AEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

npocnekT Banepis Jlobanoscekoro, 51, M. Kuie, 03110, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTL BBE3¢HOI0 B YKpainy JikapchbKoro 3acody

01.06.2023 Ne 24530/23/10

BIJIOPA

{HaHMeHYRAHHA MiKapchkoro 3acoby 2rifHo = peccTpaniinHM NOCBITICHAAM)
Ta0leTKH, BKPHATI ILTiIBKOBOIO 000JI0HK010, 3,0 Mr/0,03 Mr mo 28 Tabnerok B Omicrepi (21
TalleTKA JKOBTOr0 KOJIBOPY Ta 7 TabJeTok Oi10ro Kolasopy); mo 3 diricTepH B KapToHHIM
Kopoodmi

(topMa EHITyCKY, 10IYBAHHSA, RH]] HAKYBAHHY JKAPCEKOTO 33coby)
Homep peecpaniiinoro noceimacrns UA/13404/01/01 crpox aii peccrpaniiinoro mocsimaerra ¢1.01.2099
Cepin nikapcekoro zaco6y Ne LF29683D KinbkicTs BRe3cHOTO Nikapchkoro sacoby 8019

BrpoGHEK Jla6opatopioc Jleon @apMa, C.A., Icnania

(HaliMeHYBaHAA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXO0MeHHNA)

Brezeno B Yxpainy Tonap_llcrlm 3 poMexenoro Bignosinaarmictio "IEHTIBA
YKPAITHA", inent. xox: 38804488

(BaiiMeHyBaHHA Ta KoX 33 €JIPIIOY oprAETHOI ocoSH afo npisBHINe, iM'A, Mo 6aTEKOEI dizHIHOL
ocobH - mianpHemnd, 11 Miclie TPOXKHBANHA Ta peccTpanifinui HoMep 0GNiKORO] KAPTKH IIIIATHHKA
IOJATKIE 260 cepid Ta HOMED HacIopTa)

IpoTokoen Bizsyannaoroe xeaTpoo eix 29.05.2023 N 1596/1.

3a pe3VNBTATAMH JSpKABHOTO KOHTPONIO BCTAHOBICHO, IO JOKAPCRKHA 3acié BBeseHo B YKpaiHy 3

AOTPHMAHHAM EHMOT 3aKOHOJARCTBA MO0 3a0e3MeIcHAA AKOCTI MKapchKAX 3acobiB.
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Kornaposa JL.B.

{npisBrie Ta iHilianm)




* nloroTMn KomnaHii

Cepmudikar BignosigHocti

‘ CropiHka 131

Ornaa BUnycKy cepii

HaitmeHyBsaHHa BpeHay:

Bigopa

KiHueBMiA npoayKT:

Apocniperon 3,00 mr / etudinectpagion 0,03 mr x 3 6aicrepm x 21 TabneTka,
BKpUTa NNiekoBolo obonoHKow + 7 naauebo TabneTok, BKPUTUX NAIBKOBOIO

obonoHKolo 8 Baicrepi

KpaiHa: YKpaiHa

How.ap peecTpaujiAHoro UA/13404/01/01

NoCBig4eHHA:

Homep cepii: LF29683D Kog npoaykrty: 236679

flikapcbra dpopma:

Tabnertku, BKpuUTi
nNAiBKOBOW 060NOHKOWD

Aitoua peyoBuHa, cuna
Aii, aKTUBHICTb:

Apocnipexon 3,00 mr /
ETuHinectpagion 0,03 mr

Poamip cepii: 8028 ynakoBoK BunyuweHa KinbKicTb: 2019 ynakoeck

Aara supobHuuTEa: 26 ciuHa 2023

Aara supobHuuTEa 25 ciuns 2073 TepmiH npuaaTHoCTI: lpyaeHb 2025

Tabnerok nnauebo:
Nabopatopioc fleoH
dapma, C.A.

