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Ceptudikar Bunycky cepii

Kon mavepiany 32094620 Homep c_:epi‘l‘ ana 40000291476
iHenekuji

Onuc marepiany Nosapran-Tesa,TabneTkn BKpUTI NMIEKOBOIO 0BORGKKOI0 No 100 mMr, Ne80 (9 Bnicrepis x 10
Tabn.

Cepin 27752} Poamip cepit 13210 ynakoeok

Hara BupoGHuLTBa 09 »xoBTHR 2024 Ctpok npugartHocTi XOBTeHL 2027

YumoBHU 36epiraHHa He BULWEe 25°C Hara nakyBaHua 08-07 nuctonapa 2024

ApxiBHa KinbKicTh 4

Nikapckka chopma TabneTkv opansHi BrpuTi Tun nakyBaHHs Gnictep
MNiBKOBOK 0BONOHKOID

Cwuna gilfAkTuBHicTb NozapTtany karnio 100 mr Po3awmip ynakosku 90

KpaiHa noxoaweHHn lcnanis Kogn npoAyxTy Ha puHKy -

KpaiHa-imnoprep Yipaina Howmep peecrpauifivore | UA/16398/01/04

NOCBiAYEeHHA

BineHuus, 1o signorigae 3a BUnyck cephi

HasBa TEBA ©®APMA CNY

appeca Nenirono IHgacTpian Manenixa o/c 4, 50018, Caparoca, lcnaHis

HOMED niljeHsii 1080 {MIA)

HomMep cepTudhikaTa BignosigHocT] GMP 29112121 ARA

HinsHuug, wo signoeinae 3a KOHTpontb cepii

HasBa TEBA ©APMA CNY

agpeca MNoniroxo IHpacTpian Manenika cfc 4, 50018, Caparoca, lcnaHis

Homep niueMaii 1080 {(MIA)

Homep cepTudikaTa signosigrocTi GMP 20112121 ARA

AinbHuua, o gignosigae 3a faKyBaHHS cepii

HasBa TEBA ®APNMA CITY

agpeca Tloniroxo lHRacTpian Mansnika cfc 4, 50016, Caparoca, IcnaHis

HOMER nileHsi| 1090 {MiA)

Homep cepTuchikarta eigriosigHocTti GMP 29112121 ARA

NakyBanbHi maTepiann SKU nakysanHs Cepii Homep nepernsgy

CAR.LOSA. 100/90(UAYPVC TEVA 32105159 EMO0795520 01

CAR. LOSA.‘IOO.’QD(UA)PVC.TEVA 32105159 EMOQ0807390 01

LEA.LOSA.(UA)PVC. TEVA ESZ0243251 GC02415855 | 04

fOinbHuus, Wo Eianosipae aa BUPOBHULTEO

cepii “in bulk”

Has3ea TEBA dAPMA CNY

agpeca MNoniroHa IHoacTpian Manwnika cfc 4, 50018, Caparoca, lcnaHis

Homep niueHsii 1080 (MIA)

Homep ceptudiikara signosiaHocTi GMP 29/12/21 ARA

Onuc SKU Homep SKU cepii flata BUpoBHUUTEA

BLK. TAB.LOSA.100mg TAP!I ESZ0110475 2000129977 | 09 xorTHA 2024
iNbHULA BUPCBHKUTEA Altouol PEICBUHK

Hasga Tesa A®I lugia Mpisar Nimiteg Manaunyp

agpeca Mnot NeQ1-Q4 1, 477117 Manaunyp, Igis

HOMED fiuensi -

HOomMep cepTudiata signosigHocTi GMP BIXGMP202011534

Homep FEI 25/3/2009 F.25

Oniic SKU Homep SKU Homep cepii CEP/DMF

A®I TNosaptaH kanik EP TAP| CER2023 ESZ0101546 5000029892 R1-CEP 2011-105 REV 04

PoscnigyeaHna - BiflcyTHIR

Npouec sanipaui cepii - BIRCYTHI

2 FQR1eHa
BKNIOHAIOHW YNAKOBKY/MAPKYRAHHS, | NpOBEAGHME KOHTPONb AKOCTI HA BKa3aHiA BUPOBHMUYIN AineHnui y @%ﬁjﬁlﬁg—:
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HaHO Takumu,

