. AEP}KHIKCKV}KBA
NEPKABHA CJIVXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIA OBJIACTI

ppocnekt Banepis JIoGaHOBCEKOTO, 51, m. Kuis, 03110, Ten/axc: (044) 2753030
E-mail; dls.ko@d\s.gov,ua,httggz//www.glggggv.gg, Kon €IPTIOY 37078774

BHCHOBOK
npd sKicTh BBE3€HOro B Vxpaiuy JikapebKkoro 3acoby

24.09.2020 Ne 48475/20/10

JEBOKOM PETAPJA ACIHO

; (HalMCHYBAHHSA nikapcskoro 3acofy srigno 3 peecTpauifinaM nocsigeHuaM)
rabaerku nposonrosanof aii, no 200 mr/50 mr no 10 Tabnerox y Gaicrepi; no 10 Gaicrepin y
' naaui

(dhopma BuIyCKY, AO3YBaHHS, BUA NAKYBaHHA nixapeskoro 3acofy)

Homep peecrpmﬁﬁnoro} tocaimuenns UA/16261/01/01 crpox nif peectpauiiinoro nocsizexns 28.08.2022

Cepin nikapcskoro 3acoQy Ne 20088288 KinbkicTs BBeseHoro aikapcskoro 3acoby 4832
BupoGHHK Acino ®apma AT, LlIpeiinapis
(nafimeryBanus pUpoGHUKA TiKAPCEKOTO sacofy, KpaiHa NOXOKCHHS)
Beeseno B Vkpalny ToBapuCTBO 3 0GMEKEHO0I0 BIANOBIAANLHICTIO "ACIHO YKPATHA",
f inen, xox: 42274733 -

MOl KON Ak | e
(naiMeHyBaHHA Ta KOJ 38 CAPTIOY iopumuusof 0cobH abo npissume, iM'a, no -Garoxoni Pizuuuol
0cob# - nianpuemiy, ¥ Micue TpOXHBAHHA TA peecrpauitinnit HoMep 06NIKOBOT KAPTKH NNATHAKA

noatkis abo Cepis T HOMEp NACNOpPTa)

IIpoToKoA BisyaILHOTG KORTPOIO Bl 18.09.2020 Ne 3072/2.

IepXKABHOrO KOHTDOMO BCTAHOBNEHO, IO nikapcskuli 3aci6 meeseso B Vpailmy 3
cri sixapobkix 3acobis.

/<7 Onexciii COIOJPAH

(ininiany Ta npizsuue)
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Batch Release Certificate / Cepruduxar BoinyiieHHon Cepun
Certlﬂt;ate of GMP Compliance / Ceprudukar cooreercraus GMP

Namne of the Product: / Levocom retard Acino, prolonged-release tablets 200 mg/50
Haumerosanne Npoayxra: mg Ne 100 (10x10) in blisters/
NEBOKOM PETAP] ACUHO, TaBineTku npoNoOHIUPOBANHOQ
aecTans no 200 mMr/S0 mr Ne 100 (10x10) 8 Gnucrepax

lstrength | Potency: / One prolonged-release tablet of Levocom retard Acino
200750 contains 200 mg levodopa, 50 mg carbidopa
Cuna pedcrann / AKTHBHOCTD! monochydrate which is equivalent to carbidopa/

1 TabneTka NPONOHIMPOBAHKOTO feficTeus npenapata fleBokoM
perapa AcuHo 200/50 copepxuT: nesoponst 200 mr, kapbugons:
MOHOTHEPAT, YTo cooTeeTcTByeT kapbunone — 50 mr

Dosage Form: / Prolonged-release tablets 200 mg/50 mg/

fNexapcreesnas Gopma: TabneTk# NPONCHIMPOBaHHOTO aelicTeus no 200 mr/50 mr
Package Size and Type:/ 10 tablets in blister; 10 blisters in carton box/

Tun u Pasmep Ynakosku 10 tabnevox B 6nucrepe; 10 Gnucrepos B KapTOHHOR xopobke
Date of Manufacturing: / Batch Number Finished Product: /

[lara npoussoacTea: 93.07.2020 Homep Cepun NoTosoro poaykra: 20038255

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

Cpok ropHocTI: .28 Pasmep Cepun (B ynaxkoskax): 4832

Batch Number Bulk: / Release Number of APl / v
Homep.cepun “in bulk™ #ouBa1ea Homep Boinycka AOWU: 20022247, 20055001
Material Number in SAP:/ SAP Batch no: /

Homep Marepwana 8 SAP: ‘36432 Homep Cepwun 8 SAP: 20088289
Marketing Authorization Number: / UA/16261/01/01

Homep Perucrpaliornoro CaupeTenscrsa.
Name, Address and License Number of Manufacturer(s): / Haumenosanue, Agpec n Homep JluueHaun
MNpoussoguTens(nen):

Manufacturing, quality control, batch release: Acino Pharma AG, Birsweg 2, 4253 Liesberg, Switzerland,
No. 506875 / [pousBoaCcTBO, KOHTPONL KAH@CTBA, BLINYCK Cepum: AcuHo ®apma AT, Bupcser 2, 4253 JlucGepr,
Weeiitapus, Ne 506875

Packaging: Acino Pharma AG, Pfeffingerring 205, 4147 Aesch, Switzerland, No. 506875/

Ynaxoska: AcuHo ®apma AT, MNepecheinreppinr 205, 4147 uw, Wseituapun, Ne 506875

Country of Origin: / CTpana- Switzerland/ lLisefinapun
NPOU3BOAUTENE! v
Importing Country: / Ctpaxa ViMnopTep: Ukraine/ Ykpauxa

Certification Statement: / 3ananenue 0 Ceprnhuxaiinm:
I hereby cortify that the above information 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 local

Regulatory Authaority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis racords were reviawad and found {o be in compliance with GMP. . 3Tum noaTBEpXA M0, 4T0 BhRUSYKAIBHHAN

