JIEPUUIKCIIYKBA YKPATHU
JEPKABHA CJYXKBA 3 JIKAPCHLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y JHINPOIETPOBCHKIN OBJIACTI

Jininpo, nn.CoGopra,d, k. 601-603, 49005, tea. (066)3454171
E-mail: dis.dp@dls.gov.ua, Koa €/IPTIOY 37070665

BUCHOBOK
NPO SIKICTh BBE3€HOI0 B Y KPAiHY JIKAPCHLKOI'0 3aC00Y

18.11.2024 Ne 57059/24/04

BLIOJULI

(HafMEY B HEAPCBROTD 3aco0y 3riH0 3 peecTpailiftnM TOCBITHCIIINM)
Tadaerku o 200 mr, mo 10 Tad.zerok y Guaicrepi, no 5 d.aicrepis y mauni

(POPML BRITYCKY. AUSYBUHEA, BH/L IAKYBAHHS AIKAPULEOLO 30000} }
Homep pecerpauiiisioro nocsinuenns UA/19715/01/01 crpok aii peectpauiiinoro nocsiguenis 03.11.2027
Cepin nikupcsroro sacody Ne 12970525 KinukicTe BBe3eHOTO j1ikapcbkoro 3acody 4032

Bupodtits Adtave Dapya C AL, Honsuia

lll’\lﬁ.\lcli} Bt BHPU6HHKH JIiI(iiI)CI:I\’U{'U ‘Hl(.'()(l_\'. l\'P‘d.l.II‘d STONOLACTHITL)

Baeseno B Yipaiity ToBapucTBO 3 06MekeHow BignosiaiabsuicTio "hBa/M". ixenr. woa:
31816235

{Haitveny i T2 koo 3a CHPTIOY woprinunoe? ocodu ulo npizsiaiie. is's. no SurLkosl (izkubol
OCOGH = NNPHCM A, T MICLIC TIPOERHBAHEN Ta PCCCTPALAING HOMep 0B HKOBOT KAPIEK 10 THIRY
HeAaTKiB abo cepis it HoMep nacnopti)

Mporoko sisyaasnoro kowrpomo sia 31.10.2024 Ne 07-01/2916/1,

30 penIbTATAMM  AEPKABHOND  KOUTPOMO  BCTAHOBAGHD, [0 JIKApCbRMA  3acid  meezeno B Ykpaiiy

AOTPHMAHHAM BHMOI 3aKOHO1ABCTBA 11010 3abe3neyeHHs AKOCTI AikapeLkux 3acobin.

B. o. navaaenuka Jlepwasnol ¢nyxbu 3

JHKAPCLKHX 3aC001B 1A KOHTPO Y 3a .
= e el Harais MAHJIPHKA
HAPKOTHKaMH Y JHIIPONeTpoBChKIA

obJacti

(roeaiona ocoda oprany J1EPKABHLIY KOHTPOINY) (IHILE N 1 pisBHILe)

L .
VAL TOKY VEHTIB \?
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPII JIIKAPCBKOI'O 3ACOBY

Ne 5149/2023 version 2
Ne 5149/2023 sepein 2

Name of product / Hazea npoayxry
(strength, dosage form, package size and
type / 103yBaHHdA, JiKapcoKa Qopma,
PO3MIp i THR ynakoBkH)

BILODDI, tablets, 200 mg, 10 tablets in a blister;
5 blisters in a pack with the marking made in
Ukrainian language

f

BIJAO L), tabaerkn no 200 mr; no 10 Tabnerox
y Onicrepi, mo 5 Onicrepis y mauUi 3
MapKyBaHHAM YKpPaiHChKOI) MOBOIO

