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GmbH, Austria
Hafnerstrasse, 36,
8055 Graz, Austria
Junensng Ne 480166

CEPTH®PUKAT KAYE CT B A Ne00559029

IMPOJIVKT:

Cepus: 16PH8812

CMO®aunug 20%
Imynecns s audysuii 20% mo 100 ma Bo daaxkonax;

no 10 ¢grakoHoB B KAPTOHHOH KOpolKe

Cpok rogroctn: 28.08.2(22
Tun u pasmep ynakosku: 100 mir Bo daakonax, o 10 gpuakonon B KapToHH0I KopoGke
Kon-ro B cepun — 6 000 ynakonsox
Permcrpannonnoe cg-so NeUA/13846/01/01

Cuita geficTBun/AKTHRHOCTE

Hara usrorornerus: 28.08.2020

AKTHEHOE BelleCTBO Cocrar (r/1000 Mo smyascHn)
Macno coesoe padHHUPOBAHHOE 60,0
TpHrIHUEpHIE CPETHErO 3BEHA 60,0
Macno onuBkoBOe paHHHPOBAHHOE 50,0
Pri6uii sxup ounigenssii 30,0
JomonHuTensHple HHIPEAHEHTE
Hartpusa ruapoxcus, MIHIEPHE, BOAA U1 HHLEKUAMI (hochOTHIHAEL
SHYHOTO KenTKa,
DL-¢-Tokothepon, HaTpHii onear
Crenmudukanus
Ennuun. Hioxuuit Bepxuuii Pesynntar CooTBeTcTBHE
IAPAMETPLI H3MEpPEH. npefen npegen HCIEITAHUA HOPMATHEY
OIHNCAHHE [oMoreHHas IMYNECHA, GEMOBOT0 GBETA CoOOTBETCTRYET
Hpenrndurarms: MKA, n.2, EQ, T'X CootseTcTByeT
JKupueie kucnoTsr: Bpemst yJiepuBaHus OCHOBHBIX IHKOE XKHPHEIX KUCIOT Ha
=HAllpHIOBAT KACH O Fa XPOMAaTOIPaMMe HCCIEAYEMOTO PacTBOPa JOMKHO
HANIHORAARHENOTA COOTBETCTBOBATEL BPEMEHH YACPKHBAHHA OCHOBHBIX [IHKOB
~OAICHIORAT HHCHOTA KMPHBIX KMCIOT HA XPOMATOrPaMMe CTAHAAPTHOTO PacTBOpa,
-NIMHONEBAT KHCTIOTA
-eltko3aneHTacHOaas kucnoTa | OTYICHHOTO B pasaene «KomMdecTReHHOE OnpeeneHen
~0KO3areKCacHOBAs KHCIOTA
3uauenne pH 7.5 9.0 8.2 CooTBETCTBYET
Dmuepun M/ M 22,5 27,5 24.4 CooTBETCTBYET
Harpuit MMOIE/MIT <5,0 3.3 CooTBeTCTBYET
Docgop M1 421 515 453 CoOOTBETCTRYET
DL-g-Toxogepon MI/MII 160 230 183 CoOoTBETCTBY ST
Croboansie SKHPHEIE MOKB/T =3,0 2,0 CooTeeTcTRYET
KHCIIOTEI
Konmyectsennoe
OIpe/IeNeHAe KHPHBIX
KHCIIOT!
KanpHIOBAas KUCIIOTA Mr/Ma 26 48 31 Cocmerqaayer
CoOTBeTCTBYET
KanpHHOBas KHCIOTA MI/MJT 10 30 23 ' ———
OJIEHHOBAA KHC/IOTA MI/MIT 46 70 51 Cootsetcrayer
JTHHOIERAA KHCIOTA MI/MIT 28 50 35 CootsetcTByer
elK03aMmeHTAEHOBAA KHCIIOTa MI/MI 2 7 5 CootsercTRYET
OKO3arcKcacHoOBad XHCIIOTa MI/MIT 2 i 4 COOTBC’FCTB)ICT
OOBIHH KOIHYECTBEHHEIH
COCTaB M/ 201 223 213 CooTreTcTRYET
Pacripenenernue SKHPOBBIX
HACTHI| 3MYIECHH PA3MEPOM:
< 5 MKM <100 % 100,0% CooTBercTBYET
Cpeannii pasMep YacTHI <0,5 MkM 0,4 MiM CooTeeTcTBYET

/5 Y2 g/ /.12
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Fresenius Kabi Austria
GmbH, Austria
Hafnerstrasse, 36,

