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%y acino

Batch Release Certificate / CepTudikar BunywieHoi Cepii
Certificate of GMP Comipliance / Ceptudikar BignoeigHocTti GMP

Name of the Product: /
Hassa [Npogykry:
Strength / Potency: /
Curia ail / AKTHBRICTS:

Dosage Form:/
Jlikapcbka Gopma:

Package Size and Type: [
Tun Ta Posmip YnaxoBku:

Date of Manufacturing: / 15.10,2021
JHara supobHuurea:

Expiry Date: / 15.10.2025
TepMiH npm.qa'rl-:ocn

Batch Number Bulk: / 21090280

Homep cepil “in bulk™

Material Number jn SAP:/ 36432
Homep Marepiany B SAP;

LEVOCOM RETARD ACINO, prolonged-rélease tablets,
200 mg/S0 mg Ne 100 (10x10)} in blister/

NEBOKOM PETAP[ ACIHO, TabneTtku I'IpDJ‘IOHI'DBaHDT 4if, no
200 wmr/50 mr Ne 100 (10x10) y 6nicrepi

One prolonged-release tablet of Levocom retard Acino

-200/50 contains 200 mg levodopa, 50 mg carbidopa

monohydrate which is equivalent to carbidopa /
1 ralrieTka nponoxrosaHol gii npenapary JlesokoM petapg

AciHo 200/50 wictnTe: nesogonn 200 wr, kap6igonu
‘MoHorigparty, Wo eignosigae kap&igori — 50 mr

Prolonged-release tablets 200 mg/50 mg/

‘TabGnerkn nponoxrosanol aif, no 200 mr/50 mr

10 tablets in blister; 10 biisters in carton box /
10 TabneTok y Gnicrepi; no 10 Grictepis v kapToHHiA kopoblii
Batch Number Finished

Product: /
Homep Cepii TotoBoro

27111699

Tponykry:

Batch size (in packs): / 4831
Posmip Cepii (B ynakosxax):

Release Number of APIL: /
Houep sunycky Adl:

21022205, 21021450

Marketing Authorization UA/16261/01/01

Number: /

‘Homep Peectpauinsoro

MocsinueHHs:

Name, Address and License Number of Manufacturer(s): / Hasea, Appeca ta Homep Jlienaii BupoGHuka(-is).

Manufacturing, quality control, batch release: / Acino Pharma AG, Birsweq 2, 4252 L lesberg,

BupoBHnuTeo, koHTpons sKkocTi, BUNYCK cepil:

Packaging: /
Ynakoska:

Country of Origin: / KpaiHa-supobuuk;

Importing Country: / KpaiHa-imnopTep:

Acins. Pharma AG

Birsweg 2, 4253 Liesberg (BL), Switzerland

Phone +41 61 775 80 00
WWW,aGciNo,Swiss

Switzerland, No. 506875/
AciHo Dapma AT, bipceer 2, 4253 MicGepr, Wsenyapis,

Ne 506875

Acino Pharma AG, Pfeffingerring 205, 4147 Aesch,

‘Switzerland, No. 506875 /
AciHo ®@apma AT, Tdbeddinreppinr, 205, 4147 Euw,
Heehyapia, Ne 506875

Switzerland [ lUseliapist

Ukraine / Ykpaina




acino

Certification Statement: / 3aasa npo Ceprudikaniw: | |

| hereby certify that the above information Is authentic and accurate. This batch of product has been manufactured, Inciuding
packaging / 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 imporing country. The batch processing,
packaging and analysis records were reviewad and found to be in compliance with GMP. I LiuMm nigTeepaxyio, WO BUWeaKkazata
iHchopMaLiin € AOCTOBIPHOIO | TOUHOK. [JaHa cepin BUroTOBMEKA, BKINKQUAIDUHM YNAKOBKY / MEPKYBAKHA Ta KOHTPOrb SKOCTI, HA BULLIGIranaHin
AINBHIL Y NoBHIK BignosinHoeT 3 BUMorami GMP nokanbuirx KoHTponwiounx Opradie, @ Takox 3i cnewvidikauismu Peectpavifitoro flocke
kpaiHy-imnopTepa. MpoTokony BupobHULTBE, YNAKoRKK Ta awaniay Hynu nepernsHyTi | BcraHosneHo BignosinHicTe GMP.