BiAnoBigaTs GMP. u-ﬁ‘ﬁ,ﬁﬁl
Bunyweno: Juan_carlos Asensio, ynosHosaxeHa ocoba, Haralvac: 08 nuctonaga 2024, 11:23 12 et
pyTyinR BT i

DokymeHT cTeopennti B BNEeXTPOHHIA CUGTEMI 3 erekTpoHHMM nigncom

Tena hapma C.N.Y. Anaben Cerypa, 11 Hedrpo ae Herocspe AnnGarpoc B, 1a Naanta. 28108 AnsxoBupac (Magpug) Ten.: +34 913 873 280
@abpuua: Nonirano Inaacpian Maabnika c/C Ned, 50016, Caparoca Gaxc +34 916 638 862
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Bipain koHTponio akocTi, Caparoca, Icnanis

ﬁ@%’@ CEPTUDIKAT AHANIZY
[lpogyxt: flosaprad-Tesa, TaBaeTku BKpUTI N/iiBKoBOIo 06010HKOI0 no 100 mr, 90 TabneToxk
MNocunanua Ne: 32094620 Homep cepii rotosoro 27752
NpoAYKTY
HaTa supobHuurea; 09 woBTHA 2024 TepmiH npugaTHocT 31-woBTHA-2027
Cneuudikavia Ne: SDIR012452/2 Homep ceptudirary ananiay 477603
LIMS
HaTta aHanisy: - Posmip ynakosku -
MNocunaHHa No: 0110475 | Homep cepii Basky: 2000129977
Homep ceptudikary aranisy LIMS 470390
MNoKasHKKK Bumorn, ponycrimi mexi PeaynbTaTy
KinbkicHe BU3HaueHHA 95.0-105.0 % 8if, 3arBneHOl KinbKocTi 99.5%
JlozapTraw )
Cepenna maca tabnetkn 388 mr- 437 mr 411 mr
Onuc bini, oBanbwi, anerka onyrni tabnetku, BKDMTI Bignoeinae

nniBKoBoI 0B0M0MKEIO, 8 TUCHEHHAM « 100> 3
ofHoro 6oky Ta AiHieo nofiny 3 iKworo Hoky

PosunHeHus = 80 % {Q) Bla 3aaBneHOT KinbKOCTI pC3YMHAETbCA | 95 %
JSlosapran 32 30 x8

laeHTUdIKaLiA giloyol peyosuHK

-BEPX Hac yTpumyBaHHs miky Nozapraly Ha Bianosinae

Xpomarorpami Bunpo6osyBaHoro posunHy
BiANOBIAAE Yacy yTpUMyBaHHSs, OTRPUMEHOTO ANR
CTAaHAAPTHOrO PO3YUHY.,

Yo CnekTp, oTpumanmii aia BMNpoBOBYBaHOrO Bianosinae
PO34MHY, BlANOBIgaE cnekTpy, aTpUmaromy ana
CTaHA3PTHOTO PO3YUHY.

laenTnikauin turany giokcupy (mepwa
MPOMWC/I0BA Cepis poKy, a rnoTim
KOXKHa aecATa cepin)

TuTany giokcug, l10BUHHO 3'ABAATICA NOMapaHyeBO-YepBOHE Tecr He
3abapsnenia (NO3UTMBHA) BMMAaraeTbcn

domiwkn/TIipogykTu posknagy {BEPX)

- Bynb-axa sigoma ' £0,2% < 0,05 %

- byAb-sKa Hesigoma £0,2% <0,05%

- 3aranbHi <0,7% <0,05 %

OnHopigRicTL KosoBaHKX OOMHHULb
(pospaxyHkogo-Barosum mMetogom)