8055 Graz, Austria
JIuuensus No 480166

Enuemn. Huxrnit Bepxuwit PesyneTar CooTrercrBHe

ITAPAMETPEI HU3IMepen. npezen npeaen HCTIEITAHHA HOPMAaTHBY
Onpepenenue CpPEIHETO
pasMepa 9acTHLl O KHpOBOH
IMYIBCHH CooTBeTCTRYET
Z cpennee HM 308 Cooteercreyer
Momuauenepeuocts 0,10
Jlmsodocharnounxonua M/ M He 6onbie 2 Mr/Ma 1,2 CootsercTBYET
CrepunerocTs Hpenapal‘ aomkeH ObITh CTEpPHILHBIH CootsetcTayer

CTEPHIIBHBEIM

Cpox rogsocTd 2 roja, 1o CooteercTByer
28.08.2022
Jlata npenssoactra
28.08.2020
bakrepuanbHeIC <0.5ED /mn <0,3 E3/mn  CootBercTByeT
IHIOTOKCHHEL

JaHABIM [OATBEPXKAAEM, 9TO PHEBEACHHAA BHIIIE MH(OPMATIHA ABNACTCA JOCTOBEPHOH B TOYHOIH.

OTa napTHA NpoAyKTa GLUIA MIrOTOBNElA, BKIIOYAS YOakoBKY / MAapKMPCBKY H KOHTPOJb KayecTBa Ha
BBILIEYIOMINYTOM YHACTKE B [I0JHOM COOTReICIBHM ¢ TpeGosanmimn GMP i cnewmduxauueii Perucrpaunomnora
A0CEE HMIOPTHPYIOWIECH CTPaHEl. 3aIHCH O NPOM3BONCTBE, YNAKOBKE M AHATH3E MAPTHA OBLIH PaccMOTPEHBL U
[IPU3HAHEI COOTBETCTBYOMMMU GMP.,

[TapTus BeIIYyIIEHA:

YnomaoMouedsoe nuo  Dr. P. Stadler

05-10-2020

HACTOAIMI CEPTU®HUKAT ITIEYATAETCS KOMITBbIOTEPOM U JEHCTBUTEEH BE3 HOJITHUCH




JEPACUIIKCITY KBA
JEPKABHA CJIYKXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHAIBCHKIN OBJIACTI

NpoCnexT Banepis JloGaHOBCHKOTO, 51. m. Kuis, 03110, ten/daxc: (044) 363-06-30
E-mail: dls.ko@dls.gov.ua,httgs:waw.d]s.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK

npo siKicTh BBE3EHOr0 B Vkpainy JiKapcbKoro 3ac00y

21.01.2021 Ne 70015/21/10

CMO®JIIIA 20 %

(HaiiMeHyBaHHA nikapebkoro 3aco0y IO 3 PEECTpaLiHHIM [OCBIAYEHHAM)
eMyJbcist 15 indys3iit mo 100 may daaxoni; no 1 Gprakony y kapToHHiil Kopodui

(popma BHIYCKY, A03YBAHHA, BH TIAKyBaHHA 1IKAPCHKOro 3aco0y)

Homep peecTpauiiiHoro nocsineHHa UA/13846/01/01 ctpox aii peecTpalLiftHoro nocBiAYeHHA 05.07.2024

Cepis nikapcbKoro 3aco0y No 16PH8812 KiibKiCTh BBE3EHOTO NIKAPCHKOTO 3acoby 106
BupoGHHK ®peseniyc Kabi Asctpis I'MOX, AscTpis
(naliMeHyBaHHA BUPOOHHMKA JTIKAPCHKOTO jaco0y, KpaiHa MOXO/LKEHHA)
BeeseHo B YKpaiHy CrinbHe yKpaiHChKO-eCTOHCHKE NiANPHEMCTBO Y dopmi ToBapHCTBA
3 00OMEKeHOI0 BiZAMOBIAAIBHICTIO nOnTtima-®apm, JITA", inen. wox:
21642228

(HafiMeHyBaHHA Ta KOL 38 €JIPTIOY topuanyHot ocobH abo npi3suiLe, iM'4, N0 GarbkoBi (hiznyHOI
ocoGH - nianpHemus, Ti Micue NpOKHBAHHA T2 peecTpatiiHiit HOMEP oBnikoBOT KAPTKH NAATHAKA
nonatkis afo cepia T2 HOMEP nacnopra)

[poToKON Bi3yaNLHOTO KOHTPOLIO sin 21.12.2020 N 4488/3.

3a pesyibTaTtamu AeP/KABHOTO  KOHTPOJIO BCTAHOBJEHO, IO nikapceknit  3aci®  BBE3CHO g YkpaiHy 3

¢Ti NiKapChKHX 3aco0iB.

AOTPHMAHHAM suMor 3aKOHOABCTBA U010 3a0e3neteHHA

< — Onexciit COJIOJIPAY

(nianuc) (iniuianw Ta npisBuuLe)
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