Poamip cepii 1 250 000 tabneToK, C/Na Bannina c/H,

Hepo3dacoBaHoOro BKPUTHUX NAIBKOBOIO BupobHuua ginbHuua: | MoniroHo IHgycTpian

NpoAYyKTY: obonoHkoio Hasaregxepa,
Binnakinambpe, 24008
HNeoH, IcnaHia

i Homep ceptudikary
HowepanpotHAHol 4208E HanemHoi supobHuuoci | 4208/21

AiueHnsii:

NPaKkTUKKU:

3anBa ynoBHoBa)KeHoi ocobu

LUum A niareepamylo, WO HaBedeHi BMILE AaHi € OOCTOBIPHMMM Ta TOYHMMM. [laHa cepia npenapary
BupobaeHa [BRAIYAIOYM yNaKoBKY / MapKyBaHHA) Nif KOHTPOAEM AKOCTI Ha BULLE3a3HauYeHid BUpobHuyiit
AiABHULI B NOBHi BignosigHocTi 3 BuUMoramu GMP, ecTaHoBneHumK perynioiodum opraHom lcnanii, a
TaKoX cneyudikalismu Ta MeToaammn KOHTPOK aHaNITUYHOT HOPMAaTUBHOI 4OKYMEHTaUil, 3apeecTpoBaHol
B KpaiHi imnoptepa. MNpoTtokoan BupobHWMUTBA, YNAaKOBKWM Ta aHanily nepeeipeHi; Ta BcTaHOBNeHa ix
BignoBigHicTe BUMoram GMP. Cepia eunylueHa B peanisalito.

Nignuc YnosHoBaxeHoi ocobu:

/nidnuc/

Im’A:

Cinbein MNocago Depez—==_

Hara:

12.04.2023

. TOKY MEHTIB

it




* nloroTMn KomnaHii

Ceprudikar aHanisy

HaiimeHysaHHA BpeHay: | Bigopa
Npoayxr: ApocnipeHod 3,00 mr / etuninectpaaion 0,03 mr x 3 6aicrepu x 21 tabnetka,
BKpPUTa NAiBKOBOKO 000N0HKOW + 7 naauebo TabneTok, BKPUTUX NAIBKOBOKD
obonoHKolo 8 Baicrepi
KpaiHa: YKpaiHa
Koa npogykTy: 236679
Homep cepii: LF29683D ‘ TepmiH npuaaTHoCTI: lpypeHe 2025
HepoadacosaHuii OpocnipeHoH 3,00 mr / eTuHinectpaagjon 0,03 mr
NpoOAYKT: Tabnetkn, BKpUTi naiskoBolo obonoHkow 5,7 MM AN
NP CropiHka 1i3 3
Koa: 702754
Homep cepii: LF29683
AHaniTMUHWiA ; 5
Tectn HAonycrumi mexi PeaynbTatv
meTop,
PROO1 Kpyrni Tabnetkw, BKpWMTi  nAiBKOBOID : :
Onuc Bignosinae
060NOHKOIO, WOBTOIG KOALOPY.
PROO1 Ha Xpomartorpami sunpoboByBaHoro
pO34MHY, OTPMMAHOIC nNpU NPOBEAEHHI
o . BUNpobyBaHHA «KinbKicHE BU3HA4YEHHA», 43C
laeHTHdiKkaLiA ApocnipeHOHY - : : ;
{BEPX) YT[-JHM\(BaHHH niky ApocnipeHoHy I'IOBHH-EH Bignosinae
CniBnNagaTM 3 Yacom YTPWMYBaHHA MNiKy
ApocnipeHoHy H3 XpoMaTorpami
CTaHZAPTHOTO po34mWHyY (1 0,3 xB).
PROO1 Ha XpomaTtorpami sunpoboBysaHoro
pO34MHY, OTPMMAHOIC nNpU NPOBEAEHHI
s BUNpobyBaHHA «KinbKicHE BU3HA4YEHHA», 43C
IaeHTHdikaLia : ; : : :
erusinecrpagiony (BEPX) YTpHMVBaHH.Fl niky €TuHinecTpagiony Bignoeigae
NOBWHEH CMIBMaA3TH 3 43acoM YTPUMYBaHHA
Niky eTUHInecTpaniony Ha XpoMaTorpami
CTaHA3APTHOrO po3yuHy (1 0,3 xB).
:e::::x;"m APOCTIpEHOHY PROOY BignosigHicte Y& cnexTpy cTaHaapTy Binnosinae
Lﬂ::z::’::::ilony (Y& cnexrp) PROO1 BignosigHicte Y& cnexTpy cTaHaapTy Bignosinae
KIIII:KI?HE SRk N RROG1 95,0 % — 105,0 % Big 3aABNEHOI KiLKOCTI 102,2 %
ApocnipeHoHy (BEPX) g
T cHOM
HILSKICHE BARR N o1 PROO1 | 95,0 % - 105,0% Bﬂ% bR 99,3 %
eTuHinecTpagiony {BEPX) 3 1 R\
PROO1 10 TabneTok: AV [ O«LU}‘\ WEHTTS \': \ 10 TabneTok
OpaHopiagHicTL Ao030BaHMX ) llu‘ _
OAMHMLL ApOCcNipeHOHY 30 THGNETOREAY % ! |E le |Z. AR5
AianasoH 0,75 \’ ':, Bignosinae
OpopigHicTs A030BAHMX PROO1 10 TabneTok: AV “:5 3 # \_\.a_‘\ j*,-’J 10 TabneTok
OAMHMLL ETUHIAECTpagjony 30 Tabaerok: AV < P s{—\" % AV=3,5
AianazoH 0,75 M — 1, dipa MUt Bignosinae
. PROO2 Q=75 % 30 XBUAUH Cepe,u,Hf.: 100 %
PosunHeHHA gpocnipeHoHy Bianosigae €0 }‘K-O,D,HOI. <99 %
| Bianoeigae 51
PoauMHeHHA eTUHinecTpagjony oo Q575 %, 30X8uMK
Bianoeigae €¢
CynyTHi gomiluKkn PROO1
ApocnipeHoHy