WHDOPMALMS HBIMETCR OCTOBEPHOR 1 TONHOA, [aHHan CepHa NEOUIBEAHE; BKNICYAN yNAKoBKY / MBPKUPOBKY # XOHTPONbL KaYECcTsa, Ha
YEA38HHOM BiUE YHACTKE B NOIHOM COUTBETCTBMM C TpeGonanuaMy GMP nokaneHbx Kostponupyoumx Oprawos, 8 Tanke co
cnemdHKaLMANy PerCTPAUMORNORS [JOCHE CTPAHI-UMNOPTENA. TPOTOKON NPOMIBONCTEA, YNEKosKA ¥ Hanusa Gbiit NEPECMOTPEHDE W
yGTanoanesa cooteeTcrane GMP,

Name and Position / Title of Person, Dr. Timo Eninger

who issued the Batch Release: / QA Manager, Deputy of Qualified Person/

Hamunus ¥ nonmkHocTs / 3sanne fNluya, Op. Tuumo Sunnrep

KOTOPOE BLIGAN0 PA3pELLeHNe Ha BbiNyCK MeHegxep no kavecrsy, 3aMecTuTens YNONHOMOHEHHOro
cepwm: Nuua =7 i

o ol e
oo™ o
o

Date of signature: /

[ara nognuck: =
In'the event of any discrepancies or doubt between English and Russian languﬁﬁ@%_lpns, the English languagt

25.08.2020 /¢

v

prevall. | B cnyuae mobbix pacxokperult uni COMHEHID MBXAY BEPCHAMYU H3 SHINUMCKOM ¥ PYCCKOM HILIKaxX Npeuyine

AMBET BEPCMA HE AHINUACKOM F3bIKE.

Acino Pharma AG

Birsweg 2, 4253 Liesberg (BL), Switzerland
Phone +41 61 776 80 00

WWW.aCIino.swiss




Certificate of Analysis / CeptudukaT Ananusa

%, acino

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

WWW.aCIN0.5wiss

Name of the Product: / “Levocom retard Acino, prolonged-release tablets 200 mg/60 mg Ne 100
- HanmeHosaHwe MNpoaykra: {10x10} in blisters/
NEBOKOM PETAP[] ACVHO, TabneTkn nponoHrupoBaHHOro AeiCTens no
‘ 200 mr/50 mr Ne 100 (10x10) B Snncrepax
Date of Manufacturing: / Batch Number Finished Product: / '
' [lara npoussoncrsa: GabL.NE Homep Cepwv Fotosoro Npogykra: ROopass
Expiry Date: / Batch size (in packs): / ’
CpoK ToRHOCTH: 07.2024 Paamep Cepuy (8 ynakoskax): | 4832 ”
Material Number in SAP; / SAP Batch no: / '
Homep Marvepuana s SAP: At Homep Cepun B SAP: 200RRAE0
Analysis Number: / Date of Analysis: /
Homep Ananuaa: i Dara Axnanuaa: 10.07.2020
Tests / Requirements / 1 Results / Remarks /
MNokazarenn kauecTsa TpeBosanns MKK Pesynetatel avannsa | MNpumevanud
. ‘ Orange-brown, round tablet/ ; ' o
g‘;s::xgce d Kpyrnas TabnerTka opaHxeso- ggg:‘;g:;layew
» | xopwyHesoro ypera
Height '5,3-57 mm/ 56 mm/
| Bicota 53-57mM 5,6 MM
Diameter / 11,0 - 11,4 mm/ 14,2 mm/
Huametp 11,0 =114 Mm 11,2 Mm_
. | Average mass / 431,5 mg * 5% (409,9 - 453,1 mg}/ 4331 mg/
| CpegHan macca 431,5 mMr + 5 % (409,9 — 453,1 mr) 4331 mr
. by mass
g::::: ;mlty of deasnge { Conforms to Ph. Eur. 2.9.40/ Complies / variation /
OAMOPOAHOCTS [lonxeH COOTBETCTBOBATL TPEOOBARMAM | (v 0. Tcrayer pacHeTHO-
: i Eep. ®apm. 2.9.40 B8ECOBON
OO3NPOBAHHBIX BAUKNLL
‘ MeTon
Resistance to '
- crushing / P, Bur.
CTORROCTS HPH 270N/270H 143N/ 143 H 2.9.8/ Esp.
dapm. 2.9.8
pa3naBNUBaHy
Ph. Eur.
Water content /
) £4.0% 2.5 % 2.5.12/ Esp.
Copepxanme poab! dapw. 2.5.12
Q1 after 1 h (Levodopa): 18 -33 %/ 24 % Ph. Eur.
- Q1 vepea 1 vac (flesogona): 18 - 33 % 2.9.3/ Eep.
. Q2 after 2 h (Levodopa): 45 - 60 %/ 51 % ®apm. 2.9.3
Q72 vepes 2 vaca (flesogona): 45 - 60 % °
' Q3 after 4 h (Levodopa): 280 % / 89 %
. - Q3 uepes 4 vaca (flesopona); 2 80 %
Dissolution / Q1 after 1 h (Carbidopa): 18 - 33 %/ 25 %
PacTeopetue Q1 uepes 1 yac (Kap6unona). 18-33 %
Q2 after 2 h {Carbidopa): 45-80 % /
Q2 yepes 2 uaca (Kapbugona): 45 - 60 % 52 %
Q3 after 4 h (Carbidopa): 280 % / | 8o %
Q3 uepes 4 vaca {Kapbugona). 2 80 %
Level L1, L2/ CoorBeTciayer L1
tpeBoBanuamM TecTa Jo yposna L2
Acino Pharma AG