Active substance / giloya pe4oBHHa

Hymecromone 200 mg / I'imexpomony 200 Mr

Manufacturing country /  kpaixa- | Poland / [Tonsma

BHpOOHUK

MA number/ Homep PII UA/19715/01/01

Batch number and size / Homep T2 poamip | 12970525,

cepii 12 060 packs/ 12 060 ynakoBok

Date of manufacture / Jlata supoGauursa | 09.2023

Expiry Date / Ctpox npuaaTHocTi 09.2026

Name, address and license number of | Adamed Pharma S.A.

manufacturing site / Ha . Marszalka Jozefa Pilsudskiego 5, 95-200
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Registration: Nalional Cowt Ragisier of Capltol Ciry of Warsaw,
XIV Cornmaerciol Division of the Stale Court Register under KRS
number G000 1 14924, 1ax registration number NIF BL 731-17-51-
025; Share Capital 718 430 000 PLN, paid in fuit.

Adamed Phorma S.A.

Plenkow, Uk M. Adamkiewiczo éA, 95-152 Cromdw
let. #4822 732 77 O, iax: +48 22732 77 (0

e-mail: adamed@®adamed.com_pl
www.adamed.corm.pl
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Indicator / Ilexasuuk

Specification / Cnenndixanis

Result / PesyanTaT

Appearance / Onuc

White tablets or white tablets with a
yellowish shade, round, flat on both
sides, with “Ch” letters debossed on
one side / TaGnerkm Ginoro abo
GLI0oro 3 XXOBTHM BiATIHKOM KOJIBOPY,
kpyrni, miocki 3 ofox ©okis, 3
rpasilonaHaaM «Chy 3 opHoro 6oky

Conforms / Bianosigac

Tablet diameter /
Hdiamerp Tabaerxu

88-93mm/88-93 MM

9.0 mm/ 9,0 MM

Averape tablet weight
{ Cepennn maca oaHiel

TadneTkH

250.0 mg + 5% (237.5—-262.5 mg) /
250,0 Mr+ 5% (237,5 — 262,5 mr)

249.1 mg/ 249,1 mr

Uniformity of dosage

units /
OpuopinnicTh
Z030BAHHX

OJIMHMIL (MAass
variation /

PO3PAXYHKOBO-
BATOBKM METOHOM)

According to the requirements
{ 3riqno g0 suMor

AV(L1)=1.1
Conforms/ Binnosinae

Identific
InenTudikxanin

Specific reaction /
Cneungiuna peaxuin

By HPLC / MecTonom
BEPX

fluorescence  /
OmaKHTHa

Intense  blue
IHTCHCHBHA

dayopecueHuis
According to the requirements /
3rigHo Ko puF ey

At —
A
o

Conforms/ Bianosinae

Conforms/ Bianosiaae

a M. il‘fégﬁrmfion: Mational Court Register of Capital Cily of Warsow.,
XV Commercial Division of the 5tote Courl Regisler under KRS
number CODO1 15924, tax vegisination number NIP PL 731-17-51-
025; share Capltal; 718 430 000 PLN, poid In full.

Adomed Pharma S.A. Ra
Piefkdw, ul. M. Adamkiewicza &a, 05-152 Czosndw

tel.: +48 22732 77 00, fox: +48 22 732 77 OO

e-mai: adamed@adomed.compl
www.adamed.com.ol
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rChromatographic
i purity /

: Xpomarorpagiuna
| YHCTOTA:

Single known impurity { Not more than 0.1 % / He Ginkie AB-ND
/ OMHHYHA BiloMa Hik 0,1 %
AOoMinIKa
Single unknown Not more than 0.15 % / He Ginvwe 0.04%
impurity / Onuanyna Hixk 0,15 %
HEBiZOMa JOMiILKa
Total impurities / Cyma | Not more than 0.5 % / He Ginplue Hix 0.0%
AOMILLOK 0,5 %
Dissolution or Mean: 82%
disintegration time/ | Q= 75% in 30 minutes (80-86)%