NosapTaH Bianosigae norouHomy Bugantuo E€ep.Papm. 2.6
Boga (K®) (nepwa npomucaosa cepin <5,0% Tecr He
PORY, a NOTiM KOXHa gecata cepis) BUMAraETLCA
MikpoGionoriuna akicts (oana cepia Ha
nMicaub)
Escherichia coli BiacytHas 1r TecT He
TAMC <103 KYO/r BUMAaraersca
TYMC £ 107 KYO/r

Mocunavus —

3atBepameHo: ......... Susana Almarcegui — Kepisruk BiAAINY KOHTDOAKO AKGCTI

Leit sokymenT Gyno nignucako 3 /IEKTPOHHKM NignMcom
07.11.2024 Homep 3Bity 4020])/4=

Vet
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AEPKABHA CJYIKBA 3 IIKAPCLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KUIBCBKIN OBJIACTI

npog. Ceitsmunof Hanii, 3, m.Kuis, 02099, Ten/thaxe: (044) 576-40-4 |
E-mail: dls.ko@dls.gov.ua, Kox €PTIOY 37078774

BUCHOBOK
PO AKICTHL BBE3EHOT0 B YKPAiNy NiKAPCHKOI0 3acofy

31.01.2025 Ne 2218/25/10

JO3APTAH-TEBA
(safiMenysanns stikapcpkoro sacofy 3rijiHo 3 peecTpanifiHm HOCRIMCHEN M)
TA0JeTRN, BRKPHTI IR KOB010 000J101K010, 110 100 Mr: o 10 TadneTox y Ousicrepi; mo 9
oaicTepin y kapTonniit kopobui
(opma sunyexy, aosysanis, sua NaKyBANUs AiKAPCHKOTO 34¢0G6y)

Howmep pecerpauifiroro nockixuenns UA/16398/01/04 eTpok aif pecerpadiiinoro nocsinyenna 01.01.2099

Cepis nikaperkoro sacoy Ne 27752 Kinskicts sBe3e0ro nikapeskoro sacoby 13210
BupoBuux Tepa dapma CJILY ., lenamis
(naitmenypanus enpoBHuKka MKAPCLKOTO 3acody. kpaita NOXOMKCHHS)
Bresenio B Yxpainy Torapucrso 3 o6menenoro Binnosinatsuicto "Tesa Yxpaina", izenr.
ron: 34770471

(maitsenysanns ta kot 3a €IPTIOV WOpHARYHOT ocobi abo npizenite, iM's, no GaTbrobi hizisnoi
ocobit - mianpiesus, i Mice TpoxBats Ta peceTpauifn nosep obnikonol kapTRi AT
noaaTkis abo cepin Ta HOMCP macropra)

Iporokea sisyansuore wourpono ein 24.01.2025 Nz 0153/2.

32 pesynsTatasmu ACPKABHOTO  KONTPONIO  BCTANOBNCHO, HIO Aikapchkuit  3aci  mBescno B Yrpainy 3
AOTDHMAHHSAM BuMoT 3aK0II0AABCTEA NIOKO 2a6e3Tey ety AKOCTI MiKApCLKEX 3acobie,

Onsra EPEOMEHKO

(Dinunue) (ininiony Ta npiznnme)
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Ceptudikar BUnycry cepii

Kopn matepiany 32094620 Homep cepii ons 40000291477
iHenexryii
Onuc marepiany TNoaapran-Teea, TabneTky BKpUTI NRiBKOBOK 06onoHkoto no 100 Mr, Ne80 (9 HnicTepis x 10
Tabn.)
Cepin 27753 Pozmip cepif 11935 ynakosoK
Aata srpoBHuyTea 07 xoBTHA 2024 CTpok npuAaTHoOCTI MOBTeHb 2027
YmoBeu 36epiraHyn He suwe 25°C Hdarta nakysaHHs 07 nuctonana 2024
ApXigHa KinbkicTb 4
JTikapcbka dropnma TabneTkn opanbHi BKpMTI Twn nakyeaHHA Bnicrep
MNiBKOBOH 0BONOHKOW
Cuna alifAKTMBHICTD NosapTtady kanito 100 mr Poszmip ynakoBku 80
Kpaida noxomkeHHsA lcnanis Kon npoAyKTy Ha pyUHKY -
Kpaina-imnoprep Ykpaina Homep peecrpayilidoro | UAMG398/01/04