Name and Position of Person, Dr. Peter Sommer,

who issued the Batch Release: / Qualified Person/
Fpizeuwie Ta nocana ocobu, korpa erpana  Hokrop Nitep COMM' A
AO3BIN Ha BUNYCK CEPil: YrnoBHOBaMEHa 0COBa-~7/

Date of signature: / |
Bara nianucy: 21.12.2021

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shall
prevail. / Y p&asi Oyab-Axux posBiKHOCTE! 800 CYMHIBIB MDK aHIMIMCLKOIO Ta YKPATHCLKOK MOBaMIA, NepeBary Mae Bepcisi Ha aHrnifAchkiA
‘MOoBi.

Phone +41 61 775 80 00
WWWL.ACINOD.SWISS




Certificate of Analys:s { CepTudikar Ananisy

“"‘f&acin

Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 200 mg!50 mg N2
1 Hasea lpoayxkry: 100 (10x10) in blister /
| NEBOKOM PETAPJ ACIHO, TaBneTku nponoHrosanof 4ii, no 200 mMr/50 mr Ne
100 {10x10} v Bnictepi |
Date of Manufacturing: / 15.10.2021 Batch Number Finished Product: / 21111699
fara snpobHuuTBA: | Homep Cepli F'oToBore Mpogyxry:
Expiry Date: / Batch size (in packs): /
Tepmin NpnaaTHOCTI: 15.10.2025 Posmip Cepii (B ynakoskax): 4831
Material Number in SAP:/ | Batch Number Bulk: /
Homep Martepiany B SAP: 36432 Homep cepii “in bulk™: _' 21090280
Analysis Number: / Date of Analysis: /
Homep AHamiay: 192876 Harta AHanisy: 20.12.2021
Tests / Requirements / Results / Remarks /
[MOKasHMKN AKOCTI - Bumorr MKHA PeayneTaTu aHaniay Mpumiteu.
Appearance f Orange-brown, round tablet / Complies /
Onuc Kpyrna tabneTtka opaHxeBo-kopuyHesoro | Bianorigae
KONBOPY
Height / 53~57 mm! 55 mm/
BucoTta 5,3 —-5,7 MM 5,5 MM
Diameter / 11,0-114mm/ 11.2 mm {
Hiametp 11,0-11.4 mm 11,2 MM
Average mass / 431,5 mg £ 5% {409,9 - 453,1 mg) / 4321 mg/
CepegHs maca 431,5 Mr = 5 % (409,90 — 453,1 mr) 4321 Mr
Uniformity of dosage Conforms to Ph. Eur. 2.9.40 / Complies / by mass
units / Bignoeinae sumoram €ep. Papm. 2.9.40 | Bianosigae variation / i
OaHopiaHICTL pPO3paxyHKOBO- |-
DO30BaAHWX OQUHMNLL o BArOBUK MeToA |
Resistance to 270N/=70H 151 N/ 151 H Ph. Eur. 298/ |
crushing / | €sp. dapm.
CrikkicTs npu 2.9.8
PO3HABNIOBAHHI ) . - |
Water content / 4.0 % 24 % Ph. Eur. 2.5.12
BmicT Boan | ! €en danu,
| 2.5, 12
Dissolution / Q1 after 1 h (Levodopa): 18 - 33 %/ 23 % Ph. Eur. 2.9.3/
Po3qMHEHHS Q1 uepes 1 roauny (llesosiona): 18 - 33 % €ap. Gapn.
Q2 after 2 h {Levodopa): 45 - 60 % / 50 % 2.9.3
Q2 vepes 2 rogunu (JleBogona): 4560 %
Q3 after 4 h {Levodopa): 2 80 %./ 187 %
Q3 yepes 4 rogunuu (Nesopona), =80 %
Q1 after 1 h (Carbidopa): 18 -33 %/ 124 %
Q1 yepes 1 roguny (Kapbinona): 18 - 33 %
Q2 after 2 h (Carbidopa): 45 - 60 %/
Q2 yepes 2 rogvHn (KapGigona): 45 - 60 % | 50 %
Q3 after 4 h (Carbidopa): 280 % /
Q3 uepes 4 rogunm (Kapbinona): = 80 % 87 %
‘Level L1, L2 / Bignosinae Bumoram TecTy
[0 pieHa L2 1 L1

