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Ceprudikar Bunycky cepii

Koa marepiany 84008425 Homep c.:f:pi':' nnA 40000290133
iHenekuii
Onuc marepiany Jlo3apran-Tesa, Tabnerku BKPUTI NAiBKOBOK cBOMNOHKC0 No 100 mr, Ne30 (3 Bnicrepu x 10
Tabn.
Cepin 2759£§ Posmip cepif 40394 ynakosok
Hata BupoGHUUTBa 09 xoBTHA 2024 Crtpok npuaaTHocTi JKoBTEHb 2027
YmoBu 36epiraHus He Buwe 25°C Hata nakyBsaHHA 05-06 nuctonana 2024
ApxiBHa KinkkicTb 12
Jlikapckka thopma TabneTkn opankHi sBkpuTi THR NakyBaHHA Bnictep
NNiskOBOK 0BONOHKOD
Cuna gilfAKTUBHICTE Jlosaptany kanio 100 mr Poamip ynakosku 30
Kpaina noxomuxeHus Icrianin Koa npogykry Ha pubxy -
KpaiHa-iMnoprep YkpaiHa Homep peectpauiineoro | UAMBG398/01/04
NoCBiAYEeHHs

Oinsxuud, we signosigae sa BUNYCK cepil

Haasa TEBA ®APMA CNY

anpeca lMonirona IHaacTpian Mansnika cfc 4, 500186, Caparoca, lcnasin

HOMED niueHail 1090 (MIA)

HOMep cepTucixaTta signosigHocti GMP 28/12/121 ARA

HinbHuus, wo sinnosigac 3a KOHTponL cepil

Hasea TEBA ®APMA CNY

agpeca Moniroro lwaacTpian Manbnika cfc 4, 50018, Caparoca, Icnaxis

HOMep niyexsii 1090 (MIA)

HOMep cepTuchixaTa sianosigHocTi GMP 20M2/21 ARA

HinsHuus,wo sinnosigae aa NaKkyBaHHA cepii

Ha3Ba TEBA ®APMA CNY

anpeca lMonirono InpacTpian Mansnika ofc 4, 50018, Caparoca, lcnanisa

Homep niueHsii 1080 (MIA)

HoMmep ceptudikaTa signosinHocT GMP 29/12/21 ARA

NakyBankHi MaTepianu SKU nakypsadHs Cepil HoMep nepernsigy

CAR.LOSA. 100/30(UAYPVG. TEVA ESZ0253373 LE0D392738 04

LEA.LOSA (UAPVC.TEVA ES70243251 GO02415656 | 04

LEA.LOSA.{UA)PVC.TEVA ESZ0243251 5002415855 04

Ainbhuua, wo signosigac 3a BUPOOHUUTBO

cepii “in bulk”

Haaea TEBA ®APMA CITY

agpeca NonireHe IHgacTpian Manenika c/c 4, 50018, Caparoca, icnaHis

HoMep niyeHsii 1090 (MIA)

HomMep ceprudikaTta eignosigHocTti GMP 29/12/21 ARA

Onuc SKU HomMmep SKU cepil HaTta supobHuITRa

BLK.TAB.LOSA.100mg TAP| 2023 ESZ0110475 2000128976 | 09 woBTHs 2024
INbHULY BUPOBHUUTEa Ailo4ol pevoBMHN