nocBigYeHHs

AineHuug, wo rignoBigae 3a BUNycK cepif

Ha3ga TEBA ®APMA CHY

aapeca Monirono IHgacTpian Manenika cfc 4, 50018, Caparoca, lcnaHis
HOMED Nilenail 1080 (MIA)

Homep cepruthikata signosigHocti GMP 29/12/21 ARA

AinkH®usA, Mo BiANCBIZaE 3a KOHTPONL cepil

Ha3ga . TEBA ©OAPMA CNY

aapeca loniroHo HRacTpian Manenika cic 4, 50016, Caparoca, lcnania
HOMED MiLieHail 1090 (MIA)

Homep cepruchikaTa sianosigHocTi GMP 2912121 ARA

AintHuuys,mo Bignoeigae 3a nakyBaHHs cepil

HazBa TEBA ®APMA CIY

agpeca MNMonirono IHpacTpian Manenika cfc 4, 50016, Caparoca, lcnasis
HOMeEp niueHsii 1090 (MIA)

HoMep cepTudikara signosigHocTi GMP 29/12121 ARA

[akyranbHi MaTepianu SKU nakysaHHA Cepil Homep nepernsgy
CAR.LOSA.100/90{UA)PVC. TEVA 32105159 EMQ0807390 01
LEA.LOSA.(UAPVC.TEVA ESZ20243251 G002415855 04

HinkHuua, wo eignosigae 3a BUPOSHULTEO

cepil “in bulk”

Haaea TEBA ®APMA CNY

aapeca Moniroro [HaacTpian Manwnika cfc 4, 50016, Caparoca, Icnasia
HoMEP AileHsit 1090 (MIA)

Homep ceprudhikaTa sianosinHocTi GMP 29/12/21 ARA

Onnc SKU Homep SKU cepii Hara BnpoGHuUTEa
BLK.TAB.LOSA,100mg HUAHA| ESZ0110498 2000122633 | 07 xoerha 2024
OinbHUUA BUPpOGHWLTEA AiloMgl pevYoBUHM

Haasa Heitaanr Xyaxai dapmacstoTivan Ko.,

agpeca YyanHa, Qyk'go., 317016 M efaaur, Knrai
HOMEPR NileHaii -
Homep cepTudikata signoeigHocTi GMP -

Homep FEI -
Onuc SKU Homep SKU Homep cepii CEP/DMF
A®] Nozapray kaniio EP HUAHAI ESZ0101557 5000030085 R1-CEP 2010-139 REV 05

PoscrnigyBaHHA - BifCyTHii

Mpotiec Banipalii cepii - BigcyTHIA

HanHwm a1 nigreepamyio, Wo nogada suule ikgopmalis € BocToBipHa Ta Todwa. fawa cepin NPOAYKTY @%{ya—amrﬂre TemMa,
BKITIOHAI0MY YNAKOBKY/MaPKYBaHHA, | NPOBeASHWIA XKOHTROML AKCCTI Ha BKa3aHiii BUpPOGHWMIA DinbHWLI v gp;\a-)‘
Ao sumor GMP, BCraHoBneHWX MICLEBWM PErynATOpHWM OPraHoM, a Takow v signosigHocT go cney }% : ﬂd

imnoprepa Ha npenapat. lNpoTokonw BupoGHWUTBa, nNakyeaHHs | aHanisy cepii Byno poarnsHyTo *ET HaHo TaKMMb‘I
BignosinawTe GMP, J,