Acino Pharma AG

Birsweg 2, 4253 Liesberg (BL), Switzerland
‘Phone +41 61 775 80 00

WWW.aCIiNo.swiss




Certificate of Analysis / Ceptudikar Auarizy

@ acino

"Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 200 mg/50 mg No
Hasga MNpoaykry: 1 100 (10x10} in blister/
SIEBOKOM PETAPL ACIHO, TabreTk nponosroBaHol git, no 200 Mr/50 mr
1 Ne 100 .(10x10) y GnicTepi L
Date of Manufacturing: / Batch Number Finished Product: /
[lara BupobHuuTBa; | 15'10'2021 Homep Cepil Motosoro MNpoayxry: 21111699
Expiry Date: / | Batch size (in packs): /
TepMiH NnpuaaTHoCTI: 15.10.2025 Posmip Cepil (8 ynakoBkax): 4331,
Material Number in SAP: / Batch Number Bulk: /
Homep Matepiany B SAP: | _'_36432 Homep cepil “in bulk”: 21090230
Analysis Number: / | Date of Analysis: /
Homep Ananisy: 152876 Hata Ananisy. 20.12.2021
Tests / Requirements / PRasults ! Remarks /
[oKa3HuKK axOCTi Bumory MKH | e;:;;; T” MpUMiTRA

Identity / | aeHTudikatyia:

Levodopa test A
(HPLC, DAD)/
JNleeogona TecT A
(BEPX, DAD)

Carbidopa test A
(HPLC, DAD)/
KapBigona TecTt A
{(BEPX, DAD)

{ DAD identification of Ilevodopa and
| carbidopa by using spectral data from the
‘| reference solution / _
| Yac yTpumyBaHHA ronoBHMX nikiB Ha

Xpomarorpami  BunpobyBaHOrQO  pO3uUHY,

.Bignosigatkh vYacy YTPMMYBaHHA  NiKiB |

| nesogonu Ta. kapbigonK 3 BUKOPUCTAHHAM
| cneKkTpansHuX AaHUX CTaHgapTHOrO PO34nHY.

The retention time of the principal peaks in | Complies /

‘the chromatogram of the HPLC assay | Bignosinae
~obtained with the test solution is approx.

i the same as that of the peaks of levodopa |

and carbidopa in the chromatogram ‘Complies /
‘obtained with the reference solution and | Binnoeigae

OTpUMAHOT TipK KINbKICHOMY BU3HEYENHI, Mae

nesoaon Ta Kapbifonu Ha xpomaTtorpami
cTaHpapTHoro  posuuHy i DAD  {nioaHo-
MaTpU4HKA [ETEKTOP) ineHTudikayia

Levodopa test B
{HPLC, IR)/
JNesopgona Tecr b
(BEPX, I4)

|- the chromatogram obtained with the

1. The retention time of the principal peaks | Not performed /

1 in the chromatogram obtained with the | He nposoauecs
| test solution is approx. the same as that of

the peaks of levo-dopa and carbidopa in

reference solution. f

Yac yTPUMYBaHHA TONOBHUX NikiB Ha
XPOMETOrpamMi  BUNpoODYBAHOrOG  PO3YUHY, |
OTPUMaHOT NPW KiNLKICKOMY BU3HAYEHHI, Mae |
BiANoBigaT  Macy  YTPUMYBaHHA  MIKIB. |
neeogonu Ta kapbigonm Ha xpomartorpami
CTarAapTHOTO PO3YMHY. |
2. Levodopa: IR-specire/
Newogona: [H-cnekrp