%y, acino

Certificate of Analysis / Ceptucukar Ananusa

Name of the Product: / Levocom retard Acino, prolonged-release tablets 200 mg/50 mg Ne 100
Haumenosanue [Npogykra: {(10x10) in blisters/
» NEBOKOM PETAPR[] ACUHO, TabreTkm NPONOHINPOBANKOIO AskcTeNR MO
= , 200 mr/50 mr Ne 100 {10x10} B Gnucrep:
Date of Manufacturing: / Batch Number Finished Prbduct’:,l
Hara npoussopcTea: 03.07.2020 | i 1uep Cepun FoTosoro Mpoaykra: Nﬁms
Expiry Date: / Batch size {In packs): {
Cpox rogHocTH: A7.40eA Pasmep Cepuy (8 ynakoskax): s 0as
Material Number in SAP: / SAP Batch no: /
Homep Matepuana e SAP: 36432 Homep Cepun B SAP: 20056288
Analysis Number: / Date of Analysis: / '
Homep Auanunaa; - [Oara Adanusa: 10.07.2020
| Tests / ‘Requirements / Results / Remarks /
| Nokazavenu xauecyea | TpeGosauun MKK , | Pesyneratei aHanuaa | Npumevuanun
tdentity / Vnentuduxkauns:
Levodopa test A .Retention time {sample) corresponds
| (HPLC, DAD}/ to retention time (reference) / Positive /
Nesopona TecT A ‘Bpems yaepxvsaHun rnaBHbix nukos Ha | [ONOXUTensHo
(BIWX, DAD) | xpomaTorpamme UCNLITYEMOro pacTBopa, | ... do
NONYMEHHOR NPU KONUMECTBEHHOM o
onpeaeneHuu, AOMKHO COOTBETCTBOBATL
Bpeueuu YAEPKUBAHUS NNKOB NEBOAOND
Catidope sstA | apesuancna ouerome. - | pesiive
Kap6ugona tect A craunap'moro pacTBopa # DAD (anoano- MoNOKATENLHO
(BIXX, DAD) /MaTPUYHbBIA AETEKTOP) waexTuukayms
inepogonst ¥ kapbuaonsl ¢
MCHONBIOBAHUEM CNEKTPAnbHbLIX 4aHHBIX
CTaH[apTHOrO pacTeopa.
Levodopa test B 1. Retention time (sample)
{HPLC, IR)/ corresponds to retention time Not performed /
flesopona Tect b (reference) / He nposogwuncs
{BOMX, UK} ‘BpeMs yaepiuBaHua rNaBHbIX NUKOS Ha
| XxpomaTorpamme UCNLITYEMOrO PacTEOpa,
| nONyMEHHOR NPY KONWHECTBERHOM .
onpeaeneHuM, AOTRKHO COOTBETCTROBATL
, | BpeMeHn YAEPKUBAHUS NVKOB Nesojons!
Carbidopa test B 1 KapBuaonbl Ha XpoMaTorpamme ‘
(HPLC, test E} / CcTaHQapTHOro pacreopa. Not performed /
.| KapBugona Tect b 2. Levodopa: IR-spectre / He nposoguncs
1ABIXKX, Tecr E) Nesogona: UK-cnextp
Carbidopa: chemical reaction with
cupri-tartaric solution R (test E) /
KapGngona: xumuieckan peakyusn ¢
MeAHo-TapTpaTHLIM peaxTusoM R {rect E)
Assay | KonwuecTeeHHoe onpesenesue ' e ,
Levodopa / 180,0 - 210,60 mg (200,0 mg * 5%) / 200, mg/ HPLC/
JNesoporia 490,0 ~ 210,0 mr (200,0 mr +.5%) 200,1 mr BIXX
Carbidopa / 47,5 - 52,5 mg (50,0 mg + 5%)/ 49,8 mg/ ozt
Kapbugona 1 47,5 -52,5 mr (50,0 mr % 5%) ) 49,8 mr epnd w"‘,;‘

Q\ﬂfu r;“?

2 gom«mw rg)

Aensaud e i 2

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

www.acino.swiss : %_’;@gy




Certificate of Analysis / CepTucuxar AHanuaa

%y acin

kanus rexcaunaHoeppara (i

Name of the Product: / | Levocom retard Acino, prolonged-reiease tablets 200 mg/50 mg Ne 100
Haumenosanue Mpoaykra: {10x10) in blisters/
REBOKOM PETAP[ ACUHQ, TabneTku NpONCHIMPOREHHOIO AeRCTBNS NO
, 200 mr/50 mr Ne 100 {10x10} B Bnucrepax
Date of Manufacturing: / Batch Number Finished Product: /
 [ara npoussogcrea; BAST 201 Homep Cepuu ToTosoro MNoogykra: SR
Expiry Date: / Batch size (in packs): /' _
Cpox rogHocTit: ul2as Pasmep Cepuu (8 ynakoskax): | R
Material Number in SAP: | SAP Batch no: /
_ Homep Marepuana s SAP: A Homep Cepun B SAP: i
~Analysls Number: / Date of Analysis: [/
Homep Ananwaa: 84275 [ara Ananusa: har.2a0 v
Tests / Requirements / T Resuits | Remarks /
_MNoxasareny kavecTea TpeGosanua MKK Peayneratel awanusa | lpumeuanus
“Purity" | Mpumecn
Methyldopa / '50.8% m/m/ 0.4 % mim/! HPLC/
Merungona $0.5 % (M/M} 0.4 % (m/m) BOXX
13 bDEhydroxyphenytacetone I ' $0.8%mim/ 0.4 % mim /
3,4-0n ennnaueron . 0.8 % (mim) - 0.4 % (m/wm)
3,4-Dihydroxybenzaldehyde /| | £0.2area %/ 1<0,1area%/
34-fvrnapokcubensanpaema | S 0.2 nnowann % / 1 < 0.1 nnowanu %
| Tyrosine / s0.5area %/ <04 area%/
{ Tupoaun £ 0.5 nnowaan % / <O0tmnowaan%
Individual unknown impmitie,s ’
(originating from carbidopa)®/ o
nauBuayansHON HEMSBECTHON | i gg rat::.u:;:n % / :8: :;':&Z’ ;xlu %
npuMecy (NPouCXoasuwein us ) )
kapBunonsi)
individual unknown impuritngs
ﬁ;;g‘:::;%ﬂnfﬁg :g;z::gxoﬂl $0.125 area % / < 0.100 area % /
o, . &
npUMEcH (NPOHCXORALLIER H3 < 0.125 nnowaaun % / < 0.100 nnoiijaau %
_nesoaons) ¥
{ Individual unknown impurities
of unknown origin® / ‘
: . $0.2area%/ <0.1area%/
MHaneuiayansHON HenaBecTHon
MPUMECH HEUIBECTHOTO £ 0.2 nnowapu % / < 0.1 nnowanu %
npoucxoXaexus?
Total unknown impurities / $0.5area%/ f<0,1area%/
Cymma HenssecTHbix npumecei | < 0.5 nnowanu % / 1 < 0.1 nnowaan %
14) A ;
Hydrazine " { Mwppasiun <200 ppm < 200 ppm I;PLC !
identity of quinolone yeliow™ / | UV spectrum shows ' uvive
WaenTndbukaums xunonudosoro | characteristic maxima/ Not performed /
wentoro® Y®-CriesTphl NOKa3LIBA0T He nposoguncs
‘ | COOTBETCTBYIOWIME MBKCUMYMD!
ldentity of iron oxide® / Positive!/ CpasHeune AAS | AAM
WaenTubukaunn okcnaa ONTHYECKMX NAOTHOCTEN ANA
weneaa® wenbiTyemoro n crangaptioro . Not performed /
pactaopa unu obpasosanue { He nposoguncs
cuHEro ocagka npu gobaeneHun