*AoroTun KomnaHii Ceprndikar aHanisy
HaiimeHysaHHA Bpenay: | Bigopa
NpoayxT: Apocniperon 3,00 mr / etuninectpaaion 0,03 mr x 3 6aicrepm x 21 Tabnetka,
BKpPUTA NNiBKOBOIO 000N0HKOW + 7 naauebo TabneTok, BKPUTUX NAIBKOBOKD
obonoHKolo 8 Baicrepi
KpaiHa: YKpaiHa
Koa npoayKTy: 236679
Homep cepii: LF29683D ‘ TepmiH npuaaTHoCTI: lpypeHe 2025
HepozdacosaHuii Apocniperon 3,00 mr / etuHinectpagion 0,03 mr
NpoOAYKT: TabneTkun, BKpuTi NaiBkoBoIo o6oncHKoW 5,7 MM AN
NP CropiHka 2i3 3
Koa: 702754
Homep cepii: LF29683
Tectn AHANITU4HUA HAonycrumi memxi PeaynbTatu
meTop,
" [HAMBiQyanbHa HeBigoma
AOMiLIKa £0,3% <0,1%
" CYMa AOMILIOK £1,0% <0,1%
CynyTHi AoMmilLKK PROO1
eTMHinecTpagjiony
= nomiwKa B £1,0% <0,1%
" B-KeTO-ETMHINeCTpaaion £05% <0,1%
= oAWHUYHI HEBIAOMI JOMILLIKK £0,5% <0,1%
" CYMa AOMILIOK £25% <0,1%
3anMIIKOBI pO3YUMHHMKMK MGO011
= METAHOA < 3000 ppm 1455 ppm
= METUAEHXTOpUL, <600 ppm < 360 ppm
Mikpo6ionoriuna umctota* MGO005 b
® 3arajibHa KifIbKICTb aepobHMX <1000 K¥O/r Hf3
MIKpOOPpraHi3mis
= 3arasnbHa KiAbKIiCTb <100 KYO/r Hf3
APiRAMOBMX Ta NAICHABUX
rpubis
= E.Coli BiacytHis 1r Hf3
* — TecT NpOBOAMBCA B 30BHIWHIK nabopatopii. YacroTta TECTYBaHHA: OAHA cepin iz 10 Ta He MeHwWe ogHi€i cepii B pik.
*#* — mikpoBioNoriyHMH KOHTPONb He NPOBOAWBCA, T E HE ; cepin.
:.\'__.\ﬂf‘ﬂ,..__ iy
HAata BupobHuyTBa: 26 CivHA 2023 [/~ nlsiAara véeryranna: 03 KeiTHA 2023
3aTBepameHo MeHemKepom Bigainy ﬂkoaﬂ?&éﬁumap'rhl Tiyépta )\",Fsr:fdtmc/ 12.04.2023
BunylueHo YnoBHoBameHot ocobolo / ,Ela{ﬁ ggﬂiwngcqﬁpg{ﬁakd&f 2.04.2023
Na6oparopioc JleoH dapma, C.A. DA }’ 2,'}‘
MNoniroHo IHaycTpian Hagategepa - C/fla iMa c/H, a /o
Binnakinambpe, 24008 : v \'{'"/‘/ *
TeoH, lcnauin NJI18)