({HPLC, test E)} /
Kap6inona Tect b
{(BEPX, Tect E)

Carbidopa: chemical reaction with cupri- | Not performed {
tartaric solution R (test E) / He nposoauvecH
Kapbigona: xiMiuHa peakuia 3 migHo-
TApTPaTHUM peakTusom R (Teer E)

Assay [ KinkKicHe BU3HaYeHHR:

| Levodopa / 190,0 - 210,0 mg {200,0 mg * 5%) /
NeBopona 190,0 — 210,0 Mr (200,0 mr + 5%)
Carbidopa/ 47,5 - 52,5 mg (60,0 mg * 5%) /
Kap6igona 47,5~ 52,5 mr (50,0 Mr £ 5%)

Acino Phamma AG

Birsweg 2, 4253 Liesberg (BL), Switzerland
Phone +41 61 775 80 00

WWW.aCiNo.swiss




Certificate of Analysis / CepTudikat AHanisy

|laeHTrdikaLia xinoniHoBoro
XOBTOro™

characteristic maxima /

| Y®-cnekTpu.nokasyioTs BignoBipHi
1 Maxcumymu

Acino Pharma AG

Birsweg 2, 4253 Liasberg (BL), Switzérland

Phone +41 61 775 80.00
www.acino.swiss

He npoeocauBcH

| Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 200 mg/50 mg Ne |
| Hazea MNpoaykry: 100 (10x10} in blister /
JIEBOKOM PETAP[ ACIHO, Tabnerku nponoHrosaHol A4il, no 200 mr/50 mr
. ) Ne 100 (10x10) y BniicTep!
| Date of Manufacturing: / | Batch Number Finished Product: /
| Oata supobHuuTea: 15.10.2021 | Homep Cepii I'otosoro IpoaykTy: 21111699
| Expir_y Date: { -. 15.10.2025 Batc!_x size._(fn packs): / | 4831
Tepmin nprnaaTHOCT Posmip Cepil (B ynakoBKax):
Material Number in SAP: / Batch Number Bulk: /
Homep Marepiany B SAP; | 20432 Homep cepii “in bulk"; 21090280
Analysis Number: / Date of Analysis: /
Homep Anarnisy: 152876 Iara Ananisy: 20.12.2021
Tests / Requirements / Resuits / Remarks /
[TOK&3HUKY AKOCTI Bumorn MKH PeaynbTaT aHanisy [pUMITKH
Purity? / Domiwsu
Methyldopa / =0.5% m/m/ 0.4% mim/ HPLC /
MeTunaona < 0.5% (M/M) 0,4 % {(mim} BEPX
3,4-Dihydroxyphenylacetone/ | 0.8 % mim/ 0.4 % m/m/
3,4-turippokcidedinaueToH < 0.8 % (Mim) 0,4 % (m/m)
3,4-Dihydroxybenzaldehyde / | 0.2 area % / < 0.1 area %/
3,4-OurigpokcibeHsanbaerig < 0.2 nnowli % / <0,1 nnouii %
Tyrosine / 0.5 area %/ <0.1area %/
TuposuH < 0.5 nnowyi % / <01 nnoui %
Individual unknown impurities | € 0.2 area %/ <(01area%/
{originating from carbidopa)®/ | < 0.2 nnowji % / < 0,1 nnowi %
IHavBIAYaNBHO! HeBIgOMOT |
AOMILLKW (AKa NOXOAWUThL 3
kapbigonu)? | | . L
Individual unknown impurities | £0.125 area %/ < 0.100 area % /
(originating from levodopa)® | <0.125 nnowi % / < 0,100 nnowi %
iHAMBIAYANBbHOI HEBIAOMOT .
JOMILKKM {RK& NOXoauTs 3
nesogony)? o |
Individual unknown impurities | £0.2 area %/ 0.1 area % RRT: 2.17/
of unknown origin? / < 0.2 nnowyi % / 0.1 nnowi % RRT: 2.17
IHQUBIRYANBHOI HEBIAOMOT
JOMILLIKA HeBiAOMOrO
NOXOLAKEHHA _ . e I
Individual unknown impurities | £0.2 area % / 0.2 area % RRT: 2.18/
of unknown origin? / < 0.2 nnowi % / 1 0.2 nowji % RRT: 2.18
IHAVBIAY2ITBHOT HEBIHOMOT
AOMILLIKK HEBIAOMOIQ
NOXOKEHHA R . L
| Total unknown impurities <0.5area%/ 0.3 area %/
Cyma Herigomux AOMILLIOK < 0.5 nnowyi % / 0,3 nnowii %
Hydrazine V4 { lNgpasun 4 < 200 ppm < 200 ppm HPLC/
BEPX
Identity of quinolone yellow®/ | UV spectrum shows Not performed / uv/ve