Ha3sa Teaa AdI lupia Mpisat Nimiteq Manannyp

anpeca flnor NeQ1-Q4 1, 477117 Manannyp, IHais

HOMep nileHsi -

Homep cepruchikara signosigHocTi GMP BIXGMP202011534

Homep FEI 25/3/2008 F.25

Onuc SKU Howmep SKU Homep cepii CEP/DMF

ADI Nosaprau kanio EP TAP] CEP2023 ESZ0101546 5000029691 R1-CEP 2023-006 REV 00

AD! Nozaprad kaniw EP TAPI CEP2023 ESZ0101546 5000029692 R1-CEP 2023-008 REV 00

Pozcnigysannna - BigCyTHiIlA

Npouec Banigauii cepii - BigcyTHIM

Havnum 5 nigteepmxyio, wa nofaHa mulle iHdiopMallis € nocTosipHa T2 Touwa. Hana cepin npogykry Byna- UFETOBEHE,
BKNIOMAOYM YNAKOBKY/MapKyBaHHA, | npoBeneHni KOHTPOrb AKOCT! HAE BKa3aHIM BUPOBRWYIA finsHWL y E%ﬁmggj%‘mi
Ao sumor GMP, actaHoBneHvx micLesum PErynaTOPHUM OpraHoM, & Takox y BIRNOBIGHOCTI A0 crey %ﬁ}[ﬁ”p@ P
fMropTepa Ha npenapat. NpoToxomm BUpoBHUUTBA, nakysaHHA | awaniay cepii 6yno poarnaHyTo JhdiBHano TaKumMy, i
BignosipatoTs GMP. 7

Bunyweno: Juan_carlos Asensio, YNOBHOBa#eHa ocoba. Hataluac: 11 nucronana 2024, 10:5
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FOKYMEHT CTBOPEHUIY B BneKTpoHHIN crcTemi 3 EMNEKTPOHHMM NIANNCOM

Tena ®apma C.ALY. Axaben Cerypa, 11 “enpo ge Herochoc Anwbarpac B, 1a Maanra. 28108 AnbkaBraac (Magpya)
@abpura: floairako Ingactpian Mansnixa c/C Wed, 50016, Caparoca DaKe +34 916 b3E Ebd
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Biggin kontposio akocti, Caparoca, Icnadia

ey CEPTU®IKAT AHAMIIZY
Npoayxt: Jlosaprad-Tesa, TaBnetkw BKPUTI N/iBKOBOIO 06000HKOW No 100 mr, 30 TabneTok
Hocunants Ne: 84008425 Homep cepii rotosoro 27596
NPOAYKTY
Hata supobuunyrea; 09 »koBTHA 2024 Tepmin npuaaTHOCTI 31-xo8THA-2027
Cneundikauia No: SDIR012452/2 Homep ceptudikaty ananisy 476135
LIMS
Hara aHaniay: - Po3mip ynakosku -
MNocunaHua Ne: 0110475 | Homep cepii Banxy: 2000125976
Homep ceprudikaty aHanizy LIMS 470389
MokasHuKK Bumoru, gonycrumi meski PesynbraT
KinbkicHe BusHaueHun 95.0-105.0 % Big 3aABNeHOT KinbKoCTi 102.5%
ftozapran
CepegHa maca Tabaetiu 388 mr- 437 wr 411 mr
Onuc Bini, oBanbHi, snerka OnNyKAi TaBAETKW, BKpUTi Bianosigae

NAIBKOBOIO 0BONOHKOIO, 3 TUCHEHHAM «100» 3
cAHoro 6oky Ta AiHiEl noainy 3 iHworo Boky

Pos4yuHeHHs 2 80 % (Q) Big 32aB1€HOT KinbKOCT po34MHAETbCA | 95 %
flozapran 3a 30 x8

IaenTudikaLia gitouoT pevosuHy

-BEPX Hac yrpumysaHHa niky flozapTany Ha Bignosinae

Xpomarorpami sunpo6osysaHoro PO34YMHY
Binosigae vacy YTPUMYBAHHSA, OTPUMAHOTo Ang
CTaHAaPTHOro pO34MHY.

Yo CrexTp, oTpumanuii gna BunpoboeysaHoro Bignosigae
po34uny, Bignosigae CNeKTpy, oTpumaHoMy O]
CTaHAapPTHOrG POsUYMHY.