Acino Pharma AG

- Birsweg 2, 4253 Liesberg (BL), Swilzerland

Phone +41 61 775 80 00
WWW.aCINo.swiss




Certificate of Analysis / Ceptucukar AHanusa

Namae of the Product: / Levocom retard Acino, prolonged-release tabiets 200 mg/60 mg Ne 100
Hawumenosanue Mpogyxra: {10x10)in blisters/
NEBOKOM PETAPL ACVHO, TabneTku NPCROHMMPOBaKHOrD ASACTEUS Mo
200 wmr/50 mr Ne 100 (10x10) & Grucrepax
Date of Manufacturing: / Batch Number Finished Product: /
 Aara npowssogctea: e Friay Homep Cepuu lovosoro Mpogykra: | 20088288
Expiry Date; / 07.2024 Batch size (in packs): / 4832
Cpok roguocry; _Pa3smep Cepvn (8 ynakoskax):
Material Number in SAP; / 36432 SAP Batch no: / 20088288
Homep Matepuana s SAP: Homep Cepun 8 SAP:
Analysis Number: / Date of Analysis: / '
.Homep Ananuaa: — dara Ananuaa; 10‘97'2820
Tests / Requirements / Results / Remarks /
MNokasarenu kavecTsa Tpeb6osanua MKK { PesyneraTth TpuMevaHus
: aanwaa
Identity of titanium dioxide / Comparison of characteristic AAS | AAM
Wpentuhukayus turana absorption obtained for the test
Avoxcuna | solution and the reforencs Positive /

solutions/ Cpasnenue ontuieckux | Nonoxurensuo
NNOTHOCTEH ANA UCABITYEMOTO U
CTaHOapPTHOrD pacTeopa

Microbiological quality® | MukpoBnonoruueckas uucrora & T

TAMC/ '
$10° CFuig/ <10° CFU/g!

Obuiee uncno aspobubix
| Mikpoopranuamos He Gonee 10° KOE/r <10® KOE/r

?sﬁﬁ.é' ero aporoxepnix | S 10° CFUIg / <102 CFUIg!

: o 3 2

ASCHENEIX fnEOD " |He Gonee 102 KOE/r <102 KOE/r

E. coli/ Absencein1g/ Absence in1g/
_Escherichia coli - Orcyrerane s 11 QrcyTerayer s 1r

1) For explanations to the limits set refer to section 3.2.P.8.1 of the dossier / 1) [lnn 06bACHENUA Npeaencs cm. p.3.2P8.1 gocse.

2)LOD: 0.05 %, LOQ: 0.1 %, both calculated with referancs to the cerbidopa peak, For the assignment of unknowr impurities to

the parent compound refer to saction 3.2.P.5.3.1 of the dossier. / 2) LOD: 0,05 %. LOQ: 0,1% o6a aauesHus paccHuTankt No Nuxy

xapgmmu 3 XPOMATONPaMMUL CTEHABPTHONO PACTBOPA. A ONPBAENEHUA HEeN3BBCTHON NPAMECH NCXQBHOrO COBAMHEHUA CM. B CEKLIMMK

3.2.P.5.3.1 gocne.

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 rafer to section 3,2.P.5.3.1 of the dossier. / 3) LOD: 0,05 %, LOQ: 0,1% 062 snaveHun paccuATaHb! N0 NUKY

g?zugqsow M3 XPOMETOrpamMmel CTEHABPTHON pacTsopa. [1nn onpepenetun HEMIBECTHOW TIPUMECH HCXQIHOND COBAVHEHUS CM. B.CORLMM
.2.P.5.3.1 pocwe,

4) Calculated based on amount carbidopa. / 4) PaccunTbisagTca, OCHOBLIBAACH HA KOIMYECTBE xapbupono.

5) Testis porformed on every 10th batch, colouration of the coresifilm coated tablets is routinely monitored (IPC).15)Tecr npoeaasr

Ha ka0l 10-04 cepwi, OKpaivMBanne Raep/rabneTok, NOKPLITLIX OBANGHKONR DYTURHO MOHUTOPAT (IPC).

8) Test is porformaed on the first three full scale batches and thereafter at least twice a year. / 6) Tecr nposoasy ua nepabix 3-x

NPOMBILINEHHLIX CRRUAX W JaTeM, N Kpaiiel Mepe ABaXAB B ron.

