TEPJKABHA CJYKBA 3 JIKAPCHbKHUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHUKAMM Y KHIBCBKII OBJIACTI

npos. Ceituunoi Hapil, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTL BBe3eHOro B YkpaiHy JikapcsKoro 3acody

22.01.2025 Ne 1294/25/10

THIAI®

(MaltMeHYBAHHS NiKApChKOTo 3ac0GY 3TiHO 3 peccTpalliiHuM TIOCBIAYECHHSM)
TabaeTku no 2,5 mr; o 10 Taénerok y 6aicrepi; mo 3 6iicTepu y KapTOHHIH Kopooui

(popMa BHITYCKY, AO3YBAHHS, BUJ TAKYBaHHS JIiKapChKOTO 3acofy)

Howmep peecrpauiitroro nocsimuenns UA/4237/02/03 crpox aii peectpauiiinoro noceiguexus 01.01.2099

Cepis nikapcskoro 3acoby Ne 9070224 KinbkicTs BBE3EHOr0 Tikapehkoro 3acoby 216
Bupo6nuk ITPO.MEJI.IIC, Yechka Pecnybnixa
(maitMeryBans BHpoGHUKa JiKkapebkoro 3acofy, kpaina HOXOIKCHHS)
Baesero B Ykpainy CniflbHe yKpaiHCchKOo-eCTOHChKe MANPHEMCTBO Y Gopmi TOBApHCTBA
3 0OMeskeHo0 BixnosinanpuicTio "Onrima-®apm, JITH", inent. xox:
21642228

(uaftmenyBanHs Ta kox 3a €JIPTIOY ropuanuHol ocobu abo Tipi3BHILE, iM's, N0 6aThKOBI BizUUHOT
0co6H - mianpremis, i Micle MPOXKKBAHHA Ta PeeCTPaLiiHII HOMED 0611iKoBOT KapTKH MIATHHKA
rozaTkie abo cepis Ta HOMEp IacropTa)

IIpoToxo. Bisyansuoro koutpoumo six 20.01.2025 Ne 0080/1.

3a pesynbTaTaMi  JepXKaBHOTO KOHTPOJIO BCTAHOBJEHO, 110 mikapchkuil  3aci0  BBeseHo B YKpaiHy 3

JOTPUMAHHSAM BHMOT 3aKOHOIABCTBA WOAO 3a6e3reueH s AKOCTI JIKapChKHX 3ac00iB.

Qutra CPLONMETKO
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FPO.AMERLUL T

CEPTU®IKAT SAKOCTI

Ha3a siKapebKoro 3acody
Kpaina Bupodnuursa

Peccrpaniiiie nocBiguenust b Vipaini Ne

Tepmin aii PI1 6e3¢TpoOKOBO.

Cua Ai/aKTHBHICTH! | TabierKka MiCTHTD

YHaK0OBKA!
o 10 tadaeTox ¥

GricTepi 3 amominicsol donpry T

[HIAI ®, radaerkn 1o 2,5 Mr Ne 30 (10x3)
Yeenka Pecnydiika

UA/4237/02/03 Bix 02.01 2019 p.

2.5 Mr injanamiuy

a NIBX-nmaisky. 1o 3 frricrepy pasom 3

THCTPYKIUEIO st MEANTHOTO acTOCYRAIHS Y KapTOHH KOPOOIL 3 MapKYBAHHAM YKPATHCHKOK)

MOBOIO.

Cepist Ne:

KifpKicTh YIIAKOBOK B cepil:

Jlara BUPOOHMITTBA

Jlata 3aKiHUCHHA TepPMINY NPUAATHOCTI!

9070224
54948 ynax.
02.2024
02.2028

¥Fa3Ba, agpeca, noMep Jliren3ii na BUPOOHUITRO:

NPO.MEJILC Hpara a.c.
Temucka 377/1. Mixue, llpara 4,
Praha 4. 140 00, Czech Republic.

Jlinenzist Ne 3989/INS/00 sin 12.04.2000 p. B ocTaniii 3aTBepUKeHi pesaxui

No sukls150506/2022 Bint 10.08.2022 p.
Ceprudikat GMP Ne sukls11442/2022

BHCHOBOK WIOA0 MIATBEPIAKEHH ceprugixara G

01.02.2023 p.

