JEPKABHA CJHYXKBA 3 JIIKAPCHKHX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hanii Ceitnuunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JPTIOY 37079055

BHUCHOBOK
Npo AKICTh BBE3EHOr0 B YKpaiHy JikapcbKoro 3acody

09.11.2023 Ne 57374/23/26

MAKCII'PA JPAHB

(naimenyBanna nikapenkoro 3acofy 3riaHo 3 peecTpauifiuM nocBildeHHAM)
TabaeTKH, BKPHTI NIiBKOBOK 06o10nKoI0 1o 20 mr; mo 2 Tabaerkn y 6aicrepi, no 1 6aicrepy
B KapTOHHIH KopoOui

(dopma punycKy, 103yBaHHA, BHI NAKyBaHHS NIKAPCHKOTO 3ac06y)
Homep peectpauiitnoro nocsinuenns UA/18415/01/04 erpox nif peecrpauiiinoro nocsinuenns 30.10.2025
Cepia nikapcokoro saco6y Ne 020823 KinbkicTk BBe3enoro nikapcukoro sacoby 14080

Bupobuuk ODapmauesTHunuii 3azoa «Ilonsdapmary C.A., [Tonbiua

(natimeHypanng BupoGHHKa Nikapehkoro 3acoly, KpaiHa NOXOKCHHS)

Bae3seHo B YkpaiHy Tosapucrno 3 ooMexenoio piznosigansnictio "INOJBPAPMA
TOA", inenT. kon: 42781598

(Haiimenysanng ta kon 3a CJIPTIOY 1opuanunol ocoby abo npisauue, imM'a, no darskosi (iswunol
0coGH - nianpuemus, Tl Micue NPOXKBAHHA Ta peecTpauiitnuii Homep o6NikoBoT KAPTKH MNATHHKA
nosatkis abo cepia Ta HoMep nacnopTa)

MpoTokon Bizyanssoro kontpomo six 09.11.2023 Ne 3509/2.

3a pesyabTaTaMH  EDXABHOTO KOHTPOJIO BCTAHOBJIEHO, IO Jikapcbkud 3aci® BBeseHo B  YKpaiHy 3
oiaBcTBa Woao 3abe3netueH s AKOCTI JikapechKkyx 3acobis.

o

Muxkona XOJIOIEHKO

HTPOJO) (nianuc) (ininianu Ta npizsuue)
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Dapaavesmuyniii 10609 «llonshapmar C.A.
e Bupobiuue 6iddinenns 6 Hoelsi [lemti
L /4 P 0"”’ M3 &yn. Memanosya 2, 39-460 Hoea Jewta, Horvuya
Ten.. 138465400, paxc: 158465454

CEPTH®IKAT INPO SAKICTE Ne: 481 26005
Haitmenysauns npoaykuii: MAKCIYN PA APAKB, TabneTH, BEPUTI BAIBKOBOK0 ofiononkon, ne 20 Mr Ne2 (Ne2x1)
Kpaina-prpobunx: Monsma
Homep pecctpauiiinoro mocsizuenns: UA/18415/01/04
Cuna piVaktuenicTs: | Ta0NEeTKa, BKPUTS TUIIBKOROKD 000JIOHKOIO0, MICTHTE! Tapanadimy 20 Mr
Jikapebka dopma: Tabnerxy, BKPHTI IiBKOBOIO 060nonkor0, no 20 Mr
Po3mip i Tin ynakosku: no 2 Taretiy y Onicrepi; no 1 Bnicrepy » KapTOHHIH Kxopobui 3 MapkyBamuam YKPaTHCBKOIO
MOBOIO
Inaere: TDLF-8414-800
Howmep cepii: 620823
Poamip cepil. 14080 yn.
Mara supoGanmrea: 08,2023
HMata sakivuenns Tepminy npuaaTHocti; 08.2026
HaitMenyBanns, MicnesnaXxomkenHs BHPOGHUITRA: Gapmalier THYmI 3aBop| «Ionedapman C.A. Bupobamuue BiftineHas
& Hori#l dembi, syn. Metanogma 2, 39-460 Hosa Jlemba, Momsna
CepradhcaT rignosiznocri GMP: NeIWPS.405.104.2019.KK. 1 WTC/0105 03 _01/246

Hexazanku sxocti HOPMH MeTonm
KOHTD 0130
1, Ot TaDNETKH BKPHTI IITIBKOROIO BiJMoBigac

0BO0NOHKOIO, CBITIO- POKEBOTO KOnBopy,
NIPONIOBIYBaT, ABOAKOOMYKIT, 3 PHCKOIO
3 0JHOI0 HOKY

Bisyansnaii Hicns posnomy smpo Tabreru Ginoro

abo maitie Giioro xonsopy
2. Cepeng Maca Tabaeriad 4944 Mr+ 5 9% 498 0 Mr
3.0nvopinmicTs A030BAHAY Biamosigae ED 2.9 40,
omnuue Ta OgHopinmicTs (IIpmitnare sHavenns mg 10 Tabaetox: 1,4 %
BMiCTy AV 10 tafn < Ll % i

Sxo He Binnopinae Toxi:
- AV101a6n. >1.1 % TONI
~AV30mer <L1 %;

