Levodopa test B 1. The retention time of the principal | Not performed /
(HPLC, IR)/ peaks in the chromatogram obtained | He nposoauscs

Nesogona tect b (BEPX, 4)

with the test solution is approx. the
same as that of the peaks of levo-dopa
and carbidopa in the chromatogram
obtained with the reference solution/
Uac yTpUMyBaHHs rorosHux nikie Ha
xpomarorpami BunpoBysaHoro posuuHy,
OTPUMEHOT NPU KINbKICHOMY BUSHAYEHH],
NOBUHEH BiANOBIAaTY vacy yTpUMyBaHHA
nikie nesogoru | kapbigonu  Ha
xpomarorpami CTaHAapTHOro PO3UMHY.
2. Levodopa: IR-spectre./ [lesogona:
Y-cnieqrp.

Phone +41 44 555 22 00
E-mail info@acino.swiss



Certificate of Analysis / CepTudikaT AHaniay

Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 100 mg/25 mg Ne

Hassa MpogykTy: 100 {10x10) in blisters/
NEBOKOM PETAPT ACIHO, tabnetku nponoHrosarotl aii, no 100 mMr/25 mr
Ne 100 (10x10) y bnicTepax

Date of Manufacturing: / Batch Number Finished Product: /

[ata supobruurea; 13.09.2025 Homep Cepii Fotosoro MNpoaykry: 22110436

Expiry Date: / Batch size (in packs): /

Tepmit npUAaTHOCTI: 1D:09.2029 Posmip Cepii (8 ynakoskax): 9859

Material Number in SAP:/ Batch Number Bulk: /

Homep Marepiany 8 SAP: 41207 Homep cepil “in bulk™ 250857908

Analysis Number: / Date of Analysis: /

Homep AHaniay: 646750 Hata Axanisy: 28:10:2025

Tests / Requirements / Results / Remarks /

MokasHuku RKoCT Bumoru MK#H Pesynprati MpymiTkn

aHaniay

' Carbidopa test B
(test E}/
Kap&inona Tect b (Tect E)

Carbidopa: chemical reaction with
cupri-tartaric solution R/
Kap6igona: ximiyHa peakuis 3 migHo-
TapTpatHumM peaktusom R

Not performed /
He nposoaunBeA

Assay / KinbkicHe BU3HaYeHHs:

luansigyansHa Hesinoma
pomiwka (noxigxa 3 nesogony)¥

Levodopa / 95,0 — 105,0 mg (100,0 mg * 5%) / 100.7 mg/ HPLC /
fNlesogona 95,0 — 105,0 mr (100,0 mr + 5%) 100.7 wmr BEPX
Carbidopa/ 23,75 — 26,25 mg (25,0 mg * 5%) / 24.99 mg/

Kapbigona 23,75 - 26,25 Mr (25,0 Mr + 5%) 24.99 mr

Purity! / [lowiwiw”

Methyldopa / HPLC/
MeTtungona <0.5% 0.4 % BEPX
3,4-Dihydroxyphenylacetone / o o

3,4- [lnrigpokcuderinayeTo £0.8% 0.3 %
3,4-Dihydroxybenzaldehyde /

3.4- Qurinpoxcubersansgeria <£0.2% <0.1 %

Tyrosine / S05% <0.1 %
Tuposun o

Hydrazino propionic acid/ <0.2% <0.1%
[iapasuHNponioHoBa KUCNoTa -

Oxo-hydrazino prqpionic acid/ <0.5% <01 %
Qkco-rigpasuHnponioHosa

KucnoTa

MMF-propanoic acid-E/Z /

MMF-niponarosa kucnota-E/Z $0.2% <0.1 %

individual unknown impurities

(from carbidopa)?/ $0.2% <01 %

IMausigyansHa Hesinoma

powmilwka (noxigHa 3 kapbigonu)?