IaeHTndikauin Turany fdiokeugy (nepwa
APpoMUCIOBa cepisa poRy, a NoTim
KOXHa Aecara cepin)

TuTauy giokeua NoBKHHO 3'asAaTMCA nomapaH4eso-yepsoHe TecT He
3abapsnerss (NosuTHBHA) BWMAraeTheA

Aomiwkun/TIpoaykry posknany {BEPX)

- bygb-Aka Bigoma <0,2% He BuasneHo

- byas-axa Hesigoma <0,2% <0,05%

- BaranbHi <0,7% < 0,05 %

OnHopigHictb fo30BaHUX 0gUHMLE
(pospaxyHkoBo-Barosum MeToaoMm)

/lo3apraH Bianosigae notounomy BuganHio €sp.dapm. 3.5
Boaa (K®) {nepwa npomucnosa cepin £5,0% Tecr He
PORY, @ NOTiM KOXKHa aecsTa cepis) BWUMaraeTbcn
Mikpo6ionoriuHa akictb (ogHa cepin Ha
micaus)
Escherichia coli BigcyrHaB 1t TecT He
TAMC < 10% KYO/r BUMAraEThCA
TYMC <102 KYO/r

MNocunanua —

3atsepgeHo:; ... Susana Almarcegui — Kepistuk BIAAINY KOHTPOAIO sKoOCTi

Lieit sokymeHT Byno nignucaso 3 EJIEKTPORHMM NianMcom
08.11.2024 Homep 3sity 4024415+
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AEPJKABHA CIYIKBA 3 JIKAPCHICHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBLKIN OBJIACTI

npos, CpiTnuunoi Hagii, 3, m.Kuis, 02099, ren/hake: {044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PITIOV 37078774

BHUCHOBOK
Npo AKiCTH BEe3eHOro B Yxpaiuny JiKapceeKoro 3acoby

16.12.2024 No 64750/24/10

JO3APTAH-TEBA

{(nativMenynanus nikapeLkoro 3acoBy 3rifo 3 pecerpaniitim TTOCHi AMCHEAM)
TabneTkH, BRpuTi nIisKkoBoI0 0GosonKkoro, 1o 100 mr: o 10 tabnerok y Baticrepi; mo 3
Oricrepn y xaproumiii KkopoGIi

(dopya sunyexy, nozysanus, puy NAKYBAHIS HiKEPCHKOrQ 3ac06y)
Howep pecerpauiiinoro nocsignenns UA/16398/01/04 CTPOK 4ii peectpaniiitoro nocsiguenns 01.01.2099
Cepint nixapcLKoro sacofy Ne 27596 Kinexicts sBe3eroro mikapeskoro acoGy 40394

Bupo6auxk Tepa ®apma C.JLY., lcnanis
(nafiMenynanus BHPOGHIIKA JIiKAPCRKOro 3acoly, kpailia TOXOMLHESHH)

Breseno 8 Yipaiuy ToBapucTso 3 06meskenoio BinnoBinaLIICTIO "Tesa Ykpaina", inenr,
wom: 34770471

(nadimenysaimo ta xog 3a CAPIIOY lopuanyHor ocobu abo npisnuie, 1M', o Garbkon] th1nuiton
ocobH - minnpresmy, It Micne BpOKUBAHUS Ta pecerpanifinuii Homep oBnikonoi KapTKH ITaTHHKA
nopatkiy abo cepia Ta nomep nacnopra)

poroxox sisyansuoro xonrposro sig 06.12.2024 N 3880/2.

3a  pesyswraramu DEpHKABHOrO  KOHTPOMO BCTAHORJIEHO, IO Aikapebkuit  3acif  meescno B Yxpainy 3
HOTPUMAHHAM sumor sakoxonascsa WOAO 3aBeane e s AKOCT] JTikapehiux 3aco6in.
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Onsra EPLOMEHKO

KOHTPOMO) {mianuc) (l=iaian ta npizannic)
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