e
JEPIIKCITY KA -
AEPKABHA CIYKBA 3 JIIKAPCEKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIH OBJIACTI

npocnekT Banepis Jlobanoscrkoro, 51, M. Kuis, 03110, Ten/dhaxc: (044) 363-06-50
E-mail: dls. ko@dls.gov.ua,https://www.dls.gov.ua, Kon CJPITOY 37078774

N BUCHOBOK _
PO AKICTH BBE3EHOro. B YKpainy JIKAPCHKOI0 3ac06y
06.07.2022 Ne 25522/22/10
IMAKCHLI™

{HafiMenyBaHHA NiKapCHKOro 3aco6y 3riaHo 3 peeCTPANARAM IOCBIAYEHHAM)
TA0JCTKH, BKPUTI 060/10HKO010, N0 20 MT 1o 14 TabuieTok y Giierepi; o 2 Gaicrepn y
KAPTOHHINH Kopooui
(opma punmycky, nosysanusa, BHA nakysaHi NKApCLKOro 3acoby)

Homep peecrpauiitnoro nocsinuents UA/8573/01/01 erpos i peccrpauifitoro nocsinuenus-01,12.2099
Cepid nikapeskoro sacoby Ne 2YSB KETbKICTh BBE3EHOIO NiKapoLKOTO 3acoly 6432

Bupobuuk UnakcoCmiTKnsiin Gapmacsrorukanz C.A., [Tonsma |
' (HaliMeRyBaHHg BUPOBHHKA TiKapCEKOrO 3ac00y, KpalHa HOXOMKEHHS)

Beeseuo B Vipainy Torapucrpo 3 o6MexeHoI0 BiAMORINAALHICTIO "T'nakcoCmitKanitu

_Dapmacerotikaic Yipaina", inent. xon: 35619519
(Halxenysanus Ta kon 3a CHPTIOV wopunyyrmoi ocobu ado [IPUIBKILE, 1M'A, N0 GATEKOBI
(bizuuuot 0cobH - minpuemus, I Micue NPOKUBAKHA Ta peectpauliiinuii Homep ofnikoBol
KapTK¥ [TAaTHHKa OAATKIB a60 cepis Ta HoMep T&cIopTa)

[TpoToxon Bizyanmsnoro konrpomo sin 06.07.2022 N 1588/3.

3a pesvipiaravu ACPHABHOTO  KOUTPOMIG . BCTAHOBIEHOD, 1O JiikapChkui 3acib  Boesewo Yipaldy 3

AOTPHMAHHAM. BUMOT 3aK0HOABCTRA OO 32631 1euenis SKOCT] MKAPCLKHX 3ac0018,

3yGapesa H. B.

(mlannec) (tniniann  npisniue)




JEPHUIKCITY KBA -
JEPKABHA CJIVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KNIBCLKIN OBJIACTI

[TpocTiexT Banepis JloGanoscekoro, 51, m. Kuis, 03 I'10, Ten/pake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls. gov.ua, Kon €JIPTIOY 37078774

) BUCHOBOK.
Npo AIKICTH BBE3EHOr0 B YKpaiHy JIKAPCHKOT0 3ac06y

05.10.2022 | No 40814/22/1011

TIAKCHJI™

(HaMMEHYBARHA TIKAPCHKOTO 3406y 3TIAHO 3 peecTpatlifiHy NOCBi AYEHHAM)
Tab1eTKY, BKPUTI 060/10HK010, 10 20 Mr; no 14 TabacTok y 0stictepi; mo 2 6aicrepu y
KAPTOHHIH Kopodi

{thopma Bunycky, no3yBanms, BUL NaKyBaHHS TKAPCLKOTO 3acody)
Homep peecrpadiiinoro nocsiyuenns UA/8573/01/01 CTpOK Al peecrpaniitroro nockiguenns 01.01.2099
“Cepis aikapeskoro 3acody Ne 2Y 8B KiibkicTs BBe3eHoro nikapeskoro sacody 23055

‘Bupobnnk I nakcoCmiTKnsitn @apmaceiorrnkans C.A., TTonbma

(HaiiMenyBanis BHpoOHMKa TKapchKOro 3acofy, Kpaina NOXOMKEHHS)

Bresceho B Vpainy Tosapucreo 3 obmeskenorw pignosinansuicTio "IiaxcoCmiTK msiiin
_DapmacbhloTiKaiC Yrpaiua", izeat. xoa: 35619519

(Haitverynanns 12 Koy 3a €ZPTIOY OpuARYHET 0coBu alio MPITBKLLE, iM'M, 10 BATLKORI
G131MHOT 0000H - nignpaeMIL, i MiCLe NPOKHBAHIS Ta peectpatiftusit komep obnikorof
KApPTKY NNAaTHUKA NOAATKIB abo cepis Ta Homep nacropTa)

Hporoxon sizyanshore kenrporo sin 04.10.2022 Ne 2528/1.