Certificate of Analysis / Ceptucikat Ananisy

Name of the Product: / LEVOCOM RETARD ACINO, prolonged-release tablets, 200 mg/50 mg Ne |
Hassa lpoayxry: 100 (10x10) in blister /
| NEBOKOM PETAPH ACIHO, TaGneTtku nponoHroeaHoi gii, no 200 mr/50 mr
Ne 100 (10x10) y BriicTepi
Date of Manufacturing: / Batch Number Finished Product: /
Hara supoBHulrea: 15.10.2021 Homep Cepii FotoBoro Mponyxry: 21111699
Expiry Date:; / Batch size (In packs): /
1 TepMiH npugaTHocTi: 15.10.2025 Posmip Cepil (B ynaxkoskax): 4831
Material Number in SAP: / Batch Number Buik: / |
Homep Marepiany B SAP: 36432 Homep cepii “in bulk”; 3'21090230,
Analysis Number: / Date of Analysis; /
Homep Ananiay: . 152876 [ara AHaniay: 20.12.2021
Tests | Requirements / PResults / Remarks /
FlokazHuKKU AKOCTI Bumorn MKH e::;:igm [pumitkn
Identity of iron oxide® / Comparison of characteristic | Not performed/ | AAS / AAM

laeHTUdiKauia okcnay aanisa® absorption obtained for the test | He npososuecs
selution and the reference
solutlons or formation of blue |
precipitate on  addition of |
potassium hexacyanoferrate(lll) |
| TOpIBHAHHSA ONTUYHUX WINBEHOCTEN |
hns BUMNpoByBaHoro Ta
CTaHAAPTHOro PO3YUHIB abo-
YTEBOPEHHR CUHBOTO Ocapy '_
npw AopasaMHi Kamw |

| | rekcauiaHogeppaTy (lil) . L o
Identity of titanium dioxide / Comparison of characteristic| Positive / AAS | AAM

laeHTUdbikaLlin TuTaKy giokcusy | absorption obtained for the test! Mo3auTvBHWIA
solution and the reference!
soclutions [/ [lOpIBHSHHA ONTUMHWX|
WINLHOCTER anA eunpobGysaHoro Tal
| | CTARHAAPTHOrO PO3YUHIB
Microbiological quality® / MixpoGionoriuna uucroTa o

TAMC / <10° CFU/g / Not performed /
JaranbHa KirtbKicTe aepobHux He Ginswe 102 KYO/r He nporosuscs
MIKPOOPraHismis

TYMC/ =102 CFU/g ! Not performed /
3arancHa KineKicTh gpihxaxkoerx | He Ginbwe 102 KYO /r He npoBoasscs
Ta nniceseBuX ronbis L N

E. coli/ Absenceintg/ Not performed /
Escherichia coli BiacytHicte B 1 1 He nposoauecs

i} For explanations to the limits set refer to sectlon 3.2.P.8.1 of the dossier / 1} [Ina noAcHeHHA Mex avB, p. 3.2.P.8.1 pocke.