- BCl IHAMBIXYaNbHI 2HaYeHAS He
menie 0,75M 1a re Gimswe 1,25M

Metonnxa BupoGHuKa L1=150u L2=25.0).
4. ImeuTudinanis Tagadadiny;
- (BEPX) cuctema 3 niogmo- Yac yrprMyBaBRs 0CHOBHOTO Ttika Ha BIANOBiNAe
MATPHYHEM /ICTEKTOPOM XpOMaTorpaMax BENpoOYRasoro i
CTAaHI4PTHOI'O PO3YMHEY Mac 36iraTrcs,
CIEKTP BiATIOBiRae Takomy fuis BifIlIOBiae
CTaHapTHOTO 3pa3ka
5. BmicT Boau § He Ginenre 7 % 4,3 %
Meron Kapna @imepa
6. CynyTai nominrxn: S
- OfHIEYHA HeigenTudikonana He 6ineire 0,2 % <0,1%
oMimka
- €YMa KoMimoK He 6ineme 0,7 % <0,1%
Merog BEPX
7. Kiabkiewe e3navennn & M-
- BEPX 95,0 -105,0 % 98,2 %
. _Meron BEPX
8. Pozunmenns 3a 30 xp © Q= 80% 101,3 %

(min. 100,3 % maxc.
102,2%) ]

/ , ‘7_ i ) . .
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Dapmayeemunnuti 3a600 «llonspapmay C.A.
: Bupobruue ¢iddinennn ¢ Hoeilt fembi
P 2 al‘,h arma eyn. Memanoaya 2, 39-460 Hosa emba, Morwwya
Ten.: 158465400, harc: 1584635454

CEPTH®IKAT ITPO SIKICTh Ne: 481 26005
HarimenyBanna npoaykuii: MAKCITPA TPAMB, TabneTiH, BKPHTI i1iBK0BOI0 0fosouioio, no 20 mr Ni2 {No2x1)
Kpaina-supobunk: Ionsma
Howmep peecrpauiiinors noceiguenns: UA/18415/01/04
Cuna fiifakrusuicts: 1 Tabnerka, BKpHTa IUBKOROKO 0600HKOI0, MiCTHTE: Tagaradiny 20 ur
Jlikapebka dopma: TabneTkn, BKPUTI W1iBKOBOIO ofos10HK00, O 20 M
Posmip | THn ynaxonin: mo 2 tabrerkn y Omicrepi; mo 1 Guictepy B kaproHuii KOpoGui 3 MapKyBaHHAM YKPATHCHKOD
MOROI)
Ingeke: TDLF-8414-800
Homep cepii: 020823
Pozmip cepil: 14080 ym.
Harta pupofraurea: 08,2023
Hata saxinyenus Tepminy npugaTHocTi; 08.2026
HaiimenyBadus, MicHesnaxonxe aHs BHpoGuuuTea: PapMauesTHIRNY 33807 «llonbdapuan C.A. BupoGumve pinniness
B Hosiii [lem6i, By, Metanopua 2, 39-460 Hosa Hemba, Monwwa
Cepudixat Bignosiznocti GMP: NelWPS.405.104.20 19.KK.1 WTC/0105_03_01/246

9. OctaTkoBi po3zunuEmKy:

- Aneton He Ginpme 5000 ppm < 500 ppm

- 2-nponanos He Oinbnre 5000 ppm <500 ppm
10. Mixpo6uoaoriana yncrora’™ S

- TAMC He 6ineme 10°s [ 1, <10's 1.

- TYMC He Gineme 10?5 11, <10'mlr

- Escherichia colj Bincyruicts Escherichia colin 1 1. BiJicyTHi B 1 I,

N Tecr pyTuHHuH, llposomars Ha mepumx 10 KOMepuiifHux cepili nmpemapary, motim - HepyTHHHEH TecT. (HacTora
BUTIpOOYBaHs - koxna 10 cepis) ae He Mewwre Hix f1g onHiei cepif npenapaty B pik

M Sk pesymsTar Mac BUKOPHCTOBYBATHCH CEPEAHE KiNBKICHE BPIHAYEHHST 3 Tecty «Oanopignicts posysanms» adc mac
GyTn RpoBeNeHO BUNpPOGYBAHKA 33 METOIHIOI0

$ Bunpo6yBanus mposoasTs TIpH TOCHi/uKeHHi CTaGinbHOCT, posknan rocmmkenns 3a3HaYCHO B NPOTOKONI CTAGIRBROCT]

Breazanui 8 ubomy ceprugixari TOBAP 3a HKicTIO BinoBiaae BuMoram: MK, sasoncekiit cneundikauii S/4-0286.09
pea. 01

Huv s saceimryio, mo masesena Bume iadopmania ¢ LOCTORIpHOIO Ta Tounoro. Lo cepito mpoaykuii Gyno supobieio
(BrInOUAOYH TIAKYBAHHA/MAPKYBAHHA) Ta INPOBEHEHO KOHTpOAR 1 #KOCTI Ha BHINe3asHAwEHid miRBRRUI Y ToBHiA
BIiRNOBIZHOCTI 3 BHMoramu GMP, BCTaHOBNEHMMH MicHERHM PErYZIATOPHUM  OPraHoM, a TaKOX BiINOBILHO A0
cneumbixauift, mo Mictateea y peecTpanitinomy pocse. ITpoTokomu BAPOGHHITBA, TAKYBAHHA Ta awanisie Gyno

NEPErnaHyTO Ta BCTAHOBASHO BiANOBixHicTE GMP s
. Szef Zaspoly Badan Produkiow
Hara ofopmnenns ceprudixaty: 11.10.2023 Aaterzyma biyio
3aTeepans;

Kepisnux simniny kourpomo sxocri
(Quality Control Manager)

A minrrepmxyio haxr, wo cepis 6yna BUIY L1eHa B 06ir.

Hara nimnpcanns: 11.10.2023

¥Ynosuosawena ocobz
{Qualified Person)

Osoba Wykwalifikowana

Marta Fartvia
Wiod
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