TEPKABHA CJHYKDBA 3 JIIKAPCBKI/IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMHA Y KHIBCbHKIN OBJACTI

npos. Caitauunoi Haguil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BACHOBOK
PO AKICTH BBE3eHOr0 B YKpaiHy JIIKapChKoro 3acody

08.04.2024 Ne 15723/24/10

BLJIOJII
(maiiMenyBanus Nikapcexoro 3acofy 3riHO 3 PEECTPALIFHIM NOCBITYECHHAM)
tabaerica no 200 mr, no 10 Tabaerok y Gaicrepi, mo 5 6sicrepin y nayui
(thopma BHIYCKY, 03YBaHHS, BHA IAKYBAHHA JiKapCHKOro 3aco0y)

Howmep peectpaiiisoro noceixgenns UA/19715/01/01 crpox aif peectpaniiinoro noceinsenns 03.11.2027

Cepin mixapcskoro 3aco6y Ne 12970525 KifbKicTh BE€3SHOTO JiKapceKoro 3aco0y 378
Brpobauk Anamen Papma C.A,, [lonbnia
(altveryBsanas BupoGHHKA TKapchKoro 3acoby, KpaiHa MOXOWKEHHA)
Bseseno B Yxpainy CrninpHe yKpalHChKO-eCTOHCHKE MIMPHEMCTBO y GopMi TOBAPHCTBA
3 oGMexenor BinnorigaseuicTio "Onrima-®@apm, JITA", inenr. koa:
21642228

(Baitmenypangs Ta oz 3a €APIIOY ropuanunol ocoby abo npisBHILE, is's, 110 GaTEKOBI (PI3HTHOT
ocoBH - mignpiemis, 1 MiCLEe IPOXUBAHEA Ta PeecTpaLiituuil HoMep 00MIKOBOI KAPTKH MIATHHKA
noAaTkis abo cepis Ta HOMEp NACHOPTA)

Iiporoxoa BisyasHoro kourpomio ein 08.04.2024 Ne 0800/1.

3a pe3yILTATAMHM HEPKABHOIO KOHTPOJIO BCTRHORBJIEHO, MO mikapchKuil  3acib BBeseHo B YKpainy 3

HOTPHMAHHAM BHAMOT 33KOHOAABCTBA OO 320e3MeUeHHS AKOCTI JiKapchbKUX 3acodiB.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPI{ JHIKAPCHKOIO 3ACORY
No 514972023 version 2

Ne 5149/2023 sepcis 2
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Name of product / Haapa APOAYKTY BILODDI, tablets, 200 mg, 10 tablets in a blister;
(strength, dosage form, package size and | 5 blisters in a pack with the marking made in
type / nosysamus, nikapcbka dopma, | Ukrainian language

PO3MIp i THI YIIAKOBKH) /

bLJIO AL, Tabnetku no 200 Mr; no 10 ta6nerox
y Onmicrepr, no 5 OnicTepiB v nmauwi 3
MapKYBAaHHAM YKPAiHCHKOK MOBOIO

Active substance / niloua pevosuna Hymecromone 200 mg / Fimexpomony 200 mr

Manufacturing  country /  kpaina- | Poland / [lonsmia
BHPOOHUK

MA number/ Homep PIT UA/19715/01/01

Batch number and size !'Homep Ta po3mip | 12970525,
cepii 12 060 packs/ 12 060 ynakogok

Date of manufacture / Jlata BupoGuuuTsa | 09,2023

Expiry Date / Crpox npuznathaocTi 09.2026

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

manufacturing site / Ha3sga, anpeca 1| ul. Marszalka Jozefa Pilsudskiego 5, 95-200
HOMEP MUEH31T BUpoOHHY0T AifsHuIL Pabianice, Poland /

Anamen Papma C.A.

