JTEPXKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

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

BUCHOBOK
npo sIKicTh BBE3EHOr0 B Vpainy JikapcbKoro 3aco0y
29.05.2024 Ne 27583/24/2611
MAKCITPA JIPAHB

(uabimenysanis nikapebKoro 3aco0y STUAHO 3 peecTpauiinuM ROCBLAUCHHAM)
rabseTKy, BKPUTi IUIIBKOBOIO 06 010HK010, 110 20 Mr; 1o 1 rabaerni y 6aicrepi, no 1 Gaicrepy
B KApTOHHIA xopobui

(hopma BHITYCKY, 103y BAILIA, BHA N1AKYBAHHS NiKaPCLKOro 3acofy)
Homep peecTpatliiHoro nocsifenHa UA/18415/01/04 crpox nif peecTpauifHOro NOCBIX4EHRA 30.10.2025
Cepia sikapcbkoro 3acoby Ne 011023 KinbKicTb BBE3CHOIO NKAPCHKOTO 3acoGy 10080

BupobHuk (hapMalCBTAYHNH 32BOL «TTonsdapma»r C.A., Tlonsmia

(naiiMedyBanHs pupoburka NiKAPCHKOTo 3acofy, kpaina [OXOJOKCHHR)

BseseHo B YKpaiHy TopaprCTBO 3 0OMEKEHOI0 BinnoBiRANBLHICTIO "TIOJb®APMA
FOA", igenr. KO 42781598

(MafMeiyBatHA Ta Kot 1a €APTIOY iopvmuqu‘x' ocoby abo npizsuuie, iM's, 110 GaTbKOBI diznnol
0co6H - NiANpHEMLL, Ti MICLC NPOXHBAHHA T& peccTpattifinii HoMep o61iKOBOT KAPTKK UIaTHHKA
nonarkin aGo cepist Ta HOMEP 11acnopTa)

TIpOTOKO Bi3yalbHOrO KONTPOIO pin 29.05.2024 Ne 1871/4.

3a pelyapTaramut AEKABHOTO  KOHTPOIO BCTAHOBNEHO, WO nikapopkuil  3aci6 BseseHo B Ypainy 3
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7 4 poiphasrma

Papssayesnenuil 3a600 «Hoxopapmar C.A.
Bupotinuue siodinenus 6 Hosit Membi
ey, Memanoaya 2, 39-460 Hosa Hemba, Honsupa
Ten.: 158465400, paxc: 158465454

CEPTH®IKAT PO SIKICTD Ne: 481 26344
Haltmenysauns npogykaii: MAKCITPA JIPAYAB, tabneriu, Brpuri anisKoBoio o6oaonKew, 1o 20 Mr Nel (Nelxl)

Kpataa-enpotun: [lonsna

Homep peeetpauiiiHoro nocBixicnm UA/18415/01/04

Cuna giifaxrapuicrs, | TabneTKa, BKPHTA MIHBKOBOIO OBONOHKOIO,

Jlixapebka gopma: TabIeTRY, BKpUT] MITBKOBOIO 0BONOHKOI0, HO 20 mr
Poamip | ton yeakopKH: 10 1 Tabnerti y Saicrepl; no 1 Guicrepy ® KapTOHUIH KopoBui 3 MAPKYBABHAM VEPATHCHKOIO MOBOK)

Tupere: TDLF-8914-800
Homep cepii: 011023

Poxwip cepii: 10080 yri.
Jara supobuuuraa: 10.2023

Jlata sainuenysn TepMiHY BPHAATHOCTE 10.2626

HaitveryBans, MicUesHAXOKEHHS BAPOOHRNTEA:

B Hosiit Hem6i, syn. Metaiosua 2, 39.460 Hora Jlem6a, Honpixa

Ceprudixat signosinuocti GMP: NeJWP

$.405.104.2019 KK.1 WTC/0105_03 01/246

micTuTe: Tanasadiny 20 Mr

Mapvauestimii 32807 «ITorsdapyar C.A. BupoGuude Bimainenns

[oxazpmcn AKOCT HOPMM Meronu
KOHTPOJII0
1. Onmc® TaBGNETKI BKPATI IIIBKOBOIO BlamoBiNae
OBONOHKOI0, CBITIIO- POIEBOTO KOIBOPY,
IIpOAOBTYBaT, NBOSKOOINYKIIL, 3 PUCKOK
3 opHOro BOKY
Bizyaneani Tlicas posnomy Sapo Tabnerku OLroro
260 Mathxe 611000 KOJIBOPY
2. Cepenns Maca TalaeTiH 494 4 mr 4 5 % 498.1 mr
3.0auopigHicTs 1030BAHEX Bimnogijnae E@ 2.9.40.
onmuuns ta OnpopinHicTs (Ipuitasve suaueHns ot 10 radneTox: L2 %
BMiCTY AV 10maen L1 % .
Shano we pizgosinae Toni:
- AVI() Tabin. >L1 % TQ,ZIi
- AV 30 1a6n. S L1 %;
- Bl IHEEBINYATLHI 3HAYECHHES He
mexine 0,75M Ta ne Glpuie 1,25M
MeTomuka BupodHIKa L1=15.0 u 1.2=25.0).
4. Inenradixauis raganadiny:
- (BEPX) emetema 3 AioxmHo- Yac yTpuMyBaBHs OCHOBHOTO IliKa Ha BiAMOBLAAC
MATPHYHEM JETERTOPOM XpoMaTorpaMax BUIpoSyBaHoro i
CTAH@PTHOrO PO3YMHY Mae 30iraTues.
CIICKTP BiANOBLAAE TAKOMY UL BIATIOBIHAE
CTAHIAPTHOTO 3pasKa
5. Bumier Bogu ° He 6insme 7 % 3,9%
Meton Kapna Pumepa
6. Cymyrui nominku: 5
- ouHAYHa HelgeHTROIKOBAHA He Ginpme 0,2 % <0,1%
JOMITCR
- cyma BoMIIIoK He 6imsie 0,7 % <0,1%
Meron BEPX
7. Kinpxicne suznagenns > M:
- BEPX 95,0 - 105,0 % 99,3%
Meroy BEPX )
8. Posummenns 3a 30 x5 5 Q= 80% 101,6%
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DapmavesmuyRui 30600 «Ionwgpapnar CA.
F e : Bupobuuue 6i00inenns 8 Hositt [lembi
&gﬁ f? Ay gyn. Memanosya 2, 39460 Hosa Hemba, Homvwa
Ten.: 158465400, haxc: 158465454