Name and Position / Title of Person, Dr. Timo Eninger

who issued the Batch Release: / QA Manager, Deputy of Qualified Person /

Damunng n fonkHocTs / 3eanne fluya, Dp. Tumo Oxunrrep

KOTOpoe BLIAANO PEaIPELISHUE HA BLINYCK Menenxep no kauectsy, 3amecTurens YnonsoMoyerHoro

cepun; Muua v ;

. - .

Date of signafure. ! 25.08.2020 ¢ f :

Hara nognucy: aserg
in the avent of any discrepancies or doubt between English and Russian language versions« English language version shall
prevail, 1

B cnyuae niobbix pacxawmaesnil UnW COMHBRURA MEXAY BEPCUAMW Ha BHITIMACKOM ¢ pymou A3bKEX NPEUMYILECTBERHYIO CHNY WmeeT
BEPCUA HA aHITHACKOM SaLIKe, i

Acino Pharma AG

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

WWW.acino. swiss




Certification Statement: /
| horaby contify that the abo

tn the event of any discrep

Batch Release Certificate / Ceptudpukar BeinywieHHOR Cepuu

[53
i g
7l
Bl

Certificate of GMP Compliance / CepTudburat cocTReTcTENS GMP

Name of tive Product: /
HaumeHoearue Mponykra:

Strength !/ Potency: /

Cuna pedcyeua / AKTUBHOGTE,

Dosage Form: /
Jlexapcreentan dopma;
Package Size and Type:/
Tin 1 Pasmep Ynakosku:
Date of Manufacturing: /

26.08.2020
Lara npounssoaciea:

Expiry Date.ﬁ f 08.2024
Cpox rogHocTi:

Batch Numbeﬂt_ Buikzul 20088254
Howmep cepuu “in bulk™:

Material Number in SAP: / 36432

Homep Matepnana a SAP:
Marketing Authorization Number: /

Homep Perusctpaumonntero CeuneTtenwcrpa:

Levocom retard Acino, prolonged-release tablets 200 mg/50
mg N2 100 {10x10) in blisters/

NEBOKOM PETAP[] ACWHO, Tabnetipn NPONCHIMPOBAHHOM
A2RCTBUA 1rO 200 Mr/50 mr Ne 100 {10x10) 8 Bnucrepax

One profonged-reloase tablat of Levocom retard Acino
200/50 contains 200 mg levodopa, 50 mg carbidopa
monochydrate which is equivalent to carbidopa i

1 rabnerka nponoHrposanery Aefcreng npenapata Ilesokom
pertapa AcvHo 200/50 COAEDNUAT: NeBogonb 200 mr, Kapbuaons
MOKOTHADAT, 4T0 COOTBETCTRYET KapBugone — 50 wr
Prolonged-release tablets 200 mg/56 mg/

Tabretkn NPONOHIUPYBAHHCIO AeitcTara no 200 Mr50 mr

10 tablets in blister; 10 blisters in carton box/

10 rabneTtok 8 Gnucrepe; 10 BrvcTepos B kapToHbo kopobye
Batch Number Finished Product; / 20099520

Homep Cepun MNotosare Mpogywra:
Batch size (in packs): /

Paamep Cepuut (B ynaxoskax):
Release Number of API: /

Homep ewinycra AdUA:

SAP Batch no: /

Homep Cepuu B SAR:

UA/16267/01/01

4 855
20022247, 20077886

20099520

Name, Address and Ligenss Number of Manufacturer(s): / HaumeHosarne, Anpec u Homep Jnuerauu

ﬂpomaonmem(neﬁ):
Manufacturing,

quality contral, batch release: Acinc Pharma AG, Birsweg 2, 4253 Liesberqg, Switzertand,

No. 506875 } Mpowasoncreo, KOHTRONL KAYBCTBA, BLINYCK Cepuis ACUHG bapma AT, Bupceer 2, 4253 NucBepr,

ilsettyapus, Ne 506875

Packaging: Acinc Pharma AG, Pleffingerring 205, 4147 Aesch, Switzerland, No. 506875/

Y¥nakoska: Acuro Gapma Al

Country of Origin: ! CrpaHa-
NPOV3BOHANTEME:
Importing Country: { Ctpara WMnoprep:

Nibedsepinreppinr 208, 4147 3y, Weeityapua, Ne 506875

Switzerland/ Weehyapun

Ukraine/ YkpauHa

3adeneHue o Cepm(bmaumd:
ve information is authentic and agourate. This bateh of product has been manufactured, including

packaging / labeling and qualily control at the above mentioned eite (s} in fuil compliance with tha GMDP requiremonts of the local
Regulatory Authorily and with the specifications in tho Markefing Authorization of the importing courtry, The batch processing,

Name and Position 7 Title of Person,
who issued the Batch Release: {
Damunus v AoKECSTL / Jdeanue fNnua,
KOTGPOR Bolfano paspewsiue Ha BBINYCK
COPUK:

Date of signature: /
Hata noanuew:

Acinio Pharma AG

Birsweg 2, 4253 Liesberg (BL), Switzerand

Phone +41 61 775 80 00
WWW.aCine. swiss

packaging and analysis records were reviewed and found 1o be in compliance with GMP. | D1iim NOATBERNAAID, YTO SRiUe Y agamHan
HIDOBMayus apnneTes AOCTOREPHOIR u TOUHOR. [akHan CePpHUA NROWIBEARHA. BNYas YNaroBky f Mapruporky » KONTHOND KaYeCig, Ha
YXQIGHHOM BbILIe YYacTHE 6 noAHoM COOTDORTCTAHA ¢ TReGOoBAMIAMU
CRELUMEIMKE I PerucTpaLoHHore Locse CTRaHL-wMnopTepa. porokons: MPUMIBOACTEA, YNAKOBKK W aHAMMSA Bainn NENRCMOTRE I W
YOTAHOBNEHO cooTReTCTANE GMP.