Byn. Mapianka Hoseda ITincyncokoro 5, 95-200
[1a6’anine, [Tonbia

Manufacturing license Ne 204/0039/15

| /littensia Ha BupoBunuTEO Ne 204/0039/15

Adamed Pharma $.A, Ragisiration: National Courd Register of Capital City of Worsaw,
PleAkow, Ul M. Adamtiewicza SA. 05.152 Czosndw AV Commercicl Division of the State Courd Register under KRS
ted: +48 22 732 77 00, fax: +48 22 732 77 00 number CO0GH 16924, tax registration number NIP PL 73i-17-51-
a-mgil; ﬂdamed@adnmecj.{:am.pl 025 Share Capital 718 430 000 PIN, noid in full,

%w.ied.compi 6/{) M ﬁﬁ) ny /
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Indicator / Hoxasuuk Specification / Cneundixania Result / Peayanrar

Appearance / Onne White tablets or white tablets with a | Conforms / Biamosigae
yellowish shade, round, flat on both
sides, with “Ch” letters debossed on
one side / Tabnerku 6inoro aGo
011010 3 XOBTHM BiATIHKOM KONBOPY,
Kpyrm, mjocki 3 ofox 0Ookip, 3
rpasiroBatusamM «Chy» 3 ogHoro Goky

Tablet diameter /
Hiamerp Taﬁ_.ue'rlm 8.8-93mm/ 8,893 MM 9.0 mm/ 9,0 MM

Average tablet weight | 250.0 mg+ 5% (237.5 — 262.5 mg) / 249.1 mg/ 249,1 mr
{ Cepennna maca ogniei | 250,0 Mr + 5% (237,5 —262,5 mr)

Tadnerkn

Uniformity of dosage | According to the requirements AV(L1)=1.1
units / / 3riaHo 70 BUMOr Conforms/ Bignosizae
Onnopinnicts
A030BAHMX
OOHHHMIL (Mmass

variation /
PO2PAXYHKOBO-
BArOBUM METOIOM)

Identification /

InenTndikanis

Specific reaction / Intense  blue  fluorescence /{ Conforms/ Bianosinae
Cneundivna peaxuia | Intencuena OnaKHTHA
¢ayopecueHuis

By HPL.C / MeTogom According to the requirements / Conforms/ Biamorinae
BEPX 3T1IHO A0 BHMOr

Adamed Pharma S.A.
Pietkdw, ul. M. Adamkiewic
tel: +48 22732 77 00, fax: +
&-mall; adomed@uadarne
www.adamed.com.pl

Registration: Nationat Cowrt Register of Capiial ity of Warsaw,
XV Commercial Division of the State Courl Ragister under KRS

- number G000114926, tax regisiration number NI PL 731-17-51-
025; Share Capitol: 718 430 000 PLN, poid i Il




- Chromatographic
. purity / : |
. Xpomartorpadiuna
YHETOTA:
. Single known impurity | Not more than 0.1 % / He Ginsiue AB-ND
/Onunuuna sigoma | Hik 0,1 %
| IOMiILKa o

Single unknown Not more than 0.15 % / He 6inbiue 0.04%

impurity / OouHn4yHa HIk 0,15 %

HEBLIOMa fIOMIllIKa

Total impurities / Cyma | Not more than 0.5 % / He Giysiie Hisx , 0.04%

NOMILITOK 0,5 % ] o

Dissolution or Mean: 82%

disintegration time/ | Q = 75% in 30 minutes (80-86)%

Hac pozunnenns a6o |/ Q~ 75% nicis 30 XBWINH /

polnaganns Cepente: 82%

(80-86)%

Dissolution /

Posuunenns . |

Assay of active 200.0 mg = 4% (192.0 - 208.0 mg) / 200.2 mg/ 200.2 mr

substance in 1 tablet/ | 200,0 mr = 4% (192,0 —208,0 mr)