Yac pozuunenss abo |/ Q = 75% nicia 30 xaunnn /

pPoOINaXAHNA Cepenue: 82%
(80-86)%

Dissolution /
Po3vnHennn ——
Assay of active 200.0 mg 4% (192.0 - 208.0 mg) / 200.2 mg/ 200,2 Mr
substance in I tablet/ | 200,0 mr + 4% (192,0 — 208,0 mr)
Kinpxicue
PH3HAYMCHNSA AKTHBHOY
pevoBHHK B 1
Tabaerni

Adamed Pharma 3.A. " Raghtration: National Court Register of Copitai Cily of Worsow,
Piefikdw, ol M. adamkiewicza A, B5-152 Czosndw Xiv Commerciol Division of the Siote Court Register under KRS
tel.: +48 22 732 77 OO0, fax: +48 22 732 77 O number 0G0G! 1 4926, tax registration number NP PL 721-17-51-
e-mall; cdomed@adomed.com.pl 025: Share Copital: 718 430 000 PLM, pald in full
www.damed.com.pl

ADAMED
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Microbiological
purity '/
Mikpo6ioaorituna

tugrns '
- Tota acrobic

microbial count
g;}al’\lflC) inlg/
aepoﬁt:::c HHere <500 KYO /<500 CFU Not conducted/ He
MIiKpOOpraHi3Mip HPOBOAMEBCA
(TAMCP) Blir

- Total yeasts/moulds

count (TYMC)inlg
/ 3sraneme umeno | = 0KYO/<50CFU

ApiXKiB T3
nnicHasux  rpubis | BiAcyTHiit / absent
(TYMO)B I 1

- Escherichia coli in 1
g/ Escherichia coli B
Ir

)_ The test is performed on each 10" batch. / BunpoSysanHts npoBaasTs A8 kKoxkMOT 10
cepil.

The batch meets the requirements of QCM for MA Ne UA/19715/01/01. / Cepia eigmosinae
sumoraM MKA no PIT Ne UA/19715/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / YnakoBka,
MapKyBaHH4 T8 TCPMiH MPHASTHOCTI BiANOBIAAIOTH suMoram M,

Storage / YmoBu 36epiranHa: Store in original packaging at a temperature below 25 °C. /
36epiraTn B opuriHanpHill ynakosui npy TeMiepaTypi He Bre 25 °C.

of product has been manufactured, ingf ing/ {gbeling and quality control at the
above mentioned site in full oompllan : % ujrements assigned by the local
health authority and also in accords} h, specific 1“0} registration documentation
affirmed in Ukraine for mvestlgahon Tnedigs product. The batch processmg, packagmg
and analysis records were reviewed ang-for -'

and were signed by the responsible pei§oas of 5he alng m "noned manufacturer. / L{um 5
DB iia e #Ao¢tobipHoo Ta Tounomo. Llg cepix

npoxykuii 6yna BuroToBNeHs, BRIIOHAIO T Ry A, MAPKYBAHHA TA MPORSACHHA

KOHTpORIO 1i AKOCTi Ha 3a3HaveHid supoGHHYil JinArui y moBwil BlanoBiAHOCT 3 BUMOraMH
GMP, BCTAHOBNEHHMMHK MICIICBHM PETYJATODHHM OpPIaHOM, a TaKOK BIAIOBIAHO [0
cnemndikauii, WO MICTATECA B peccTpailfHOMY JOCLE, 3aTBEPKEHOMY B YKpaiHi mns
AOCIHIKYBAHOTO TTikapchKoro 3acoby. IpoTokont BApoOHHUTBA, TAKYRAHHA Ta IPOBEACHHA

Adomed Pharmo 3.A. Registration: Nalional Court Register of Capital City of Warsaw.
Biehkdw, ul, M, Adamkiewicza A, 05-152 Czosndw Xiy Commerciol Divisian of 1he Stote Courl Register under KRS
tel.; +48 22 732 77 00, fox: +48 22 732 77 (0 nurmber GO001 16926, tax regisiration numbxsr HIF PL 731-17-51-
e-muail: adamed@adamed.com.pl 025; Share Capital: 718 430 000 PEN, paid in Tull.

www .adamed.com.pl

ADAMED



ADAMED

aHanizis GynM nepemipeni, BCTaHOBAERO BiamosimsicTs Bumoram GMP Ta NiINRCAHO

RigmOBifANLHUME 0¢06aMH BHPOOHHKA.

