JEPKABHA CIYIKBA 3 JIKAPCBKUX 3ACOSBIB TA KOHTPOJIIO 3A.
HAPKOTHKAMUI Y KHIBCBKIM OBJACTI

npos. Caiiananoel Haail, 3, m.Kuis, 02099, ren/paxc: (044) 363-06-50
E-mail: dls. kn(&}dls gov.ua, Kog EI,IIPHOY 37078774

BHCHOBOK
HpO AKICTH BBE3eHOro B YKpaiHy JikapceKoro 3acofy

03.01.2024 Nt 67120/24/10

EHIOKCAH®

(unitMeHYRAHRA AikapcsKoro 32008y 3rigHo 3 peecTpauifiltiun nocsinueHn)
TaDIETKY, BRPATI HYKPOEOI0 06010HK010, RO 50 MT, 110 10 Tabaerox y 6xicTepi; no §
BiicTepiB y kapTouniii Kopofui

(hopma Bnycky, A03yBamIs, Bi NAKYBANN HiKApeLKOFO. 3ac00y)
Honep peccrpauifinoro nocsiguenns UA/0027/01/01 crpox aii peectpauiitroro noceiguenns 01,01,2009
Cepia aikapekoro 3acoby Ne 3D040A Kibricrs BRe3eHOrO fikapeprore sacody 300

Bupobuuk bakcrep Onxonomxi I MbX, HiMewsiaa

(zaiiMenysasHs BHpoONIKA NIKAPCHROFO 32cofy, KpaTHA NOXOAKCHHT)

Beeacxo B Yrpainy CniabHe yKpaiHChbKO-eCTONCHKE MIANPHEMCTEO Y GOPMi TOBAPHCTRA
3 00MeRe010 BixNOBigaaAbLnicTI0 "OnTiva-@apay, JITH", inent. won:
21642228

(waiisenysanus ta koa 3a CHPTIOY woprmaunol ocobn abo npitenuie, iv'a, no Garskosi gisrvHol
ocofir - aiznpstestua, i Micue TPOATIBANNA TA PeecTPaliiTHuit HoMep ofstikoRol KapTKI RARTAIIKA
NOZATKIS 200 cepid Ta HOMEp nacoapta)

ItpoTtoxon Bizyaaniore xontpomo six 03.01,2024 Xe 4263/5.

3a  pelyastaraMd  AEpAABHOLO KOHTPOMO BCTAHOBAGHO, INO 7Aikapeexiit 3aci0 sBesemo a Yipaimy 3
AOTPHMAHHAM spstor 3aK0HOAABCTEA HIGAC 3afesncuednd sxocTi JiKapChKIX 3aC0GiB,
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*1 = onHa cepis Ha pix
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3rigHo 3 3TN Cropiara 13 2