Bunyuwero: Juan_carlos Asensio, ynoeHoBaxeHa ocoba. Hartafqac: 11 nucronapa 2024, 10:4
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[okyMeHT CTBOREKRWI B €NEKTPOHHIR cucTemi 3 eNeKTPOHHUM NIBNUCoM

Tesa ®apma C.N1.Y. AHaben Cerypa, 11 MeHTpo ge Herocwoc AnbBartpoc B, ka Mnawra, 28108 AnukoGugac [Mappun) Ten.: +34 913 873 280
@abpuna: NoairoHo naacTpiaa Mansnina ¢/C Ned, 50016, Caparoca thake +341 916 638 862




Bigpin KoHTROAW siKocTl, Caparoca, lenaHin

.ﬁ:@%’@ CEPTUGIKAT AHAIZY
Npoaykr: fozapra-Tesa, TabaeTky BKPpUTI naiskoBoro oboaoHkow na 100 mr, 90 rabnerok
MNMocwnauna Ne: 32094620 Homep cepii roTosoro 27753
NpoOyKTy
Dara gripobruuTea: 07 »ostHa 2024 TepmiH npuaarHocti 31-moBTHA-2027
Cneuyidirauin Ne: S5DIR012452/2 Homep cepTudinary aHaniay 477604
LIMS
Jara ananizy: . Po3mip ynakosku =
MMocunaHya No: 0110498 | Homep cepii 6anry: 2000122633
Homep ceprudikary ananizy LIMS 469171
[oKasHUKYK Brumoru, gonyctumi mexi Peaynbtath
KinbKicHe BuaHaderHA 95.0-105.0 % Big 3aneneHol KinbKoeTi 102.1%
Nosapran
CepepgHa maca TabneTtkn 388 mr- 437 par 413 mr
Onuc Bini, cBanbHi, 3nerka onykni TabreTrW, BRPUTI Bianoceinae

nAiskosoio 060NCHKOIR, 3 TUCHEHHAM «100» 3
oaHoro 6oKy Ta AiHIEID noainy 3 iHworo Goky

Po3ynHeHHA 2 80 % (Q) Big, sansneHol KifbROCT] poaunHAeTeen | 97 %
NosapTau 33 30 xB

laeHTHgirania girouol peuoBuHK

-BEPX Yac yTpumyBatiHa niky JlosapTtaHy Ha Bignosipnae

XpOMaTOFpami BUNPoBoBYBAHOIO POIUMHY
BiANOBIAZE Yacy YTPMMYBAHHSA, OTPMMAHOro 448
CTaHAAPTHOIO PO3YMHY.

Yo CnekTp, oTpuUMarni AnA BUNpoboBRYBaHOIo Bignoeinae
pO34MHY, BiANOBIAAE CNEKTRY, OTPUMaHOMY ANA
CTaHAAPTHOrS pO3YMHY.

[aerTUMdikalin TuTaHy giokcnay (nepwa
NPoMUCNoBa cepia poky, a NoTim
KOMHa aecaTa cepia)

Turany aiokena MoBWHHO 3'ABAATUCA NOMBPAHYEBO-HEPBOME TecTHe
3abapsaeHHA {NO3UTYBHA) BYMAraETbCA

Domiwku/Npoayktu poskaagy (BEPX)

- Bygb-axa Bigoma <0,2% < 0,05 %

- Byab-Axa Heaigoma 50,2% < 0,05 %

- 3arannHi <0,7% <0,05%

OpgHopigHicTb A030BaHMX 0AMHKUUb
(po3paxyHKOBO-BATOBUM METOLOM)

fo3sapran BignoBigae notoyHomy BuaaHHw Esp.Papm. 2.7
Boaa (Ko} (nepwa npommucnoea cepin £5,0% TecT He
PORY, & NOTIM KOXHa AecATa cepin) BMMaraeTbCA
MikpoSionoriika akictk (0gHa cepia Ha
micapb)
Escherichia coli BigcytHae 1r Tecr He
TAMC < 10% KYO/r BMMAraeThen
TYMC < 102 KYO/r
flocunaHHA —
3aTBepaMEeHoD: .........5usana Almarcegui — KepieHuK 8iaainy KOHTPOAIO AKOCTI
LUei gokymeHT 6yA0 NiIANKWCAHO 3 @ASKTPOHHUM MiZNUMCOM X
08.11.2024 Homep sBity 4023H8:

Cybei i3
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AEP)KABHA CIYIKBA 3 NIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU V¥V KUIBCHKIN OBJACTI

nper. Ceitnuanoi Hamd, 3. s.Kisie, 02099, ten/ipaxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPITIOY 37078774

BUCHOBOK
Npo SIKICTL BBEe3¢HOr0 B YKpalHy Jikapchroro 3acody

31.01.2025 Ne 2219/25/10

JO3APTAH-TEBA

{HaiiselyBaHHA JiKAPCHEROTO 310y 3riHO 3 peecTpattiitum NocsiANCHHM)
TalMeTKH, BKPUTI N1iBKOBOI0 060s10nK010, H0 100 Mr: e 10 Taduerox y Gaicrepi; mo 9
dJiictepiB y kapTonuHiii ropodui

JOpMA BHITYCKY, JO3YBAlI, BHE MKYBIHI NiKAPCEKOT0 3acody)
P b

Houep pecerpanifitoro nocsinuenns UA/16398/01/04 erpox aii pecerpauiiinoro noceinuenns 01.01.2099

Cepina nixapewkoro sacofy Ne 27753 Kinskicrs aesenoro aikaperkoro sacoby 11935
Bupofuuk Tepa ®apma CJLY ., Icnanis
(nafisentysanaa supabHika JTikapceKoro 3acoby, kpaiia NoXoMmKe)
Breseno s Yipainy Toraprcereo 3 ofMeskeHoio Biunosinansuicrio "Tesa Ykpaina™, ieur.
won: 34770471

(aiimenysanus Ta koA 3a EJIPTIOY 1opiruiioi ocodn abo opizeile. iM'a, Mo BaTREROBI hizuunot
ocoby - nianpuemua, Tl Micte DpeNBAHEA T4 peFcTpaliifinii Hovep 06IKORBOT KapTRH LIATHIIKS
10,1aTKIB A00 Cepist 10 HOMED NACLHUPTR)

Mpororon sisyansnore woutposmo sin 24.01.2025 xe 0153/3.

33 pesynbTaTaMil  AGpKaBHOIG  KOHFPOMIG BCTAHOBNGHO, MO  JIikapchkull sacid  sseseno B Yxpainy 3

JAOTPHMAHHSIM siyor 3aK0HOMABCTEE 110,10 3a8C3NCUCHNMs AKOCTI HKrapchrHx 3acolis.

,‘_‘g_b 7 —
'S’ *a,_,‘\mm:‘f g %
3acryny Agyafin i Onsra €EPLOMEHKO
: et 8 4
(1fe P roTposnia) {niumc) (ininiam Ta npiznkiie)
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Ceprtudikar Bunycky cepit

Kopn marepiany 32084620 Homep cepifl gns 40000269067
iHeneky;i

Onuec matepiany losaprax-Tesa,rabneTki exputi nrisxoBolo o6onoHko no 100 Mr, Ne90 (9 Brictepia x 10
Tabn.)

Cepisn 23654 Poawip cepil 13388 ynakosox

Hata BupoBHuUTEA 10 nunHs 2024 CTpok npugaTHocTi mneHs 2027

YmoBu 3Gepiradns He suwe 25°C HaTta nakysaHHA 16-17 nunua 2024

ApxiBHa KinbKicTb 4

Tikapchka hopma TabneTky cpansHi BkPUTI Twn nakyBaHHA Bnicrep
NMBKOBOI0 0BONOHKOI