Individual unknown impurities

(from levodopa) ¥ $0.1425% < 0.100 %

Phone +41 44 555 22 00
E-mail info@acino.swiss



Certificate of Analysis / Ceptudikar Ananisy

Name of the Product: / LEVOCOM RETARD ACING, prolonged-release tablets, 100 mg/25 myg Ne
Haspa MNpoayxTy: 100 (10x10) in blisters/
NEBOKOM PETAP[ ACIHO, TabneTkv nponokrosarel gil, no 100 mr/25 mr
___________ . |.Ne 100 (10x10) y BnicTepax

Date of Manufacturing: { ) Batch Number Finished Product: /

Hara supobnnuraa. 13'9?’?‘025 Homep Cepii lotoeore MMpoaykry: 23110435

Expiry Date: / Batch size (in packs): /

Tepmid npUAATHOCTI: 18:02:2029 Po3awmip Cepii (8 ynakoskax): 28sa

Material Number in SAP. / Batch Number Bulk: /
Homep Matepiany 8 SAP: i Homep cepii "in bulk™ Zalsigas

Analysis Number: / Date of Analysis: /

Homep Ananisy: 64790 HaTta Auaniay: 28.10.2025

1) For explanations to the limits set refer to section 3.2.P.8.1 of the dossier / 1) [na nosicrerta mex aus. p. 3.2.17.8.1 gecue.

2) LOD: 0.05 %, LOQ: 0.1 %, both calculated with reference to the carbidopa peak. For the assigoment of unknown impurities to the
parent compound refer to section 3.2.P.5.2 ofthe dossier, { 2) LOD: 0,05 %, LOQ: 0.1% ofuana snauans £03paxeBaHi 3a nikom Kapbireny
3 XPOMATOTPAMYN CTAHAAPTHOMD POHIMY. [INA BUSHAUEHHS HEBIZOMOT ROMILLIA SUXIZAHOT Cnonykn Ana. B ceruif 3.2.P.5.2. noces.

3) LOD: 0.05 %, LOQ; 0.1 %, both calculated with reference to the levodopa peak. For the assignment of unknown impurities to the
parent compound refer to section 3.2.P.5.2 of the dossier./ 3)LOD: 0.056%, LOQ: 0.1% oBwina sHavueHH: pOIpaxosati 3@ Nikom nesagonn
3 XPOMATOrPAMM CTAHAARTHOIG POAUUHY. HiNst BRauBUaHHs HEBIAOMOT AOMILLIG BAXIAHOT CNONYKY AUB. B Geruil 3.2.P.8.2. aocke

4) Calcufated based on amount carbidopa. [ 4) Peapaxosyeters, Basyiounch Ha Kinbkocti kapbinonn.

5) Test is performed on every 10th batch, colouration of the coresifilm coated tablets is routinely monitored (IPC). 7 5) Tecr nposcasAT,
Ha Kokt 10-ik cepil, hapdysarns sgep / Tabrerok, BRprTnx 0GOROHKOIO PYTUHO MOHITORATE (IPC).

6) Test is performed on the first three full scale batches and thereafter at least twice a year. / 8) TeCT poBoAST, M3 NEPNX 3%
AIPOMUCTIOBIX CEPIAX | MOTIN, NDWHARNHI ABIN & K

Acino Pharma AG

Birsweg 2

Name and Position of Person, Christian Rieger, - A .

who issued the Batch Release: / Senior Manager QA, Deputy of FvP/QP CH-4253 Liesberg
Mpissulie Ta nocana ocoby, KotTpa BUAANA Kpicrin Porep,

N03BIN HA BUNYCK cepil MeHezxep 3 SKocTi, 3acTyNHIK YNosHoBa)eHo! ocobn 3

chapmakoHarnsay/YrnosHosaxeHa ocoba

Egi‘;a;;n‘igiz ! 08.12.2025 14:44:55

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language
version shall prevail. / ¥ pasi Byae-sux posbirocten ado cymuinis mix BEPCIAMY GHINIACKLKOIC T8 YKDATHCRKOK) MOBEMU
NEPEBEDKHY CUNY MEAE BEPCIA SHIMIACHKOIO MOBOIO.

Phong +41 44 585 22 00
E-mail info@acino. swiss
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