Issued by / Buaano:

Date of release / Jlata peanizauii: 17.11.2023
Qualified Person / Ynosaosexena ocoba:
Monika Malinowska / Mounixa ManizoBcbKa

Qualified Person / YnosHoBaxewna ocoba:
&7 Mouika Maninoscoka

Adomed Pharma $.A.

Piankow, ul. M. Adamkiewiczo 4A, 05-152 Czosnbe
tel.. +48 22 732 77 00, fox; +48 22 732 77 00

e-mail; adomed@adamed.com.pl
www.adamed.com.pl

ADAMED

Registeation: Nationdl Courl Register of Capital City of warsaw.
Xtv Commercial Rivision ot the State Court Reglster under KR3
rumtye: 00001 14926, 1ok regislration number NIF PL731-17-51-
025; Share Capital: 718 430 000 PLM, poid In fult



AEPKABHA CIIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKII OBJIACTI

npos. Cpirmanol Hagaii, 3, m.Kuig, 02099, ten/dakce: (044) 576-40-41
E-mail: dls.kotidls.gov.ua, Kog €4PIIOY 37078774

BUCHOBOK
[P0 AKICTH BBE3¢HOr0 B YKpaiHy NikapchKkoro 3acofy

21.03.2025 Ne 12792/25/10

BIJOJ XL

{HaliMenyBaHHR Nixapcbkoro 3acely 3rizHO 3 peccTpautiiinit HOCBiaHCHILM)
Tabdaerru mo 200 mr, no 10 Tadaerox y Gaicrepi, no 5 Gaicrepis y nauui

(dropsa Buntyeky, AclyBAHNE, BRI TaKyBasHA JIKapCLKaro 3acoby)

Honep pecctpauiitsoro nocsiggenns UA/19715/01/01 crpok aii peecrpauiiinoro nocsinuenns 03.11.2027

Cepix nixapeskoro sacoby Ne 13070512 KinskicTk BBe3eHoro Aikapcskoro 3acoby 11547
Bupobunk Anames Papma C.A., Ilonsma
(raiiMeHyBaHuA BpedHRIKa AiKAPCEKOTo 3acody, KpaiHa NoXDIREHHES)
Breseno B Yipainy Crinbne ykpaincsko-ecToiickKe HANPHEMCTRO Y (opni TOBAPHCTBA
3 ofmesxenoro BignoeinansuicTio " OnriMa-Papm, ATO", izenr. kon:
21642228

(naiivenysarng 1a kod 3a €APIIOY ropnmraoi ocoblt ado npizemue, iv'A, no Garskeri diznunol
ocoiv- nizapEEnUR, ¥ Micle HPOKIBANHE T8 peccTpalifisni Homep ofnikoBol KapTkH fUMTHING
nogarxie aGo ccpif Ta Homep nacnopra}

Mparokos pisyaisnore xonrpoaro six 18.03.2025 N: 0803/1.

30 pEsYNBTATAMH JIEPAABHOTO  KOHTPOIO  BCTAHOSACHO, o nikapcexidl  3acif  peezeno »  Yepainy 3
AOTPHMAHHAM sumor sakoaoaaescTea moae 3abesne e s AKocTi AIKAPCHERHX 3acobis,

PSP A P,
v/ -;1551"'*.‘9#%_ N
. &“\PHM_E_ q-o;ff ]
ATTE Ak

R

Omera €EPLOMEHKO

;5 .'m: bitaggor tlikonTpomay {miammc) {iminiani Ta npizninue)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHU®IKAT AKOCTI CEPI JIKAPCBKOI'O 3ACOBY
Ne 238/2024
No 23872024