Cuna OitAKTUBHICTL Nozaptauy kanio 100 mr Poamip ynaxoeku 90

KpaiHa noxomKkeHHs Icnauia Koa npooykry Ha pyHKY -

Kpaina-iMnopTep Ykpaina Homep peecTpauifioro | UA/16398/01/04

noceigveHun

Ainbuuua, wo rianoeigae 3a sunyck cepii

Hasga TEBA 9APMA CNY
afipeca INoniroHo IHaacTpian Mankrika cfc 4, 50016, Caparoca, lenanis
HOMep NiueHsi| 1020 (MIA)
Homep cepTudhikata signoeigHocTi GMP 29M2/21 ARA
AinbHuus, wo signosinac 3a KOHTponk cepii
Haasa TEBA ®APMA CIY
appeca Foniroso IHaacTpian Manwnika cfc 4, 50018, Caparoca, lcnais
HoMep niueHaii 1090 (MIA)
Homep cepTwrtbikara signosigHocri GMP 29/12/21 ARA,
AinsHuua,wo BiAnoBinac 3a nakysaHHs cepii
HasBa TEBA ®APMA CITY
agpeca MNoniroHo IHpacTpian Manenika cfc 4, 50016, Caparoca, lcnasis
HOMEp fileHsii 1090 (MIA)
Homep cepTuchikaTa sBignosigHocti GMP 29012121 ARA
[MaxyBankHi marepianu SKU nakysaunn Cepii Homep nepernsgy
CAR.LOSA.100/90(UAPVC.TEVA 32105159 EM00795520 01
LEA.LOSA.(UAPVC.TEVA ESZ0243251 GO024 15465 04
OinbHuus, me Bignoeigae za BUpPoGHUUTED
cepii “in bulk”
Hassa TEBA ®APMA CRY
agpeca Monirono IHpacTpian Manenika cic 4, 50016, Caparoca, IcnaHia
HOMep niueHail 1090 (MIA)
Homep cepTudiizaTta signosigHocti GMP 29/12121 ARA
Qnuc SKU Homep SKU cepil Hdara BnpobHMLTBa
BLK.TAB.LOSA.100mg TAP! ESZ0110475 2000114574 | 10 nunua 2024
iNbHWLUA BUPOGHUUTEA filoYol pevoBMHK
HasBa Tesa A®| Ihaia Mpisat NimiTes Manaxnyp
anpeca [not NeQ1-Q4 1, 477117 Manaunyp, IHaia
HOMEPR niuewaif -
Homep cepTudpikata BinnosigHocTi GMP BIXGMP202011534
Homep FE] 25/3/2008 F.25
Onuc SKU Homep SKU Homep cepif CEP/DMF
A®[ [TozapTan kanio EP TAP| CEP2023 ESZ0101546 5000026600 R1-CEP 2011-105 REV 04
A®I NosapTan kanito EP TAPI CEP2023 ESZ0101546 5000026503 R1-CEP 2011-105 REV 04

PoscnigysaHHa - BigCyTHIR

[pouec eanigauii cepii - BigcyTHIN

HanHuM R nigreepaxyio, Wo noaaHa sultle iHhoOpMaUis € JOCTOBIPHA Ta Touwa, [ana cepisl npofaykTy Gynaspur TogNEHa,
BKMIOAIOHM YNAKOBKY/MAPKYBaAHHS, | NPOBEAEHUA KOHTPONb AKOCTI HA BKA3AHI BUPOBHMYIN AiNsHIL] Qﬁgﬁgﬁﬁ GTi
Ao suMor GMP, BcTaHoBREHMX micueBUM PerynsiropHumM OpraHom, a Takox y BigNoBiAHOCTI go cneup xg?l fale) PI'T‘"??E:

iMiopTepa Ha npenapart. [poTokonu BUPOGHWULITBA, nakyeaHHA | avaniay cepli Gyno PO3rAsHYTO ﬁef' J8HaHO TaKUMM,

BlanosigaoTe GMP. STEBA
| | yxpAliA]
Bunywene: Juan_carlos Asensio, ynosHosakera ocoba. Hataluac: 25 nunua 2024, 13:25:27 i
ik BV
 Tonaa710

