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JIEPIIKCITY KBA YKPATHA
OEPKABHA CIIVIKRA 3 JTIKAPCHEKUX 3ACOBIB
TA KOHTPOJO 3A HAPKOTUKAMMUW y m. KUeERBI

sy bepesskiseska, 29, Kuis, 02098, rentdaxe: {044) 550-23-55, Ten, (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua, Kon € APTIOY 37079055

BUCHOBOK
Hpo AKICTH BEE3EHOro B YKpaiHy JIKapehKoro 3ac00y

26.05.2020 Ne 25147/20/26

TPEHAKCA

(Raiincsy BARAN ATKAPCEKOTO Jacoly ariaxHo 3 peecTpaliiingM [0CBIYeHIEM)
possaH U i exuif, 100 sr/swr 1o 10 mur B amiysax; no 5 aMnys B HApYHKORI yHAKOB;
no 1 wapyuiosiil ynakonui  xapronuii YIAKOBI

(Qopma RUNYCKY, A03YBAILLS, BHA AKYRRHUA JHKApCRKOro 3ac00y)

Howmep peecrpavgiinoro nocsinuerss UA/15269/01/01 crpox ail peceTpailiiioro nocsiAeHAs 24.06.2021

Cepis nixapeskoro sacoby Ne TOITA Kinskicrs BRE3EHOrO Aikapebkoro sacoby 4802
Bupobruk JlaGiapa Qapmanentixanc, CJLY ., Terianis

(satimenysans BupobHIKa HKAPCEROTC 3ac00y, xpaiHa HOXOUHE1s)

Breseno B Yrpainy Topapucereo 3 00MEREHOI0 BILHOBIAAILHICTIO "MAKJEOAC
PAPMACLIOTIKAJS JIMITER", inewr. xon; 37554108
(raiiMenyRavms Ta koit sa CAPTIOY wopwmemoel ocody abo npizsrie, ', uo GaThroni
Gianmiol 000Gy - TIANPHEMIY, T MiC1e NpowHRAKIA Ta peesrpaditiuil nomep ostixono?
KEPTICH TAATHHKE TIORATKIR 260 COpif Ta HOMCD NAcropTs)

TIpOTOKROR BisyanbHOLO KOHTPOIO Big 26.05.2020 xx 1621/4.

34 pesynpTATAMIL  JIEPKABHOIO KONIPOJO  BCTAHOBACHO, WO nixapcekpil 3aci( BpeseHo B YkpaiHy 3
HOTPHMAHHAM suMOr 5aK0OHOAABCTBA MO0 3aBC3IENCHAA HKOCTI IKEPChKHN 3acobin,
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CEPTH®IKAT AHAJII3Y 20 02301

[Tponyxt: TPEHAKCA Kon nponyxty: 20001439

Kon enenugikanii : CCEPF197/03 Kox nponyxra Bulk: 12000288

Dopma BamycKy: aMImynu Homep cepii rorosoro npoaykra: T091A
Hara BupoGuunnrea: civens 2020 Ipunaruuit no: moruit 2023

Bupobuuk: Jla6iana Papmauesrikanc, C.JLY.
Hara ananisy: 27/02/2020
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Onucanue Cootserctryer CootBeTcTBYET CCMPF081
[Ipozpaunocrs Coorsercrryer CoorBercTBYeT CCMPF081
.
Maentagucannss | CCMPF081
]
Tpanexcamosag IIO3UTHR ITO3UTHR
kucnora (BOXKX)
]
Tpanekcamonas MO3HTUB [TI03UTHRB
KHCTIOTA
(YO-criekr-
podoTomerpus)
RMM“_\
pH 1.5 Ot 6,5 no 8,0 CCMPF081
hH%mL\RM
M3Brexaemblit 061 em 11.0 He menee 5,0 ma/amn CCMPF081
e ey ]
Mexanuveckne CCMPF081
BIJIIOYEH M5
HeBugumere HACTHIILL.
9acTHIl > 10 MrM 141 He Gonee 6000/
aMmIryie
e e———
YACTHIL > 25 MKM 2 He Oonee 600/
amIyne
C ONYTCTRYIOIHe CCMPF081
npumecu (B3XX)
[pumecu A < 0,05 He 6onee 0,05 %
i__%__i_ﬁ;_i_____—ﬁ_qq____
[Ipumecn B < 0,05 He Gonee 0,1 %
&_h_‘__“‘_u___u—i‘_mﬁ
[pumecu C < 0,05 He Gonee 0,05 9% _
[Tpumecu D <0,05 He 6onee 0,05%
Jro6oit vemnenTy- < 0,05 He 6onee 0,05 %
HIUPOBAHHON < 0,05

