AEPIKABHA CJIYIKDBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHN Y KHIBCBKIH OBJIACTI

npocnekT Banepia JlobagoBceKoro, 51, M. Kimig, 03110, Ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKICTHL BBE3€HOT0 B YKPAaiHy JIKAPCHKOT0 3aC00y

18.07.2023 Ne 34381/23/10

IACILUIATHH-TEBA

{HalMeHYBAHHA NiKAPCEKOrO 2acody 3TiHO 3 peecTpalliim NoCRi TIeHEAM )
KOHIEHTPAT JJI8 Po3uHHy Ajsi indy3ii, 0,5 mr/mu: mo 100 ma y paaxoni; ne 1 guaaxony y
maumni

{topMa BREIIYCKY, I03VRAHHA, BA NTAKYBAHAA JIKAPCRKOTQ 33c00Y)

Howmep peectpaniitnoro nocsimzeras UA/7552/01/01 crpok nii peectpaniiigoro nocsimaerms ¢1.01.2099

Cepia nmkapcrkoro 3acoby Ne 23A28K A KiIbKicTE BBE3EHOTO MiKapchKoTo 3acoby 311
Bupo6aux (Mapmaxemi b.B., Hinepinanmu
{HaiiMeHyBaHHA BHPOOHHEA NiRADCEKOIO 2acody, Kpaiaa I0XOKeHHA)
BaezeHo B Yipainy TosapucTBO 3 00MexenH010 BixmoBinaanuicTio "TeBa Ykpaina", igenr.
xon: 34770471

(HaiiMeryBaHHA Ta Kof 3a €/IPIIOY opamraHoi oco0n aGo OpizeMme, iM%, 0o OaTEKOR] GizmTHoL
ocoDH - MIpReMId, ii Miclle DPOXHBAHAA Ta peecTpalliiiingi HoMep obIikOROI EAPTEH IIATHHEA
OOIaTKIB 200 cepif Ta HOMEp IACHOpTa)

IIporoxon Bisyannuaore xonrpoxio sig 14.07.2023 N 2198/2.

33 peayIbTATAMH ACP)KABHOIO KOHTPONIO BCTAHOBICHO, INO JHKApCHKHA 3aci0 BBeseHO B YEpaiHy 3

JOTPHMAHHAM BUMOT 33K0HOJABCTBA IOA0 3a0e30edeH A AKOCTI MKAPChKUX 38C00iB.

Komspora JL.B.

{npizedue Ta iniuianm)

{nianxc)

WS Tnpma i, A

YKPATHA,, B ]
wa 34770471 & ©




teva

CEPTUDIKAT AHANIZY

Mpogykr: UMCNAATHUH-TEBA KOHUEHTPAT 4NA pO3YHHY AnA iHy3iK 0,5 mr/mn 100 mn 1
¢n.

ID naprii: A511495

Homep cepii: 23A28KA

Hata BupobHuuTBa: 28 ciynn, 2023

Kpaina: YkpaiHa

30BHILLHIN BATNAA
A. Npo3opictb Bianosigae Mpozopuid
B. 3abapBneHHs Bianosigae CBiTAO-KOBTMHA PO34YUH, HE NEPEBULLYE 3a
iHTEHCUBHOCTIO 3a6apBNEHHA ETaNOHHOTO
po3dunHy Y6 EBp. O.
C. MexaHiyHi BKAKOYEHHA Bianosigae MpaKTUYHO BiNbHWIH Bif CTOPOHHIX BKAKOYEHD i
BMAMMI HaCTUHKM YaCTMHOK HEPO34YMHEHOI pEYOBUHM, 3a
BUKAO4eHHAM ByabBawok noeitpsa (BisyantHo)

IAEHTU®BIKALIA

BEPX 3a yacom yTpUmaHHsA MNo3auTeHa Bignosiaae Tecty
Y®-cnekrpomerpia MozuTtueHa Bignosigae Tecty
pH 35 3.2-35
OB'€EM LLLO BUTHTAETBCA 100.0 mn 2 100,0 mn

