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JAEPIKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKII OBJIACTI

npos. Ceitnuunoi Hapif, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3EHOT0 B YKpaiHy JiKkapchKoro 3acody

08.04.2024 Ne 15713/24/10

KAPBOIIVIATUH-TEBA

(BafiMeHyBaHHA TiKapchkoro 3acofy 3rifHO 3 peecTpaiiiHmm IOCBIAYEHHAM)
KOHUEHTPAT AJIs1 po3unny aast indysii, 10 mr/mu, no 60 mur y duiaxoni, no 1 ¢puakony B
KopoOui

((popma BumyCKy, TO3YBAHHS, B TAKYBaHHS JIIKapCBKOTO 3ac06y)

Homep peectpauiiinoro nocsinuenns UA/14502/01/01 ctpox aif peectpauiitroro noceiguenns 01.01.2099
Cepis nikapcekoro saco6y Ne 23K30KB Kinexicte BRezeHOro nikapcrkoro sacofy 1023

Bupo6Huk QPapmaxemi b.B., Hinepnanu

(natiMenyBaHHs BUPOGHIKA JIIKApCHKOTO 3ac06Y, KpaiHa NOXO/KEHHS)

Beeseno B Ykpainy Tosapucrso 3 o0Mesxkenolo Bixnorinanpuicrio "Tepa Ykpaina', ixent.

won: 34770471
(mafivenynanns ta koz 3a €JIPTIOV ropuau4noi oco6u afo IpisBHILE, iM'A, 110 GATHKOBI (isnunoi

0co6u - miAnpHeMIs, i Micle TIPOXNBAHNS TA peeCTPAL A HOMEp OGMIKOEOT KAPTKH MATHIKA
nofatkis abo cepig Ta HoMep nacnopra)

[poroxon Bisyansrnoro kourpomo six 08.04.2024 Ne 0797/9,

3a  pesynhTaraMM  JEpIKAaBHOTO KOHTPONI) BCTAHOBJIEHO, IO mikapcekmif 3acié BBezeHO B YkpaiHy 3

JOTPHMAHHSM BHMOT 3aKOHOAABCTBA OO 3a6e3NeYeH T AKOCTI JIiKapCchKHX 3acobiB.
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teva

Ceprudikar Bunycky cepii

YrnakoBaHWHA npoayxT:

Hazsa npogyxry: KAPBOMNATUH-TEBA KOHUEHTPaT 2A5 po3unHy A8 iHdyziii 10 mr/mn
60 mn 1 ¢n.

Homep cepii: 23K30KB

Koa ToBapy: 55772480

Jarta BupobHuuTBa; aucronag 30, 2023

TepmiH NpUOaTHOCTI: Auctonag 2025

KpaiHa, BianosigansHa 3a sunyck: Hipepnanan

HasBa akTUBHOT PEYOBUHM: KAPEONAATUH

KinbKicrb: 1023

Kpaina; Ykpaina

Homep PN: UA/14502/01/01

T padiudi poboru: Bepcis: C/loT: P312885 Homep: 93102406 - DSSP CARBOPLATIN 600MG=60ML ua

Bepcis: D /loT: P313004 Homep: 93131403 - BYSL CARBOPLATIN 1 VL UA
Bepcia: CMlot: P312924 Homep: 93148406 - ET CARBOPLATIN 600MG=60ML UA
Bepcia: Nlor: P312733 Homep: 93183023 - TE LABEL TRANSP. 32 MM RAFLEX

Bei npoaykti, BrazaHi B Ubomy AOKYMeHTI, ByAU BUrOTORNEHI, yNakoBaHi, NPoTeCTOoBaHI Ta BUnyweHi Papmaxemi
b.B.; Ceenceer 5, 2031 GA Xapnem, Hiaepnanau.

Homep Bupo6Huuoi ftiueHsii 4094F. Cepmdikar GMP; NL/H 18/2003994 ta NL/H 21/2031762A.

Hdanum A 3aTBepaKyl0, WO HasegeHa BUlle iHpOpMaLia € AOCTGBIPHOK Ta TOUYHOIO. LUs cepia npoaykTy 6yna
BUTOTOB/I@HE, BKNIOYRIOUM NaKyBaHHA/MapKyBaHHR | KOHTPO/b AKOCTI Ha BULE BkasaHil aginaHui (ainaHkax) 8 noeHii
BiANoBigHoCTi A0 Brumor GMP, BCTaHOBAEHUMU MICUEBUM  PeryiATOPHUM OpraHom, | y BignosigHocri go
cneugudikauiii Toprosoi NiLeHsii kpainu-imnoprepa. Mpovokonu BupobHWUTBa, NakyBaHHA i aWanisis cepii Gynu
PO3TAAHYTI | BU3HaHO BignosianicTe GMP.

MNianucano: 1.C.H.Borchert, M.Sc.
dapmauesT, YNoBHOBaXeHa ocoba
Dapmaxemi B.B., 9 nlotoro 2024

D513637

Peectpaniiing ra kontakral sani supoduuka Qapyaxesi BB, Hisepnanan.
wwwy tevapharmachemie.com




teva

CEPTUDIKAT AHANI3Y

MpoaykT: KAPBONJATUH-TEBA KOHLEHTPAT AN PO3UUHY Ans iHdy3ii 10 me/mn 60 mn
1 ba.
1D naprii: A513184
Homep cepii: 23K30KB
Hata BupobHuuTBa: 30 nanctonapa, 2023
Kpaiha: YKpaiHa
TECTH PE3YNIbTATH ' ~ BAMOTY 15 BUNYCKY
30BHILHIW BMUFAAL Bignoeigae Mpozopuit, besbapsHuii abo Bnino-HOBTMI

[PO34YMH, NPaKTNYHO Be3 BrIoYeHb

IAEHTUDIKALIA

BEPX wac ytpumyBaHHs MNo3utusHa Mo3nTuBHa
CTYNIHb 3ABAPB/TEHHSA Bignosigae He nepesutuye po3umH NOpIBHAHHA Y
TMPO30PICTh Binnogigae Npozopuit

MEXAHIYH! BK/KOYEHHA
{HeBUaMMI yacTKN)

YACTKKM = 25 MKm 0 vacror/dnakoH < 600 vacTok/dnakon
4acTku 2 10 mKm 56 vacTtok/dnakon < 6000 vacTor/PpnakoH
OB'EM, LLLO BUTATAETBLCA 61.1 mn = 60.0 mn
pH 5,6 50-7,0
KIIbRICHE BUSHAYEHHA - 99,4 % 96,0 — 105,0%
KAPBOMNANATUH

CYNPOBIAHI AOMILLUKK
(% Big 3anBAeHOT KinbKoCTI

kapbonnaTuny)

a. 3aranbHi 0,3% <£1,0%

b. Uncnaatun He suasneHo <01%

¢. UuknobyraHankapboHoBa KUCAOTa 0,1% £03%

d. lurnobyranmoHokap6oHosa He BuasneHo <03%

KUCAOTa

e. byab-aka iHwa cynposigra fgomiwka | 0,1 % £0,2%
CTEPHUNBHICTL CrepunbHuil CrepunbHUi
BAKTEPIA/IbHI EHAOTOKCHUH K < 0,06 EO/mr £ 0,20 EQ/mr

Bunyweno: 9 moToro 2024

J.C.H.Borchert, M.Sc.

®apmauesT Biaainy 3abesneyerHn akocti
YnoeHoBameHa ocoba A"
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