Kinbkicue E

. BH3HAYEHHA aKTHBHO}

- peyoBHuM B 1
_ Tabaerui B

Adamed Pharma §.A. Registration: Naliona Couri Register of Copital City of Warsaw,
Pienkow, ul. M. Adomkiewicza 64, 05-152 Czosndw AV Commercial Division of the Siate Courd Register under KRS
iel; +48 22732 77 00, fax: +48 22 732 77 00 number 00001 16926, tax registration number NIP PL 731-1 7-51-
e-mai: adamed@adamed.com.pl 025; Share Capilal: 718 430 000 PLN, paid in full,

www.adamed.com.p)
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;“'_Microbiologi_cal
Mikpobiosorityna
{ yucToTa !
| - Total aerobic
microbial count
(TAMC) in 1 g /
3 HCIIO
aea;z%:; e <500 KYO /<500 CFU Not conducted/ He
MIKPOOPTaHI3MIB | IIPOBOIUBCSH
(TAMC)B I 1
- Total yeasts/moulds
f““;;r<;fgc)ggc;§ < 50 KYO/ < 50 CFU
OPDICIKIB Ta| |
IVIICHABMX  rpuGis | BigcyTHiit / absent
(TYMO)B I 1

- Escherichia coli in 1
g/ Escherichia coli g
lr

'- The test is performed on each 10® batch. / Bunpo6ysanus np BOAATH I8 KOXKHOT 10
cepii. |

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

The packing, labeling and expiry date correspond to the requirements of QCM. / Ynakoska,
MapKyBaHHA Ta TEPMIH IPHAATHOCTI BiNMOBINAIOTE BHMOraM MKH.

Storage / Ymosu 36epiranus: Store in original packaging at a temperature below 25 g B
36epiraTi B OpUriHANBHIA yHaKoBLi nNpy¥ TCMAepaTypi He BHie 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 comphance 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. / Ilum s
MATBEPAKYIO, LIO HABECHAEHA BHILeE indopmalia € ROCTOBIPHOW Ta TOuHON. Llg cepis
OponyKuil Oyna BHIrOTOBJIEHA, BKIIOYAIOYM {IaKyBaHHA, MAapKYBaHHZ Ta MpPOBEICHHS
KOHTPOJIIO 11 AKOCTI HA 3a3HAYEHIH’ BUPOGHMYI RUIAHII Y TOBHII BiAMOBINHOCTI 3 BUMOramy
GMP, BcrasomneHuMU MicieBuM PErYJIATOPHAM OPraHOM, a TakoOX BiZMOBIAHO KO
cnenmdikalii, WO MICTATLCE B PeECTpaliHHOMY AOCHE, 3aTBEPIDKEHOMY B YKpaiHi [uis
JOCHDKYBAHOTO JIIKAPCHKOI0 3aco0y. lpotokonu Bupo6RULTEA, MAKYBAHHA Ta IPOBEACHHS

Adamed Pharmo S.A.
Pienkdw, ul. M. Adamiiewics .
fel.: +48 22 732 77 00, fax: +4 o 75%
e-mail: adamed@adamed &0
www.adomed.com.pi

Registcation: National Court Register of Capital Cily of Warsaw,
KXWV Commercial Division of (he State Court Register under KRS
number 0000116926, fax registration number NIP PL 731-17-51-
025; Shore Capital: 718 430 GO0 PLN, Eoid iy .
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anam3sis OynaM nepeBipeHi, BCTAHOBAEHO BiANOBiAHICTh BUMOraM GMP Ta HiIMCAHO
BIAIIOBIAANEHUME 0c00aMu BUPOGHHKA.

Issued by / Bungano:

Date of release / Hata peanizauii: 17.11.2023
Qualified Person / YnoBHoBa)keHa ocoba:
Monika Malinowska / Mosrixa Maninoscska

Qualified Person / YnosHoBaxeHa ocoba:
Monika Malinowska7 Mouika MasniHoBcsKa

Date ojﬁissue /,Ha'ra Bnnycnzy 25.01.2024

Adamed Pharma §.A, Registradion: Natfonal Court Regisier of Capila City of Waorsaw,
Pienkdw, ul. M. Adamkiewicza 6A, 05-152 Czosndw AV Commercial Division of the Stale Court Register under KBS
tel +48 22 732 77 00, fox: +48 22 732 77 00 numiger GO0 14926, tox registralion number NIP PL 731-17-51.
e-mail; adomed@adamed.com.pl 325; Shusre Copiial 718 430 000 PLN, paid in full,

www.aclamed. coimn.pl
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