/ PRO.MED.CS Praha a.s.
140 00, Yechka Pecnydiika /Te

o

jara sujadgi 19.04.2022 p.
MP B Yrpaini Ne 065/2023/C-114 Bin

leska 377/1, Michle,

—

MMokaznuKy ARoeTi

JlonycTrmi mexi

\ PesyibTaTH

1. Onuc Caitao-opawKesi Kpyrai TabreTry 3 | Bignosinae
(CD¥, meron BisyanbHirit) XPECTONONIBHO0 PHCKOIO M woainy 3 oanoro foxy, | onuey
aiaverpom APHOJIHIAG 8 MM; AONYCKAECTLLA Jeane
[1OMITHA MAPMYpPOBICTH
2. Cepeins Mach TabaeTKY 130.0 mr & § % (1235 mr — 136,53 mr) \ 1304 mr
(€D ¥ 2.9.5)
3, OAHOPIAHICTE A030BAHUX OUIHIAUE AV < 18 (ans 10 OAHHHIL) Bignosizac
{0z ueTBEPTA TABICTRY B KOPHCTORYCTHCS 8K
OUAHHI)
(€D * 2.9.40, meroa BEPX)
4. LnenTudirauis
4.1, Inenrudirauis inzanamiay: Yac YTPHMYBAHAN OCHOBHOTO nika na | Bignosiaace
{zenrndirauin A (BEPX) XpoMATOrpast BUIPOOYBRITOro  PO3HINEY MAL

(€D 2.2.29)

{penrndikauia b (TIEX) (€ D> 2227

4.2, Laewruinanis saaiza oxcuny (E 172)
1-fi cnocid

(€D, aKicna KOAROPOBA peaxuin 3
po3uHHOM rexceaninnodepary (1) KAJTi0)
2-i1 enoci6

(€D, aKicHa KOJROPOBA pesicuin 3
_posuuHoM riouiauary amoHin)

BLANORIAATH Yacy YTpUMYBaHis 0CHOBHOrD MiKa HA
XPOMATOrpaMi CTAHAAPTHOTO POIUHHY.

QeuoBHa TARAMA HA xpomaTorpami BUNPORYBANOID
posunuy  Mae BianoBiaaTy 3a  MOJOKCHHSM 1A

po3mipom ocHoBHilL  RasMi HA xpomarorpami
CTRAHAAPTHOTO PO3UNHY

Y TBOPCHHS TEMHO-CH HBOTO 0€a0y

3apapBieHHs POIUHHY B TCM HO-4epROHIHE KOJP

Binnosipae

Bianosiaae

Bianoesigac

Ceprudixar aiocti Ne 376/24
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PesyanTarty

Jonycrumi mexi

ettt b A R

5, CynyTHi ROMILIKH

(€D* 2.2.29, meT0a BEPX)
Homimka "B"
Byan-aKa oKpema precrenisditna gominsa
Cyma qoMItIOK (KpiM Aomimki "B

< 0,50 Yo
He BURDJICHO
e BUSIBJICHO

e fispe 0.5 %
He Hianme 0,2 %
He Giapme 0,3 %

et AR S T

6. Kiankicnuit BmicT
inpananmiay B 1 Tabaerui
(C¥ 2.2.29, meToA BEPX)

2,375 mr — 2,625 M0 2,447 Mr

7. Po3uMHeHHS \ He menme 75 % (Q) vepes 43 xB 102 %
(€D * 2.9.3)
8. Mikpofioaoriuna wHerora L Farasibia KiLKieTsh aepobunx aiKpoopranisuis
{(€D¥ 5.1.4.2.6.12, 2.6.13) (TAMC) - ne Ginpe 10° KYO/r < 10 KVO/ir

<1 KYOIr
BiaCyTHSI

. ne Bigpime 102 KYOi

JaraabHa KIALKICTL apbiakin i paicrssn (TYMO)
BIACYTHICTE Escherichia coli 11

[ipumirku:
¥ [lociaHns Hajall Ha THHHE BATANHA €aporneicbrol dapmaxonet
i [Toxasnuk «MikpoGioyoridua JueToTar BUAHANAIOT JU1sl KOWKHOT 10-1 cepil.

YmoBH 30epiranus: 3GepiraTi y HEAOCTYHHOMY AL siredt micud. He noTpioni crieLqasibHl yMOBY

30epiratHs.

3agsa npo cepTudikanio:

[{um 5 3acBifHylo, WO indopmallis HapejeHd BHILE ¢ BIpHOIO 1 TOHHOIO. Ll cepis POy KT
BHTOTORJICHA (B TOMY auesi T TAKyBaHHA 1 MAPKY BAHEA). i mpoBeACHO [OBHUH KOHTPONL 1T
gKoCTi Ha BUulEBKa3aHil BUPOOHITUTH U BIIOBLARO 10 sumor GMP. BCTQHOBJICHHX
MiCLLEBIM PETYIISTOPHIM OPraHoM. 4 TAKOXK BLAMOBLIHO HO Crermdikatin peecTpaLlitnoro
JIOChE.

TIpoToKoNH BHPOOHMIITEL. paKyRaHHst Ta ananizy Oysm repesipeni; BiATOBICTE BHMOTAM
GMP BcTaHOBIICHA.

TTpiapuile, MOCAAA ocobu, sKa BUIaia
03BIJ Ha BUTTYCK cepit

Ilona KuZelova
VHoBHOBAKEHA ocoba 3 AxoLTi

s
Minrwe //ébM -~

Jlara niAnucania 22.04.2024
[TeuarTka

Ceprudikar groeti Ne 376/24 272
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