MEXAHIYHI BK/IKOYEHHA
HEBMAUMI HacTKK

YacTKK = 10 mKkm 200 yacrok/dpnakoH < 6000 yacrok/¢pnakoH
YacTKK = 25 mKm 0 vacrok/dnakoH < 600 yacTok/¢dnakoH
WIAICHICTE YNAKOBKH Bianosigae Bignosigae Tecty
KIAIbKICHE BU3HAYEHHA HATPIN 0.90 % 0.85 — 1.00% m/0b6
Xnoenay
BMICT TPUXJTOPAMIHINAATHHATY 0.1% £1.0%
CYNYTHI AOMILLUKK
Uunc-TeTpaxnopamamiHnaaTuHaT <0.1%

TpaHcnaaTuH He 3H :

D : s
byab-fAka lea‘ Aommma. He 3 ?LL)OHF WEHTIE
3aranbHUIKA BMICT CYMyTHIX i
LOMILLOK <0 e aﬂM

KINIbKICHE BU3HAYEHHA LLUCNAATHUHY | 99. \9’%‘ o = :
(BEPX) W N+ A
CTEPU/IBHICTb Crepunbgbi 18 2 0
Apg MU
BAKTEPIAfIbHI EHAOTOKCHUA <0.24 EO/nﬁ\r“"“""*"'"
BunyweHo: 14 kgiTHRA, 2023
J.Rijks, M.Sc.

(dapmaLeeT KOHTPOAIO AKOCTI
YnoBHoBaxeHa ocoba



teva

CeptudikaT sBunycky cepii

YnakoBaHuWid NpoAYKT:

Hazea npoaykry: UMCNAATUH-TEBA KOHUEHTpaT AnA po34UHY ana iHgy3ii
0,5 mr/mn 100 mn 1 da.

Homep cepii: 23A28KA

Kopa Toeapy: 51639380

[arta BupobHuuTBa: 28 ciuHa, 2023

TepmiH npuaaTHoCTi: civeHb, 2026

KpaiHa, BignosipnanbHa 3a BUNYCK: Hiaepnanan

Hazea ailo4oi peqoBUHM: UMCNAATUH

Kinbkictb: 511

KpaiHa npusHayeHHs: YKpaiHa

Homep PN: UA/7552/01/01

lpadiyHi maTepianu: Bepcia: H floT: P106432 Homep: 93101436 — DSSP CISPL. 0,5MG/ML 100ML UA

Bepcia: H floT: P206673 Homep: 93101436 — DSSP CISPL. 0,5MG/ML 100ML UA
Bepcia: G flot: PO07798 Homep: 93131080 — BYSL CISPLATIN INJ UA

Bepcia: F flot: P106454 Homep: 93150436 — ET CISPLATIN 0,5MG/ML 100ML UA
Bepcia: flot: P206561 Homep: 93183023 —TE LABEL TRANSP. 32MM RAFLEX

Bci 3a3HaveHi npoaykTu 6ynu BUroToBAEHI, yNnakoBaHi, NPOKOHTPOALOBAaHI | BUnyweHi ®Papmaxemi b.B., CeeHcBer
5, 2031 GA Xapnem, HigepnaHgu.
Homep Bupo6Huuoi Miuexsii 4094 F, Ceptudikar sianoeigHocti GMP: NL/H 18/2003994 ta NL/H 21/2031762A.

JaHum a niaTeepamylo, We nogaHa Buue iHdgopmauia € gocToBipHa Ta TodHa. La cepia npoaykry 6yna surotosaeHa,
BKAKOYAIOUM YMAKOBKY/MapKyBaHHA | NpoBeAeHWA KOHTPOAb AKOCTI Ha BKazaHii BMPOBHWUIM AinbHULI ¥y NOBHIMK
BignoBigHocTi Ao eumor GMP, BCTaHOBAEHMX MICUEBMM peryiaTCpPHMM OpraHom, a TakoM y BignosigHocTti go
cneyndikanii peectpadifiHoro noceigyeHHa KpaiHu-imnoprtepa. MpoTokoaum BMpoOHULTBA, YNaKOBKM i aHanily cepii
6ynu nepesipeHi i BU2HaHI Takumu, WO BiaNoBiaaloTb ymoBam GMP.

Nignuc:

J.Rijks, M.Sc.
®dapmauerT, YnosHoBaxeHa ocoba
®apmaxemi B.B., 14 keitHa 2023

D511544

PeeccTpanifini T4 KoHTAKTHi JaHi ApobSHHKa TapMaxemi B.B., Hifepnan .
www.tevapharmachemie.com
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