(strength, dosage form, package size and
type / Jo3ysanHs, Jikapchka  (opma,

PO3MIp | THIT YITAKOBKH)

1

BILODDI, tablets, 200 rﬁé,ml”()ntablets in a blister; |
5 blisters in a pack with the marking made in

Ukrainian language / i
BIJIOJULE, Tabnerxu 1o 200 mr; o 10 tabnerok
y Gmicrepi, no S Gmicrepis y mauiui 3
MApPKYBaHHAM YKPATHCEKOIO MOBOKO

Active substance / giroua pedyoBHHA

Hymecromone 200 mg / Timexpomory 200 mr

/

Manufacturing
BHPOOHUK

country Kpaina-

Poland / ITonsiua

'MA number/ Homep PT1

UA/19715/01/01

Batch number and size / Homep Ta poamip | 13070512,

cepti 11 547 packs/ 11 547 ynakoBox
Date of manufacture / [lata upobumirsa | 12,2023

Expiry Date / CTpok npHaaTHoCT 11.2026

Name, address and license number of Adamed Pharma S.A.

manufacturing site / Haspa, ampeca 1
HOMEp Nilen3ii BHPOOHUYOT AINBHALI

ul. Marszalka Jozefa Pilsudskiego 5, 95-200
Pabianice, Poland /

Anamen Papma C.A,

By, Mapaika Hozeda Iincyacvkoro 5, 95-200
a6 auiue, TTonslua

Manufacturing license Ne 204/0039/15

Jlinensis na pupoGuuureo Ne 204/0039/15







Indicator / Iloxa3sHHK

Specification / Cnenndixanin

Result / PesyapTat

Appearance / Onuc

White tablets or white tablets with a
yellowish shade, round, flat on both
sides, with “Ch” letters debossed on
one side / Tabnetku Oinoro abo
G1JI0r0 3 JKOBTHM BIITIHKOM KONBLOPY,
kpyrni, miocki 3 obox Gokis, 3
rpasitoBaniaM «Chy 3 ognoro 6oky

Conforms / Buinosinae

Tablet diameter /
Jiamerp TabneTkHu

8893 mm/8,8~93Mm

9.0 mm/ 9,0 MM

Average tablet weight

[ Cepenmuisi Maca OxHicl
Taberku

250.0 mg + 5% (237.5 -~ 262.5 mg)/
250,0 mr + 5% (237,5 - 262,5 mr)

250.0 mg/ 250,0 mr

Uniformity of dosage
units /

Onmnopiguicts
A030BaHHX

OUMHUUb (Imass
variation /

PO3PAXYHKOBO-
BATOBHM METOAOM)

According to the requirements
/ 3rigHo KO BUMOT

AV(L1=1.5
Conforms / Bignosigae

Identification /
LienTudikauin

Specific reaction /
Crenudivna peakuis

By HPLC / Metoaom
BEPX

fluorescence 7/
GnakuTHA

Intense  blue
InTedcuBHa
(hnyopecueHisa
According to the requirements /
3rigHo o BUMOT

Conforms / Bignosigae

Conforms / Binnosigae

Adamed Pharma S.A.

Plefihdvy, vl M. Rd(:lrv'wwncm &M, 05

S152 Crosndw
7 "/ }7 G0

L/M ion uf
)»irLOl é‘%)f imxzm







Chromatographic
purity /

- Xpomarorpadiuna
HHCTOTA:

Single known impurity
/ OnuauyHa BlAOMA
JoMitKa

Single unknown
impurity / OauHH4Ha
HEBIOMA JOMIIIKA

- Total impurities / Cyma
Dissolution or

. disintegration time /

. Yac po3unnenns abo
| POIANAHHSA

Dissolution /
Pozaunenus

Assay of active
 substance in 1 tablet/
- Kinskicue
BHIHAYEHHH akTHBHOT
peyoBunu B 1