3a PEIYNBTATAMA  JEPKaBHOIO KOHTPONIO - BCTAHOHRIEHD, 110 _-Jl'ircapcﬁknﬁ 33Ci6 BBEIEHO B ‘JTR';J'&TH'}?- 3
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[nakcoCuiTknaiy

Byf. IpioHBanbACckka 189,
-60-322 FoakaHb

dapmackiotukans C.A:

Hara ceptudhikaty Homep ceptudikaty
Ten; +48 61 860 12 00 dakc: +48 61 867 5717 27-04-2022 40001004142
cropixka 1 372

Homep matepiarny: 13544 T

ToproBa HasBa: NAKCUTT™, TaGneTku, BKpUTI 0B0NMOHKOID,. o 20 Mr Ne28 (14x2) y bnicTepax

Homep peecTpaniitHoro noceiguennsi: UA/8573/01/01 .
Bupobnuk: nakcoCmitKnsiin. dapMacsiotukans C.A. 189, Byn.I"plonBansacska, 60-322 MosHaHb, [Torblia,
Homep BupoGHnyol nigensiv. 100/0092/15

Cuna giif AKT¥BHICTD!

Hitoya pevosrHa: napokceTuH, 1 Tabnerka micTuts NapoKCeTURY (y dropmi rigpoxnapuay remirigpaty} 20 mr

v sacsigayio, Lo Hase/ieHa BULLE iHdopmatlis & AOCTOBIPHOIO Td TOLHOIO. Lo cepito
NpoAYKTY YN0 BUrOTOBNEHO/BUPOBAEHO, BKIMOYAI0HM eTanu NakyBaHHA/MapKyBaHHs Ta:
KOHTPOMIO AKOCTI, Ha 3a3HaueHIR(-uX) BULLe CXBANESHIR(-1X) BUPOBHKYINR AinsHKMLI(-ax) y
MOBHIW BIANOBIGHOCTI B1UMOram HanexHo! BMpoSHUYoT npakruki (GMP), BcTtaHoBneHum
MICLIEBUM PErynaTOPHUM OpraHomM, Ta creyndikalism y peecTpaliitHomy nocsigyeHHi
Kpaiku-imnopTepa. MpoToxkonu cBpobiu, nakysaHHs Ta ananiay cepii Bynu nepesipeni Ta

‘BU3HaHI Takumn, WO BIONORIAAIOTE BUMOram GMP.

TabrneTku 3 MapkysaHHiM «20» .3 OQHOTO OoRy Ta niHie
PO3NOAINY -3 iHLWOoro.

Cepis: 2Y8B TepMmiH npugarHocTi: 03/2025
JaTa BUpoBHUITEA: 256/03/2022 Poamip cepii (ynakosok): 32 650

Om-s“cw I Cneumchikauis Pezynwa'm
Onue binoro koneopy, Bkputi cBOMOHKO, OBanbHI ABOONYKNI | Bignosigae

laexTudikayia napoaﬁemﬁy ) lNoanTnBHA ans napo'i{céflt@my' - Bianoeinae

riapoxnopuay BEPX

abo |

lnernTudikanis napokceTuHy MNoswTnsxa gns napokceTuHy

rigpoxnopugy bIY

lnetTudbikallis napokceTury o [HoanTuBHa Ans napokceTury T Bi,qnoei,::gée -

rigpoxnopuay TWX

abo |

lneHTudikaLlis napokeeTyiHy Mo3nTMBHA LNs NapokceTnHy

rigpoxnopuay: Yo

CepepHs maca Tabnetiu 344 6 - 369.5 wmr. 356 3

OaHopigHicTs ,zioaaaaﬂwx ONUHULIB BignoBigHo 4o sumor €Bponeiicbkoi Gapmakonel™ Bignosisac
1KinsKicHul BmicT napomemw ] 19,0-21,0 mr/Tab.

KinskicHuii BmicT napokceTuny 95,0 -105,0 % Big 3aaBneHOT KinbkocTi

PosunHerHs (% BWBINbHEHROro Binnosiano fo Bumor ©.CLIA <711>, ne Q = 754 3™ | o
1N1aPOKCETUHY) XB. -

O >
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naxcoCmiTKnaiu
dapmackloTUans C.A,
ByN. MproHeansackka 1869,
50-322 NoaHsHL
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Nonwuya

| Hata ceprucikaty Homep ceptuchixaty
Ter: 48 61850 12 00 Gaie: +48 61 867 6717 27.04:2022 40001004142
CcTopiHka 2 3 2

MikpoBionoriyHa yncroTat Bignosinae sumoram €4 ans HEBOAHUX NiKapchkux ['apaHToBaHO
3acobie Ans NepoparnbHOre 3acTOCYBaAHHS,
3aranbHe YNCcno aepoBHUX He Binblwe 108KYO/r

MikpoopraHismie (TAMC)

Mikpobionoriyna yucToTa! Bignosinae sumoram €O gns HesoaHWx niKapcLKUX FapaHToBaHo
3acobiB ANA NepopanbHoro 3acTocyBaHHS.
JaranbHe YUCno ApHKIPKOBUX | He Ginbiwe 102KYO/

NRICHABUX rpudis (TYMC)

MikpoGionoriuna ynctora’ Bianosigae Bumoram €0 ans HEBOAHUX NiKapChKux ["apaHToBaHG

3acobiB AN NepopantHOro 3acTOCYBAHHS.
Escherichia coli BigcytHsiB 1r

' Tecy Ha MIkpOBionoriuHy YneTaTy BUKOHYETLCA MiHIMYM Ha OfKil cepil B pik
* (AVs18)

Kpa-fH a-i MnopTe oM YI{'IL"_}' Hitia

YroBHOB&KEHA 0c0o6a

Rignve |
IM's1, npissuLe Aleksandra Szymczak
Hata nignucy _ 27.04,2022

on behalf of

Osoba Wykwalifikowana/
Qualified Person o
{j' .N{ﬂﬁq;}é 29.¢4. 2220

i
Anna Nowaczyk