GMP noxanbhbix i(ompomupymumx Opranop, a racse co

Dominic Gerber

QA Manager, Deputy of Qualified Person /
Domuiix Mepbep

Menrepkep no KauvecTey, Jamestutens '.\'"m’l‘y"i‘rto.l.‘!Cﬂ‘jeHHOro
Nuza E e :

7.
09.10.2020

ancies or doub( between English and Russiapn fanguoge . ¥oisions, the Engiish langusge version shall
prevail. | B cnyaae riobeix PACXOMASHHA UKW COMMBHMUR MEXTY BEPCUAL 1 118
WMERT BEPOHA Ha aHMBCKEM S3bIKe.

SHLHACKOM W DYCCKOM R 30IAK MREHMYLIECTBE HYIO Csirly
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Certificate of Analysis / Ceptuchukat Ananuaa

_ Name of the Product: /

| Date of Manufacturing: /

[

. Homep Aranuaa:

{ Tests |
« Nokaszaten kavecTea

! Appearance /

- Bhicora

Hawmernoranve Npogykra:

dara nponarcacrea;
Explry Date: /
Crok FOAHkOCTVI

Material Number in SAPI/ |
| Homep Marepuana a SAP:

" Analysis Number: /

! {10x10) in blisters /

Y
%

| Levocom retard Acino, prolonged-release tablets 200 mg/50 mg Nz 100 ;

; IEBOKOM PETAPO ACHIHO, TabneTkw NPONCHTMROBAHHCOIG AGRCTBUS MO

200 M50 mr NQ 100 {10x10) B GnueTepax

['Batch Number Finished Product: 7

B "‘.;“_26.08.202(? - ; HOMEP CepMM ToTesoro Mpoayira: 7 20099520. - :
08.2024 | Batch size (in packs): / : 4 855 |
oo [ Paamep Cepuv (8 ynakoskax): N B

" SAP Batch no: / |
364_32,.,. Homep Cepmus SAP. ‘ 20.099520 |
| Date of Analysis: / |
_ 85948 | Heta Awanwea e s e

OnucaHue
Height [

Diameter /
[uamern
Average mass
Cpeauns macca

Uniformity of dosage
units /
OprHopofHOCTh

- BOBMPOBAHHBIX 8aMHuUY

" Resistance to

- crushing /

|
|
i

CroftkocTe npu
i asfashueadnyg

| | Water content /

Cogep»(el-me Bonbl

Dissolution /
FPacteopenwe

Acino Pharma AG

Birsweg 2, 4253 Liesberg (BL), Swilzerland
Phone +41 61 77580 00

WWW.ACIND . swiss

' Requirements / 1 Results
| TpeBosanmks MKK

Orange-brown, round tabiet /

Complies /
Kpyrnas taGneTka opanmeno- CooTaercrayer
_KOpW4HEBOro UpeTa : -
53-57mm/ 5 5 mm/
153-57Mm '55 M o
:110-—114mml -1‘!2mml
11,0 = 11,4 um 112w
431,5 mg + 5% (409,9 - 4531 mg) / " 431,1 mg /!
431,54r £5 % 1409,9 ~ 453,1 mr) A3 mr
Conforms to Ph. Eur. 2.9.40 / Complies /
! flonmxen cooTeeTcracRaTh TpeBoBaturm e
i Eap dapm. 2.9.40 y
ZTON{2T70H F 138N /138 H
P 24.0% 2.3 %
i
. Qi after 1 h(Levodopa): 18- 35 %7 24 % - o
i Q1 vepes 1 vac (Neaogona): 18 - 33 % ¢
; Q2 after 2 h (Levodopa): 45 - 60 %/ - 51 9
i Q2 vepes 2 vaca {NleBojona). 45 - 80 % | °
| Q3 after 4 b {Levodopa): > B0 % ! 30 ¥
| 3 wepes 4 vaca (Nesogona): = 80 % : ’
: Q1 after 1 h (Carbidopa): 18 - 33 %/ 24 o,
. Q1 vepes 1 uac (Kapbuaona), 18 - 33 %
i Q2 after 2 h (Carbidopa): 45 - 60 % /
Q2 vepea 2 vaca (KapBuoona): 45 - 60 % 81 %
Q3 after 4 h {Carbidopa); 2 80 % / 89
: Q3 vepea 4 4aca (KapSuaona): 2 80 % ‘
. Level L1, LZ / CooTteetcTayeT

ST

| TreBosanuan Tecta 4o yrosHa L2

| Peaynbrate akannaa

~ [Remarks/
4 Mpuvevanns

| by mass

“ wvariation /
| pacueTHo-
BECOBOU
MBTOL

Ph. Eur,
1 2.9.8/ EBp.
- ®apm. 2.9.8

Ph.Eur.
2.5.12 [ Eap.
Gapm, 2.5, 12
Ph. Eur.
12,93/ Eep.
tDapM 2973

Ak,
]
2y o

A6y

L™
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Certificate of Analysis / Ceprudiuiar Ananuaa

" Name of the Produst: | I Levocom retard Acino, prolonged-refease tablets 200 mg/50 mg Ne 100~
" HaumeHosanne Mpogykra: i (10x10} in blisters/

| NEBOKOM PETAPL ACHHO, TaBneTiu NPONOHIVPOBaHHGID AShCTEUS No
1,200 me/50 mr Ne 100 (10x10; & Brucrepax

