AEPKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIiBCHKIM OBJIACTI

npo. Ceitanynol Hapi, 3, M Kuis, 02099, Ten/akc: (044) 576-40~41
E-mail: dls.kof@dls.gov.ua, Koa €APIIOY 37078774

BUCHOROK
Npo SAIKiCTh BBE3eHOIO B YRpaiHy JikapchKoro 3acody

05.03.2025 Ne 9194/25/10

YPODYPATIH

{HaifMeHYBAHHA JiKapceKOro 3a¢00Y 3riano 3 peecTpauifiis nocpiateHsM)
TadaeTKu, 110 50 mr; no 30 Tabaerox y 6aicrepi; o 1 éaicrepy B kaprouniii xopotui

(ihopma BuIYCKY, ADIYBAHHA, BHA (IBKYPAHHA JIKAPCBKOID 32¢00Y)

Hosep peecrpauiinoro noceiauenan UA/15368/01/01 crpox aii pecerpaniiinoro noceizzenns 01.01.2099

Cepia nixapeskoro sacofiy Ne 13279679 Kinpkicrs seesenoro nikapcekoro sacofy 308
Bupofunk AT "Apraven ®apma”, ITonswia
(safMeHyBaHHA BHPOOHAKN RikApCERAT0 30¢00Y, KPATHA NOXOLNCHNE)
Baeseno B Yrpainy CninbHe yKpainchKo-ecTOHChKE HIXNIPHEMCTEO Y GopMi TOBApHCTBA
3 obmeskero010 RiAMOBIZanbRieTI0 "OnTima-Gapm, ITA", inenr. xon;
21642228

(najimenyBanss Ta kon 3a CAPIIOY mpitmiunol acofi afio npisamiue, iM's, o Satekesi dizidmnol
ocobil - nianprenus, T Micle NpoxMEatHs Ta peecTpaliimi Rosep 08niKOBOT KAPTKY WINTHIKA
nRaAaTkie a6o cepis T4 Bomep macnopTa)

MpoToroa sizyansnero kortpomo sig 27.02.2025 »: 0588/9.

3a  pesynbTaTaAMH  JIEPKABHOTO KOHTPOMIO BCTAHOBMCHO, 10 fikapekkuil 3aci6  Bseeseso 8 VYkpainy 3
AOTPHEMAMIAM sumor 3axoHORABCTRA OO 3abcaneyeHnR AKOCT! AlKapChRHX 3ac0biR.

Ompra €PbOMEHKO"

(niRong) {initdans 78 npisisiniie).




Jororun gosuani)

Cepradirar sxoeri Ne 4179/2024
VPODOYPAI'TH, radaeren no 50 mr

Kpaina suponme: Tonsing

Pecorpaniiine coinomreoe Ne: UA/ 153068/01/01 jiiene 4o: HeedMCeKCHE

Caaa aiifasousuicts: dypariy 50 e

Jivapenra popysa: radacrsn

Trn ra postip yviaroski: Ne 30 (0 30 yadactor y Guicrepi: no | Gaicrepy B kapronmiit kopodii)
Cepin: 13279679

Kisiniicrs ynaronor 8 cepifs 35 882 v

Havva pupodimmrsa: (07 2024
Crpor upnarrnocri: (06 2028
Bupofuur aikapenrore mcoby:

Javmuns: AT "Anavca Bapya”, Hoasu

GMP ceprudiar aas supodinol Asth e, BELIOREABHOT 3a BRUYER cepiit
Jlannuns: AT "Aaaven hapya’, Hoanng

Aapeensd nys Mapon 2l Hiscyaengoro 3.95-200. Tad suine, Hoasia
Ceprugivar sinosiznocri GMP: N 1SE.4035,7.2024.10.1 WTC/O039_ 01_01/11
Hosep aineusiis 2040039715

Konrpoa, npopeieniii y sianoniocti s MKA a0 PIT Ne UA/15368/01/01

[Moraznrn Jlimirs wo cnenndikandii  (onycrnsd nopsn) Peavanrari
HPH BHIYERY cepii

1. osuiinniil Burana TaGrerki, He BEPHTI 680A0HKOI0, MA0CKD 3 0box Bianonizae
FOKIR, ROBTO-OPALKCEOTO KOALOPY, 3 PORUTOBOIO
PHCROI0 Bt o/utiil croponi, 1 QUekle.

2. Oamopiznicth yach Fle Gianite mia /ARD 3 OKPEMMN Mac niAXwasiorses | Bianosinae
AOBORAHBN ORI R Cepeannoi vack Siamne Hik = 75% . THINTO He

BIANHASETLCS Olabi 1wk 15 %

3 Lacuruihikanis akipruol

PEHORMIEH

. Biagosbuiicrh  cnestpin  sumpodyranoi 1 | Bianosiac
30V cnestp CTRIAAPTHOT PCHOBHHY
3.2, BEPX . Biamesbguniiers  wacis  yrpusauna s | Bianosigac

RITPOBY BIIHOT | CTAIAPTHOT PLUOBITH

4 Homiiku

- Makcuaania < (L2 % Makc 0,09 %
OIAHMHITUHE JOMILIKD
Benoro stosMinor < (1,5 G 0.1 %
5 Posauncing He sonmire mik 80% (Q + 5%: Q = 753%:) nicas 45 | Cepeanie 101 %
NRHIATEH (100-105) %
6 Batier axrnnnol penosding | 0.0 mr £ 5 % (47,5-52.5) 49,2 mr
B ool TadaeTi
T OAHOPLICTL 0TI AV < 150D AV (L11=27
JOBVBAHBAL AKD Jloaarkoniii TeT € UPRITHATHIN