Ceprudikar anamizy /Hozomun
baxcmep
EHAOKCAH® (Baxter)/
Jlikapebka hopma: TabieTkn, BKPHTI UYKPOBOIO 06010HK010 110 50 MI
Hara BupoOHULITEA KouTtpons skocti Ne
12.04.2023 3D040
[Ipumathui xo Cepia Neo
03.2026 3D040A |
Hapamerpu Meton Mesxi PesynbTarn
BUNpOoOYBaHHA
I. Ommuc Bisyanbuuif ornan  6ini, kpyrum, aBoonykti TabneTky, BKpUTI
LIYKPOBOK) O00IOHKO0, 3 0if1010 Bianosinac
CEPUEBHHOIO
Hiamerp: Merozuka Gipmu ~ NPHOMH3HO 8 MM Binnoginae
TosumHa: Meronuka dipmu  NPHOAM3IEO 5 MM Biznosinae
2. Inenrudikanin
2.1 BEPX: Metoayka GipMH  [O3UTHBHEMA (Yac YTPUMAHHA OCHOBHOTO Bianoripae
iKY Ha XpOMaTorpaMi BHNpoGyBaHOro
3pa3Kka LIEeHTUYHHH 10 Yacy yTpHUMaHHA
OCHOBHOTIO IIKy Ha XpoMaTorpami
pedrepeHTHOTO 3pa3ka)
2.2 M-cnektp: Meronuka GipMH  MO3WTHBHUI (CHEKTp BHITPOOYBAHOrO Bignoeiznae
3pa3Ka MOBMHEH BIAIOBIAATH CHEKTpPY
pedepeHTHOrO PO3uHHYy)
2.3 TuraHy miokcun: Metoavka QipMH  MO3MTUBHMIA (peakuig KOBTO-OpawkeBoro  Binnosimae
KOJIbOPY Ha NOAABAHHA NEPOKCHAY BOIHIO
A0 TOTOBOIr0O SKCTPAKTY AJIA LYKPOBOi
0OOTOHKH )
3. BnacruBocri
3.1 Onuopig”icte macu (Mr)n= €O 2.9.5 45 rabnerok Macoo Big 222 o 258 Mr 45 tabnetTok
50: Macom Big 222
0 258 Mmr
50 tabrnerok Macoro Bix 204 no 276 mMr 50 TabneTox
Macor Big 204
o 276 Mr
3.2 Cepennsa maca (mr) n = 50; 230250 Mr 243 mr
3.3 Yac moeHOTO posnany (xs) €D 29.11 6 TabneTox 3a 15 xB 6 xB
n=06:
4, UYwucroTa
4.1 Xnopunu (%) (y nepepaxyuky Meronyka gipmu  He 6inbiue Hix 0,2% 0,1%
Ha UMK ochamin
Oe3poanmit):
4.2 TUIX-uncrorta*!
2 ectepie gocthopHoi He Oinpmie Hix 0,5 % posnany Binnopigae
KHCNOTH: l/ & e Oinpure uixk 0,5 % RBinnorinae
Bic-xnopetunamin *HCI: 03kHAa He Ounbuie Hix 0.5 % Binnosipae
HelpeRTHdikoBaHi foMilur 1% fic Gibiue Hixk 0,5 % Bianosinae

Fanne/Becrdanen, 12 sepecun 2023 p. J-p Borr (Dr. Yogt)

AT aruc/

Konrpoan axocri

bakcrep Oukonomki I'm6X, Kantmrpacce 2, 33790 I ajune/Becrdanen, Himeuuuna
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Ceprugikar auamisy /noroTyn:

EHJOKCAH® Baxter/
Jikapcoka fopma: TaéiaeTky, BRKPHTI HYKPOBOXO 060JOHKOI0 110 50 Mr
Hata BpoOHULITEA Konrposs sxocri Ne
12.04.2023 3D040
[Ipunatauii o Cepis Ne
03.2026 3D040A
lapamerpu Metoa Me:xi PesyneraTtn
BHNPOOYBaHHS

5. KinpKicHe

BH3Ha4YeHHA/BEPX MeTonuka Bin 47,5 no 52,5 mr/ta6n, 48,6 mMr/Tab.
Huxodochamin dipmu
Oe3pomumii (Mr/Tabnerka):
(exsiBanesT 100 = 5 %) .
6. PozunHenus: HE MeHIe Hix 80 % 99%

(3agaBiieHOT KinbKoCTi nicna 45
XBUJIHH)

7. Mikpo6ionoriuna uncrora*!

7.1 3aranbHa KiTBKICTD €P 2.6.12
MIKpOOPTaHi3MIB: _
baxrepii He Oinbule nixk 10° KOO/ Bianosiaae
I'pubn He Oinsme Hixk 102 KOO/ Bianopinae

7.2 Cpeuugiuni Mikpoopranismg €@ 2.6.13 BIACYTHICTh KMIIKOBOI NAIMIKIA/T Bianosigae

*1 = opHa cepin Ha pik

Cnenudixamia Ne Pezynprar
3riano 3 3T/] Cropinka 2 3 2 /TTiarmac/
Canne/Beerdaren, 12 sepecun 2023 p. I-p Borr (Dr. Yogt) KoHTpoJ1b AKOCTI

bakerep Onxonomxi I'm6X, Kaurmpacce 2, 33790 I'anne/Becrganen, Himeuuyuna
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/Hozomun Baxcmep (Baxter)/

baxcrep Onxonomri [MGX
Kanrmitpacce 2
33790 I'anne /Becrdanen, Himeuanna

Ceprugikar sikocri

Ha3Ba npenapary: EHJIOKCAH®
Kpaina-imnoprep: YKkpaiua Peecrpauiiine UA/0027/01/01
noceiguenus/do3gin Ha
NpoBeIeHHA KILIHIMHOTO
nocaixKeHns No
Hosysannsa/Kinbkicts girouoi 50 mr/Tabnerka Jlikapebka opma: TalJIeTKa, BKpHTA
PE4OBUHHU: LYKpOBOIO 000JIOHKOH
Po3mip ynakoBku: 50 Tabnerok y kapToHHili Posmip cepif: 1000