Date of Manufacturings /| F Batch Number Finished Produst: |

! H I
. AaTa njonssoncTea: , 5__26,??___202?, . Homen Cepin Fotopare Mpoayira: 2{1?99"20 o
Expiry Date: / i Batch size {in pachks); /
i Cpox rogHocTi: b i ’OB 2024 ga:;me.n Cﬁwm (;a YNEKOBKAX].  hBED N
Material Number in SAP: ; AP Batch no: :
. Howmep Mavepuana s SAP: '36_43% 1 Homep Cepums SAP: § 20099520 o
. Apalysis Number: / ; [ Date of Analysrs ! f :
| Howep Avammsa: 85548 1 leva Ananuza: B k. 2020
Tests ) | Requirements / i Results / " Remarks / _
 Mlokasarenn kavectea _  TpeGosauus MKK e PEIYNETATE ANATMBE [Tiumeuanug |
Purity! ] Apamecyd " T T e | ,
Methyldopa f . 50.5% mim/ 10.4% mim/ "HPLC Y
Merungona o 208 % (MM 04 % Amiwy ; BOWX
3,4-Dihydroxyphenylacetone / - £0.8 % mim / [0.3 % mim/~ !
L A-dursnocxcnchenrnaderon | 0.8 % M/} 1 0.3% tmmy
: 3,4, D|hydroxyhenzaldehyde! <0.Zarea %/ | < 0.1area %
3,4 HHFHQ[JOKCHGEHSEU&:AEFM,Q oE02 wowann %/ = 0.1 nnowagn %
" Tyrosine /  S0.5area %/ <0.1area%/
 Tupoans ;S05nmmowagm%/ | <0.1nnousan Y
Individual unknown impuritios - o :
(originating from carbidopaj?/ | t20.2area %/ < 0.1 area %/ |
MHavsnayanskon HeuwseecTrob 202 2 % / At o
NPUMECK (NDOKCXOARUER U3 = seellIR e ; RekRnatiany Yo
. kapBunones % R
; Individual unknown impurities ' o o
: N ;
| ioriotnating fromieveHoRs) A, | oo %/ < 0.100 area % /
HAMBUAYENEHOR HEW3BeCTHOM 0125 fifbiam B < 0.100 o .
| puMECH (Nparcxoanujed va A% : thamm a
L nescnonwi; e
Individual unknown impurities T ‘
. 2 : £
: ;f uiiknpwin;origint/ . 1<0.2area %/ L < 0.1 area %

HOAUBAAYSNEHOM HewssecTHOR | S O erBLE | <0.1 iy B ‘
MPAMECcH HEM3BRCTHOMO : ° ! aaun vo ;
nponcxomaeHun? S L i
Total unknown impurities / {20.5 area % / [ <0.2 area % J

i CyMMa HEW3BECTHBIX npumacen 0.5 nnotwaan % / L2 nnowagu %
' Hydrazine "4/ Fuapaapn 09 e P T HPLG 1
| . S200RPM b Dbl BOK
Identity of quinolone yetiow$; | (jV spectrum shows SUV Yo
HMaentudurayus XAHONWHOBOIG | characteristic maxima / ¢ Not performed / )
Henroro™ : Yib-crienTpl nokaswisalT | He nposoauncs
o e fcoomercm;_mw.me Makcumymel | :
| ldentity of iron oxide® ) Comparison of charactensttc CAAS 7 AAM

| Maentudiakaymrs oxcHaa

. absorption obtained for the

I

Kenesza? test solution and the reference |
i solutions / CpasHeHne |
: g i Not perfor !
| ONTHYBCKUX  NOTHOCTER  Ans | Rerrorimed

Acing Pharma AG
Birsweg 2, 4253 Liesberg {BL),
FPhone +41 61 775 80 0
WAMAW.BCINGD, SWisS

fwcnblryeMoro ¥ CTaHgapTHoro
| pacrecpa  unu

obpazopanue |

CuHers ocadxka npu fodaanennn |

_Kanws rexcaunanod.eprata (i; |

). Swilzerland

He nposoauncn




Certificate of Analysis / CepTudmsar AHanuaa

o
f

| Name of the Product: | ! Levocom reta
¢ Hanmenonawke Npoayicra:

: {10%10) in blis
FIEBQKOM PE

200 Mers0 mr Ne 100 (10x10) 5 Grmcrey

rd Acino
ters/
TAPH ACKMHO, radnetw

. prolonged-release tabicis 209 my/56 ing MNe 100

ORONCHTUPOBARHONS ACRSTBUN 1o
$17 ¢

Date of Manufactaring /7 | Batch Number Finished Product: / ! 20008520
d ey ., i e
 Aana npowssosncres: | ... .Howmeyn Copwn Fovonore Mpogycra: .
. Expiry Date: { . Batch size (in packs): / | 4858
~Cpotrogroem: - L Pa3meD Cepun (s ynavoakax), er e
- Material Number in §AB: | | SAP Batch no: / ; e
Howep Mavepusna p sap; | 30492 _ i Houep Cepun g SAP: (__2{’{.’,93“."@__ .
Analysis Number: ] | 85545 ! Dat'e of Ana‘ly‘ztﬂ,is: / l 07.09.2020
LHoter Akagmaa: ] -+ Have Anangaa: i b
| Tests / Requirements / | Resutis ! . Remarks /
Morasateriy Ravecraa Tpefioaanns MG C PexynbTaTtu  Hputraeuanus
o T -~ - & e T DT b e e e --. ianmga_ R L T PR -

' lde}{fity of titanium dioxide / Comparison of characteristic FAAS T AAM

WaenTipukalng tarana . absorption obtained for the tast f'

AMClRCHAA solution and the reference . Paositive /

solutions/ CpasHenne ONTHHECINX . MNonomuTEnEHo

; TNOTHOGTER A9 HCNLITYEMErO @

_____ ' quality / K

__L BTaBpspTacio pacipopos
poBuoniorueckas wncrora B

: ggiﬁg@* R <193 GFUlg ' Not performed | |
i : Al Sy * z) =l 3 2 > e {3

 Jae Dol 10~ KoRE | [8 tposopuncs |
‘ i : ‘ o f ael | ¢
? TZMC. o <107 CFUlg / : Not performed |