- Tabaerui

Not more than 0.1 %/ He 6isbiue
uix 0,1 %

Not more than 0.15 % / He 6inbiue
Hix 4,15 %

Not more than 0.5 % / He 6inbiue Mk

10.5%

Q — 75% in 30 minutes
{Q  75% nicns 30 XBUNHH

1200.0 mg + 4% (192.0 - 208.0 mg) /

200,0 mr + 4% (192,0 - 208,0 mr)

A-0.01%, B0.01%

0.09%

Cepeane: 89%
(81-102)%

Adamed Phama S.A.
kv, 5 ;

X, o

ADAMED







- Microbiological

purity '/

MikpoGiosoriuna

YHeToTA |

- Total acrobic
microbial count
(TAMC) in 1 g /
3aranpHe HHCIIO o (
aepoﬁnnx < 500 CFU/ < 500 KYO Not conducted /
MIKpOOPIaHi3MIB He nposoauscs
(TAMCO)s I T

- Total yeasts/moulds
count(TYMC)inl g
/ 3aranbHe 4MCIIO
APLKIKIB Ta
ticussux  rpubis | Bincyrai / Absent
(TYMC)s I 1

- Escherichia coli in 1
g/ Escherichia coli s
Ir

<50 CFU/ <50 KYO

I The test is performed on each 10" batch. / BunpoGysaHHs npoBoasTs st koxHoi 10
cepii.

The batch meets the requirements of QCM for MA Ne UA/19715/01/01. / Cepin Bignosisae
sumoram MK no PIT Ne UA/19715/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / Yriaxoska,
MapKyBaHHA Ta TEPMiH NPUAATHOCTI BiANOBifaoTh BHMoramM MKSL

Storage / YmMou 36epiranns: Store in original packaging at a temperature below 25 °C. /
36epiraTi B OPHIiHANBHIA YIIaKOBLI Npy TeMnepatypi He Buuie 25 °C.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch
of product has been manufactured, including packing/ labeling and quality control at the
above mentioned site in full compliance with the EU GMP requirements assigned by the local
health authority and also in accordance with specification of registration documentation
affirmed in Ukraine for investigational medicinal product. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP requirements
and were signed by the responsible persons of the above mentioned manufacturer. / Llum =
NATBEPIDKYIO, WO HaBeleHa BHUIE iHGOPMAUs € AOCTOBIPHOIO Ta TOYHOIW. IIs cepis
npoAykuil 6yfa BHTOTOBJCHA, BKIIOYAIOUH [AKyBaHHA, MapKyBaHHH Ta [POBEACHHA
KOHTPOSTIO 1i AKOCTI Ha 3a3HaueHiit BUpOOHUUii AinAHLI Y noBHIN BIAMOBIAHOCTI 3 BAMOTAMH
GMP, RCTAHOBIEHHMH MICLEBHM DEryJATOPHAM OPraHOM, a TaKOX BiANOBIAHO MO
crieuudikauiil, W MICTATECS B PEECTPALIHHOMY [OCHE, 3aTBCPIDKCHOMY B Vxpaiui s
HOCH [PKYBAaHOTO JliKapebkoro 3acoBy. [poTokou BUpoOHHUTRA, IAKYBAHHS TA NPOBEACHHA

Adamed Phaima $.A.
Piankdw, ul M. Ao

s O
G0

ADAMED







ananizis Gynu mepesipeni, Bcrawosneso simmopigmicrs sumoram GMP Ta MTTHCARO
BIANORIAAABIHMI 0co0aMHi BHPOOHIMKA.

Issued by / Bunano:
Qualified Person / YnosrosaxeHa ocofa:
Monika Malinowska / Monika MasiHoBCbKS

ot

f’ﬂy/
i reatifise
o S

yd
Daté / [ata: 00 -01- 2 )

Adamed Pharma S.A.

OENOW

ADAMED
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