*AoroTun KomnaHii Ceprndikar aHaniay

HaitmeHysaHHa Bpenay: | Bigopa
NpoayxT: Apocniperod 3,00 mr / etuninectpagion 0,03 mr x 3 6aicrepm x 21 TabneTka,
BKpUTa NniekoBolo obonoHkow + 7 naauebo TabneTok, BKPUTUX NAIBKOBOIO
obonoHKkoto 8 Baictepi
KpaiHa: YKpaiHa
Koa npoaykry: 236679
Homep cepii: LF29683D ‘ TepmiH npuaaTHoCTI: rpyaeHs 2025
HepozdacosaHuii TabneTku, BKpUTI NAiBKoBOKD 0boaoHKeolo, Hinoro
NPOAYKT: Konbopy (nnauebo) 5.7 mm EU ) )
CropiHka 4 i3 4
Koa: 701758 P
Homep cepil: LF29657
Tecv Aumniminmi JAonycrumi memi PeaynbTatu
mMeTop, ¥ =
s PRO21 Kpyrni TaﬁJ’IIETI{M, BKpPUTI  NAIBROBOIO RirasinEe
obonoHkolo, binoro Koabopy
CepepnHna maca MG008 56,2 mr—111,8 mr 103,6 mr
Posnap MG009 < 15 xennmH 5 xe.
Mikpo6ionoriuna umctota* MG005 .S
= 3arasnbHa KiNbKiCTb aepoBHMX <1000 K¥O/r Hf3
MIKpOOPpraHi3mis
= 3arafnbHa KiAbKICTb <100 KYO/r Hf3
APDRAMOBMX Ta NAICHABMX
rpubis
= E.Coli BiacytHis 1r Hf3

* — TecT NPOBOAMBCA B 30BHIWHIKA nabopaTopii. YHacToTa TecTyBaHHA: ogHa cepid i3 10 Ta He meHlwLe oaHIEl cepil B piK.
*#* — mikpoBioNOriyHMH KOHTPONL HE NPOBOAMECH, TaK K e He AeCATa Cepis.

JaTta eMpoSHuUTEa: 25 ciuHa 2023 | Jata TectyeaHHA: 27 BbepesHa 2023

3aTeepameHo MeHemxkepom Bigainy akocti / flata: MapTa MNyepta /midnuc/ 12.04.2023

BunywweHo YnoBHoBaxeHo ocobolo / aTa: Cinbsia MNocago /ridnuc/ 12.04.2023

Nabopartopioc JleoH dapma, C.A.

MNoniroHo IHaycTpian Hagateaepa - C/fla BaaniHa ¢/H,
Binnakinambpe, 24008

FleoH, IcnaHia
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