! Obugee yncno LPOHOKEDBIX 1t f He Gonee 10¢ KOE/r - He npoacpuncs

ngcKeseix (putios
CE.coli/
Escherichincoli i
1} For explanations 16 the IImits setreferio s
2} LOD: 0.05 %, L0 0.1 %, hotl calcutated with
the parent campound refer to soclion 3.2
MUPBUIOne na spouwaTo P
A2 P53 pocie
3LOD: 0.85 2, LOG: 0.1 Y bioth calculated with refe
the parent compound refer to section 3.2.P.5.3.1 of ¢
RO 142 X]:Uh‘.‘}'li}i',’)-'i—’.‘.-‘.'!bi G IE}!U‘[('IPTHUI'{} {:‘F.;(‘.TBO{)EL
32P58.21 nocue
4; Calcuwtated based o
8} Yestis perfarmad o
A LOR (Goit e
8} Yest ig perfarn
T AR
Name and Position / Title of Person,
whe lssued the Batch Ralaase: /
ParnIun W 0mEROCTE / 2sanua Iwya,
KGTOPOE BLIAZN0 paspeweHye Ha BhINYCK
Cenn
Date of signatura: f
Larta noanweou:

TR

)

P asmount carbidopa, { 4) Pace

Y, ORROLMBGHING s )r’raﬁner(»:, HOK
-

ed on the first three full scale batches

In the event of any dis
prevail, /

1 = HODRIE DACKURACHAE [ COMHEH e
TERUHR W 200 03000 5130,

crapancies or doubt helween Engli

LY BERG

Acing Pharma A
Birsweg 2, 4253
Phone +41 81 775
Www. acino swiss

<

esbarg (BL), Switzeriand
8000

G
Li

P Absencein 1 g/

Oroyreranesr
on 3.2.P.EF of Hia dos
reference to the carbidopa pe
5.3.1 of the dossior / 2Lan: o
AMRL CTRHAADTHONC DacTEORA. L1 onpes e

he dossier. [ 23 LOD: 0.5 Y,

UTBRIBARTCH, CCHOH
nevery 10th bateh, colouration ofthe cores
tel

A LEIMAY WSO, 10 epaRila MGED a0 oy

Not pertormed |

sier 1} finn o6 rscrsiin fpas
ak. For the assignment of unknowr hrpurities i
Fo. LOWI 010, ofig FHIHMCHPA D AU A Ty
HEHIBECTHOR NDWC oY Hexonore COGAMRE AR G, B Cake

[
06

ce to the levodopa peak, For the assignmant o
LOG 0,0% ob

CABCACTCHI HRRIBCCTHOR Njpu

T unknown inpuritios 1o
8 IHANEHIN BI0C 1 i
hIQCH WOXOHHG Greaune

HIE OREL B

ZLIER

BIBAACE HA EOAMELT e }::‘j[’)ﬁi&,{‘;t;ﬂlm
il coatod tablets i routinely monitorag
PP Chnnows o YTUHHO MOnUTORAT ()

and thereafter al icast twico o year £ 8} Teor npop
DRominic Gerber

QA Manager, Deputy of Qualifisd Pareon ! Evir
dornvk TepGep
Metienirep ro xaue

SEUHONT

(PCL 8] Tan, -

CAAT HE IIeHeLXY Dy

CTBY, JEMOLTNTE Ho YO/ MoMOU ey aro

Nuiga i s
09.10.2020 g o
sh and Russizn languaga versions, the English fanguagn vaersion shall

.
MREAH Ha Serneiickon 1 DYCOROM fabkax ﬂ;?ﬁ‘i'.l‘.‘i)’u.l&':('ﬁ"aB.i‘:'HF-thO CHMy eiagsy
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L AEPHTIKCITY B A
AEPIKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAME y KHIBCBKII OBJIACTI

ﬂpocne}{'r Banepis J‘Io6auoucmcoro, 51, M. Kuis, 03] 10, ros/daxc: (044) 2753030
E—maif: cl]s.ko@dIs.gov.ua,hggg;s://www.dEs.gov‘ ua, Kox €JIPTIOY 37078774

BHUCHOBOK
np# SIKICTH BBe3enoro g Ykpaiuy Jdikapcenkoro 3acoly

20.11.2020 Ne 61971/20/10

|

|

I JIEBOKOM PETAPJI ACTHO

(naiiMenysatug MKapeLkoro 3aco0y 3rinmo 3 Peecrpattiinmm NOCBIICHHsHM)

L‘OBHHO'I' i, o 200 Mr/50 mr o 10 Tabyerok y Guiicrepi; o 10 baicrepin y
mavgi

(thopma BRIYCKY, no3ypanus, iy NakyBsaus nikapeoekoro 3acoly)

Tabiaerkn npoJion

Homep pecerpauititioro ocninuenna UA/16261/01/01 CTPOK il peectpaiiiiore noceinuenns 28.08.2022

Cepist nikapeskoro 3aco§Ly Me 20099520 KinekicTs seesenoro nikapeskoro sacody 4735

BupoBuuk Acino Mapma A , [IBeiinapis

(nm“wcnynamm BUPOGHHKA nikapenkoro 3aco0y, kpaiira MOXOJKCH )

Breseio B Vipatuy Tonapucrio 3 obMexeno BiAnoBigamnLiicTo "ACIHO YKPA"]'HA”,

bientr. kou; 42274733

(naiimenynamiy ta Kou sa CAPTIOY 1opmnnimner 0cou abo npiasuie, in's1, 110 Barnioni hisnynof

ocodu - MANDHEMIS, 1T Micie TPOMUBANHS Ta peccrpanilinmii HOMED 00n1ikoBOT kapriu Mt
noatkis afio cepis 1a HOMEp nacnopra)

|
\'
|
!
{
l
]
a‘
|
|

i

Hporokosn Bisyansnord Kolrposio sin 13.11.2020 N2 3948/1.

1

3a  pesynsratamu ne[.?)lcam[oro KOHTpOJIt0 BCTAHOBJIEHD, 110 TiKApCEKHIT  3aciG BRE3CHO B Vkpainy 4

AOTPHMAHHIM HMOT 3aK0HOAABCTRA 100 3abesnevenny g

QCTi niKapcLkux 3ac06in,

1Iar‘;(‘ey_mrm1{&('@11){)1{614 K )

Onexcilt COJIOJIPATA

(inrindaums g npisnHie)

i fapeolaapraty ;J‘g”p;{c;ibf:bro KOHTpOUIOD) (minmic)
S S B e i1 S

Ly

i
|
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