HPOACMOHCTPOBIL
BUIXICHISIM MACH

8 MikpoGionorisia wierora | TAMC s 1 rue Sinine 107 KYO/r Bianosiae
TYMC 1 |y ae diabiue 105 KYOIr Bianonac
[scherichia coli siacyras it Biacyrui

Pesvanrar anaaizy: Jlaun cepin BLEUIORIIAC BIMOraN Meroair Korrposo Slkoeri o Peecrpantiiinoro
NMocsienus No UASISR08/01/01
Kosenrapi: nesr,

*
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Joreran komuanit

Ceprudirar arocri Ne 4179/2024
VPODOYPATTH, vabaerwn o 50 sr

Kpaina supodone: Honbo

Pecerpaniiine enizonrpo Ne: UA/SLS368/01/01 AHCHE 20: HEEDMEREHHH

Cuaa aiffawrasnicrs: gypariv 30 v

Jdirapenka gopya.: rabiacrrn

Thn 14 pomip ynawosrit Ne 30 tno 30 radactok y Gaicrept: no | Gaicrepy B kapronuiit kopoedui)
Cepin: 13279679

Kizankicrs yiakoros s cepils 35 882 vn.

Jlara supodnurina: (17 2024

Crpor npiarnocri 06 2028

Sasea npo cepmuivanio. [l 5 saceionyio, wo nasedend sue inghoprrayis ¢ OOCNIOEIPHEIO | HOYHOIO.
Lo cepito npodyigil OVI10 GUPOIGIEI0, BRIOUQOUE NARYEAII S MapRyEaIis na nposedeno koumpoin i
SROCH HA QUUCIASIACIIT Olauiii v noenit wiononionornt 3 sustecasry GMP, aemanosgaernuan sicyesny
POSVARIBOPRUA ORQHOM. O IHUKOK wionagicie do enetuiiaitt |y SHCHSIIRoCH ¥ PECCmpaiony
docoe, Tipomorosn supodiapned,  RAKYe@IE ma anausid Y0 HEpRAHVING NI BCIANOECN0
cionogiomcms GMP.

Peaiaizayisn apodysmy doraoiend.

Isr'st ta nocana ocobp, nianesiaanrsnol 3a siyer cepii: Onexcanapa Maackqyr . Bianopiaansin
Ocodn
Hizrmse 0co0n REORELILROT 30 BImyeR cepii:

Hara suuyery : 30.09.2024




CERTIFICATE OF QUALITY Ne 4180/2024
UROQFURAGIN, tablets, 50 mg

Country manufacturer: Poland

Registration Certificate Nox UA/15368/01/01
Strength/Potency: furagin 530 myg

Dosage form: tublets

The size and type of packaging: Ne 30 (30 tablets in a blister, 1 blister i a carton box)
Bateh number: 13277672

Total quantity of packs in bateh: 34 496 packs

Manufacturing date: 07 2024

Expiry date. 06 2028

NManufacturer of the medicing] product:

Site: Adamed Pharma 8.4, Poland

GMP Certificates for all manufacturing sites and site of quality control:

Site: Adamed Pharma S.A.

Address: ul. marsz. J. Pilsudskiego S, Pabisnice, 95-200, Poland

Certificate of GMP: No 18F 405.7.2024.10.1 WTCA039 01 01711

Mannfacturing License: 204/0039/15

valid until unhimited

Controls made in accordance with the methods of guality control of the RC Mo UA/15368/01/01

Ny
i Appearance

Controls Specified values {permissible limits

- Yellow-orange, flat on both sides,
- uncoated tablets, with the dividing line on
| one side, with bevel.

LORTOrms

2. | Uniformity of mess of dosage units Not more than two of the individual " Conforms
selafe from the average mass by
more than o 7.5%, and none deviates by
3 [dentification of the active substance
34 UV method Conformity of the spectra of test and
reference substance Conforms
3.2, ¢ HPLC method Confornity of retention time for test and
reference substance ~ Conforms
4, ¢ Impurities:
- maxiun single impurity % 0.2% max 0,10%
e total impuritics 0.5%, 0.1%
s, f)‘i:\,m]uiim{ - mean: 101%
] ) (99 1021%
6. Content of active substance in one 50.2mg

o

~ablet

Adamed Phonmna S.A,

it




CERTIFICATE OF QUALITY Ne 4180/2024
UROFURAGIN, tablets, 30 mg

Country manufacturer: Poland

Registration Certificate Ne: UAJI 5368:01/01 valid until: unlimited
Strength/Potency: furagin S0 mg

Dosage forni: tablets

The size and type of packagiug: Ne 30 (30 tablets in a blister, 1 blister in a carton box)
Batch aumber: 13277672

Total quantity of prcks in batch: 34 496 packs

Manufacturing date: 07 2024

i date,; 06 2028

Controls . Specified values (permissible limits) | Results
’ Iniformity of dosage units CAVEIS.0 (L) AV(LD#2.9
. demonstrated as mass variation | The additional test is acceplable
8. Microbiological purity - TAMC in 1 g not more then 10* CFU/g Conforms
- TYMC in | g not more than 1P CPUg Conforms
' Escherichia coli in 1 ¢ - absent ) Absent

The result of the analysi “Fhis batch meets requirements of the Methods of Quality control of Registration
Cenificate Ne UA/15368:01:01

Comprents: (1ot Comments

Cestification statement: | frerehy certify that the ahove information is authentic and accurate, This batch of product
Jurs been manufactured, including packaging / labeling, and quadity control hus been carried out at the above site in
Jull compliance with GMP requirements established by the local Regulatory Authority and in accordance with the
specifications conleined in the registration dossier. The produciion, packaging and analysis prolocols were reviewed
and found in complignce with GMP .
Realization of the product is allowed,

Date of release Gualified Persow

Osoba alifikowana

anli ied Person
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Adamed Pharma S.A.
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