CEPTHU®IKAT ITPO AKICTH Ne: 481 26344
HajimMenyBanus MPOXyKi: MAKCITPA JIPAIB, Tabaericn, BKpUT n1iBKoBOI0 06010HK010, N0 20 Mr Nel (Nelx1)
Kpaina-sapobunxk: Honsua
Homep peecTpauiiHoro nocBixyeHHst: UA/18415/01/04
Cuaa pivaxrapaicTs: 1 1abinerka, BKpHTA UTiBKOBOIO OBOJIOHKOIO, MiCTHTE! taganapizy 20 mr
Jlikapeska dopma; rabneT, BKPHTI TIIBKOBOK OBGOJIOHKOIO, TIO 20 Mr
Posmip i TAN ynaKoBKH: 110 1 raGnerui y 6aicrepi; mo 1 6xicrepy B KapTOHHIH KOpoOLi 3 MapKyBaRHIM YKPATHCLKOIO MOBOIO
Iupexc: TDLF-8914-800
Homep cepii: 011023
Posmip cepii: 10080 yx.
Jara BupoOHHUTBA! 10.2023
J{aTa 3aKiH4eHHS TePMiHY npuaatnocti: 10.2026
HaliMeHyBaHHA, MICUC3HAXOMKEHHS BHPOGHUUTBA: apManenTHIHH 32BOA «Tonsdapman C.A. Bupobnmie pigninenyds
& Hogifi Jlem6i, syn. Meranosua 2, 39-460 Hora Jemba, Ilonsuia
Cepradikar ignopinnocti GMP: NeIWPS.405.1 04.2019.KK.1 WTC/0105_03_01/246

9, OcTaTKOBI PO3IMHHMKH: ’

- Anerod He 6inpine 5000 ppm <500 ppm

- 2-IPOTIAHOJI He 6inpme 5000 ppm <500 ppm
10. Mixpo6uosoriuna qucrora™ >

- TAMC He Ginpme 10°8 1. <10's1r.

- TYMC He Ginpue 10?8 11 <10'm1r.

- Escherichia coli Bixcyrricts Escherichia colislr. BimcytHi B 1 1.

N Teer pyrtuunauil. IlpoBosts Ha MEpIIMX 10 xomepuilfHux cepidl mpenapary, notim - Hepyrumnmii recy. (Yacrora
BUnpoBysans - koxna 10 cepis) asle He MEHLIE HIK 1A onHiei cepii npenapaty B pik

M Sk pesyJIBTAT MAe BUKOPHCTOBYBATHCS CCPEaHE KiIpKicHe BUZHAUEHHS 3 TECTY «OnHOPIAHICTE 103y BAHALY a0 Mae 6yTH
NpOBEACHO BATIPOOYBAHHA 38 METOIHKOIO

$ BunpofyBasns MpOBOAITE OPH HOCTIIKERH] CTAGLIBHOCTI, PO3KIAA IOCTI JKCHb 3a3HAYCHO B TpoToKOIi CrabiIBHOCT]

Bxasauuii B upomy ceprudixari roap 3a sicrio pianosinae sumoram: MKJL, sapopchKil cnenmdicanii $/4-0286.09
pex. 01

LM s 3acBifuyo, UI0 HABEACHA BHIIC indopmawis € AOCTOBIPHOIO Ta TOUHOIO. Lo cepio npomykuii 6yn0 BUPOOIEHO
(BKITHOYAROYA naKyBaHHS/MAPKyBAHHI) Ta TPOBEIEHO KOHTponb ii sKocTi Ha pule3aznaueHiil minpHMLi y TOBHIA
pifroginsocti 3 Bumoramu GMP, BCTAHOBICHUME MiCLIEBHM PeryJIATOPHEM OPTaHOM, & TaKOx BiAnoBiaHO 0 cnermpixauii,
110 MICTATHCS Y peecTpaifHoMy AOChE. TIpoToKON# BUPOOHUIITRA, ITAKYBAHHS T2 anatisis OYJIO MEPETIAHYTO Ta BCTAHOBIICHO

et

pignosigaicts GMP o

Hara ohopmiteHEA ceprudixary: 23.11.2023 4

3aTBcpaHB:
Kepisauk ianiny KOHTPOIO AKOCTi
(Quality Control Manager)

1 nigTeepwKyI0 GaKT, MO cepis Gyna BunyLicHa B 00ir.

Jlara minmacanss: 23.11.2023
Ynopuosaxena ocoda

(Qualified Person)
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