2} LOD: 0.05 %, LOQ: 0.1 %, both calculated with reference to the carbidopa peak. For the assignment of unknown impuritles to
the parent compound refer to section 3.2.P.5.3.1 of the dossior. / 2) LOD: 0,05 %, LOQ; 0,1% o61aBa 3HaHeHHS po3paxoeaHi no niky
kapbiaonu 3 XpoMaTorpamu CTaHABPTHOMO PORUMHY, [INA BUSHAYEHHS HERIgOMOT AOMILLIKA BUXIZHOrO 3'€AHaHHA AWB. B ¢exuil 3.2.P.5.3.1
AOChE,

3) LOD: 0.05 %, LGQ: 0.1 %, both calculated with reference to the levodopa peak. For the assignment of unknown impurities to
the parent compound refor to section 3.2.P.5.3.1 of the dossier. / 3) LOD: 0,05 %, LOQ: 0,1% 06ugsa sHaueHHs pospaxosaHi No niky
TIEBOAONM 3 XPOMATORPAMU CTAKAAPTHOIO POaUKHY. JINS BH3HaNEHHA HEBILOMOT AOMILUXM BUXIAHOMO 3'6aHaHHA AvB. B cexuil 3.2.P.5.3.1
ROCHE.

4) Galculated based on amount carbidopa. / 4) Po3paxoByeThen, 5asy0Unch Ha KiftbKOCTI kapbiaonu,

5) Test Is performed on every 10th batch, colouration of the cores/film coated tablets is routinely monitored {IPC). / 5} Te¢r
NPOROASITH Ha Kookl 10-i4 cepii, thapByBanHs sinep / TABNSTOK, BKPUTX OBONOHKCK) PYTUHO MOH iropaTe {IPC). e ——

8} Test is performed on the first three full scale batches and thereafter at least twice a year. ! 6} Tect t;s- 3. 3-%
TIPOMUCIIOBUX CEPIAX | NOTIM, NPUHAMH] ABiUi Ha pik. o B N,

Acino Pharma AG S
Birsweg 2, 4253 Liesberg (BL), Switzerland
Phone +41 61 775 80 00

Www.acino.swiss




%, acino

Certificate of Analysis / CepTudgikar Ananisy

Name of the Product; / LEVOCOM RETARD ACINO, prolonged-release tablets, 200 mgfﬁﬂ mg Ne ::
Hassa [poaykry: 100 {10x10) in blister /
NEBOKOM PETAPA.ACIHO, tabneTkn nponoHrosasof All, no 200 Mr/50 mr
| Ne 100 (10x10) v 6nicrepi ‘
Date of Manufacturing: / Batch Number Finished Product: /
dara Bupobhvyrsa: | 15'.10'2021 _Homep Cepii loToBoro Mpoaykry: 21111699
Expiry Date: / | Batch size {in packs): /
TepMin npuAaTHOCTI: 15.10.2025 Poamip Cepii {8 ynakoekax): 4831
Material Number in SAP: / Batch Number Bulk; /
Homep MaTtepiany B SAP: 36432_ Howmep cepii “in bulk™ 21090280
Analysis Number: / Date of Analysis: /
Homep Ananisy: 152876 flata AHaniay: 20.12.2021
‘Name and Position of Persan, Dr. Peter Sommer,
who issued the Batch Release: / ‘Qualified Person/

Mpiseuwle Ta nocana ocobw, kotpa.Bufana  Lokrop Flitep Commep -

A03BiN Ha BAUNYCK cepii:

Date of signature: /
Hata nipgaucy:

‘YnoBHoOBa}eHa ocodba

21.12.2021

Ini the avent of any discrepanciés or doubt between English and Ukrainian language versions, the English lakguags version shail
prevail. /'Y pasi Gyab-akux posbirocTeit abo cymuiBiB MK SHIMIACHKOID Ta YKPATHCEKOD MOBaMY, nepesary Mag BEPCIA Ha aHrniHcbyii

-MOBI.

Acino Pharma AG -
Birsweg 2, 4253 Liesberg (BL), Switzeriand
Phone +41 61 775 80 00
WWW.acino. swiss