/?)% pu. VIAEZ o 28 05 4o




[IPHMeECH

CymMa Beex mpumecei <0,05 He Gomee 0,1 %

KosuvecTrennoe CCMPF081
onpeaenenue (BOXX)

Tpanexkcamonag 99.9 95,0 % - 105,0 %
kucnoTa (BOXX)

Mukpo6uonornueckuii

KOHTP 0JIk
bakrepuannubie < 0,493 He 6onee 35 ME/mn CCMPF081
IHAOTOKCHHBI

CrepuasHocTs lpenapar gomken CCMPF081

Cootsercrpyer OBITE CTEpUTBLHEM

Pesynerarhr: CootBercrayior

Aara: Jotwii, 28 /2020

HowkymenT 6yp CTBOPEHMUII B C/ICKTPOHHOMY BHrAR] |
€ niHCHUM Ge3 nianucy.




ITEPEKJIAJZL 3 AHIITACHEKO! MOBUM HA YKPAIHCBEKY MOBY
BITAHK KOMITAHIT JIa6iana ®apmanesTikanc, C.JLY., Icnauis
Kacanoga, 27-31,

08757 Kopbepa-na- JInobperar, (bapcenona) Ienanis

Ten: 93688 29 00. ®axc 93 650 00 11

Eu. ITowrra: info@labiana.com

Ceprudixar ocrarounoro BHITYCKY cepil
Ne ceprudikary MRA20125
Konx: 20001439

Haspa npogyxry: TPEHAKCA, 100 mr/mn, 5 aMmIyiI 1o 5 min
Peectpaniitauit nomep UA/15269/01/01

Kpaina imnopry: Yipaina

Cuna aii: 100 mr/vor

Dopma : po3yMH [Is i1 eKiit

Posmip ymakosku: mo 10 v s aMILyJi, o 5 aMnys B yrmakosi
Homep cepii: T091A

Kinexicts BigpanTaxeno: 4802 YIIaKOBOK

Kinekicrs apxisnmx 3paskis : 36 YIIaKOBOK

Hata Bupobuuirea: moruii 2020

Tepmin npuparnocti: moruit 2023
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Hasga ta anpeca BHPOOHUIITRA, 1aKyBaHH, KOHTPOJIKO AKOCTI Ta KIHIIEBOTO BUITYCKY cepii:
JlaGiana ®apmanestikane, C.JLY.

Kacanoga, 27-31 Kop6€pa-ﬂe—ﬂbo6pera1?, 08757, Bapcenona, Icnanis

13. BupoGruua Jlinensis: 3348E
14, Ceprudixar GMP: NCF/1944/001/CAT sin 20/09/2019

IS. Pesynerarn amanisy: Biamosinmo 1o momanoro okpemoro Ceprudikary
Ananizy 20 02301

16. Komenrapi / ne mae

17. «um 5 TIATBEPIDKYIO, 10 lIpuBencHa Buile iHpopmaris e AOCTOBIPHOIO Ta TOYHOIO. Lls

BUpOOHHKA abo CTPAHBI-IMIIOPTEPA,  SIKIIIO TPOAYKUIsSt IMIOPTYeThCs, abo B JIOCLE
cnenubikamii  ua Ipenapar mms  J0CiJUKYBaHOrO JIKAPCHLKOro 3acofy. Ilporokonu
BHDOOHHUTBA, YIAKOBKY Ta anamizp Oymu nepernsnyri T2 BCTaHOBJICHO BiANOBIAHICTE GMP

18. [Miamue ocodu, mo aac JI03BIINY Ha BHITYCK cepil.

Kraniikorana YIOBHOBaxeHa ocoba [Tepe Xoakiy
Hara. 30/04/2020

Hinmme.

[Tevarka.
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