Kopobiri

5 Onictepis o 10
TAONETOK B KOXKHOMY

Homep npenapaty BAKCTEP: 2638B6(27 Homep npenapary xiienta: He 3acTocoByerhes
Homep cepii BAKCTEP: 3D040A Homep cepii kiicara: He 3acrocoByernes
JaTa BUIOTOBJIeHHS ! 04.2023 Tepmin npraaTHocCTi: 03.2026

Hazpa Ta agpeca AinsHOK BUPOGHHITBA TA KOHTPOIO SIKOCTI:

BupoO0unnrso HedacosaHoro npoayKTy, NaKyBAHHHA TA Bunyntero:

KOHTPOJ/Ib AIKOCTI: baxcrep Oukonomki M'mGX
Xaynt ®Papma Amaper ['M0X Kanrwrpacce 2,
Hounaycray dep [lpacce 378 33790 Nanne /Becrdanen
93055 Perenctypr/Gasapis Himeuunna

HimeuuuHa

Homep noseoxy na Bupo6uuurso / Ceprudikaty BianosizHocti ymos BHPOOHHUTBA T2 KOHTPOJII0 AKOCTI
BUMOTram HaJjexxHoi BUPOOHUYOT MPAKTHKH:

DE_BY 05 MIA 2021 0009/55.2-2678.1-2-94-4 Ne 24.05.01-020
Cneundikauis npoaykry: Hus. Ceprudikar anamisy

3anea npo ceprudikauio:

[lum 3acBindyto, Wo naeeaeHa pume indopMauis € A0cToBIpHOIO Ta ToUHOW0. Ll cepis Mpenapary BUIOTOBJICHA, BIUIIOUAIOUH
MaKyBaHHA/MapKyBaHHA Ta KOHTPOIb AKOCTI, Ha BHILEBKa3aHif(1x) BUPOOHIMIN(MX) TINBHUIL(AX) B TOBHI K RIZMOBIAHOCTI 10
YMHHUX BUMOT Hanexnoi BUpOOHNYO! MPaKTHKM MICLEBOro PEryIATOPHOrO OPTaHy Ta 1o CIIeLM(IKaLli, 3aTBEPIKEHUMHU
PEECTpaLIHWM NOCBIAYEHHAM KpaiHu-iMnoprepa, abo no daitny crewwmdikauii npenapaTy A JOCIIKYBaHUX JTiKapChKHX
3ac00IB.

3arucH 1oa0 BUPOOHUIITRA, TAKYBAHHA Ta aHATI3y cepii Gyio NEPEriaHy TO Ta BU3HAHO TAKMMHY, IO BiATOBiNAIOTE BUMOIraM
HanexxHoi BApOOHHUOT NpakTHKH | 3aTBEPAXKEHHUM crieUHBiKaLliaM. '

Byap-aKi BinXWIEHHA/HEBIANOBIAHOCTI IOKO BHIIEBKA3AHUX BUMOT GYII0 HATIEXKHMM THHOM 3a10KY MEHTOBAHO, NEPETASHYTO
T 3ATBEPIXKEHO.

Komenrapi / 3aysaxenna:
He 3actocoryeThcs

IlpizBuine ra im’a: A-p Poman Bort (Dr. Roman Vogt)
IMocaaa: YnoprosaxeHa ocoba Bianosiano no dupexrusu 2001/83/€C 1
Hara / Ilignue ynosnosBasxkenoi ocobu: 12 BepecHs 2023p.  /Tlignuc/

QS FO 23406d-05/03 Joparok 1b Ceprudixar skocri Yxpaina (Bupobumk Xaynr ®apma Amap
IIonepenniii nokymenT; QS SO 23406d