JOKYMEHT CTBOPEHWI B eNEXTPOHHIR CUCTeMi 3 eneKTPOHHUM NigNucom

Tena ®apme CALY. Analien Cerypa, 11 Menvpo ae Heracssc Anu6atpoc B, 1a Mnanra. 28108 AnbxobHgac (Maapun) Ten.: +34 913 873 280
Gabpwka: Nonirono luaacyplan Manwnika ¢/C Ned, 50016, Caparaca dane +34 916 638 862
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Bipgain koHTpoAo AakocTi, Caparoca, lenania

F{
Tewdd CEPTU®IKAT AHAMI3Y
Mpoaykr: Jlosapran-Tesa, TabneTky BKpUTI NNiBKOBOIC oboaoHKow no 100 mr, 90 Tabaetok
flocnnaHHa Na: 32094620 Homep cepii rotosoro 23654
npoayury
Hara supobHuurea: 10 punua 2024 Tepmid npuaarTHocTi 31-aunHa-2027
Cneuudikauia Na: SDIR012452/2 Homep cepTudikaTty ananiay 451264
LIMS
Hara aHanisy: - Posmip ynakoBsku =
Noecvaanna Ne: 0110475 [ Homep cepii 6anry: 2000114574
Homep ceptudikaty aHanisy LIMS 4470438
MoKasHuKK Bumory, gonycrumi memi PesynbtaTi
KinbricHe BusHadeHHn 95.0-105.0 % eif, 3aABNEHOT KinbKOCTi 99.1
Jlosapran
CepepHa maca TabneTku 388 mr- 437 mr 409
Onue bini, oBankHi, 3nerka onykni TabneTky, BRpUTI Bignoeigae

i1iBKOBOIO 0BONOHKOD, 3 TUCHERHAM « 1000 3
oaHoro 6Ky Ta nidiew noginy 3 iHworo Bory

PosdrHeHHs = 80 % {Q) Big 3aAeneHol KinbKocTi posynHAeTbcA | 98
No3zapran 3a 30 xB

laenTudikauia gitodol pedosuHm

-BEPX Hac yTpumyBsaHHA niky NlozapTady Ha Bignosinae

Xpomarorpami sunpoGosyBaHOra posUMHY
BiAN08IAAE HaCy YIPUMYBAHHSA, OTPUMAaHOro 45
CTaHBBPTHOIO PO3UMNHY.

Yo CnexTp, oTpumaHuil ana sunpoGosyeanoro Bipnosipnae
PO34KHY, BiAMOBIAAE CNEKTRY, OTPUMAHOMY ANA
CTAHAAPTHOrO PO3YKHY.

laenTudikauia TMTany piokengy (nepwa
NpoMKCNOBa cepin POKY, a NoTim
HOMHA fecATa cepin)

TuTaTy Ajokeua MoBUHHO 3'ABAATICA NOMAPaHUEBO-4YEPBOHE Tecr He
3abapsneHHs (no3nTHaHa) BWMAraEThCA

Bomiwkn/MpoaykTu posknaay (BEPX)

- byab-fika sigoma £0,2% He BusBaAeHO

- Byab-AKa HeBigoma <0,2% 0,05

- 3aransHi <£0,7% 0,05

OfHopRiAHICTL A,030BaHMX OAUHUUD
(pospaxyHroBo-BaroBum metogom)

JlozapTaH Bignosigae notouHomy BuAaHHIO EBp.Papm. 1.7
Boaa (Kd) (nepwa npomucnosa cepia <5,0% Tecr He
POKY, & NOTiM KOXHa gecaTa cepia) BUMAEraeTkCA
Mikpofionoriuna akicte {ogHa cepina Ha
micauk)
Escherichia coli BiacytHas1r Biacytun
Biacythae1r Bigcyrha
TAMC <103 Kvo/r <10
£ 103 KVO/r <10
TYMC < 10% KYO/r <10
< 102 KYO/r <10
MNocunaHHa —
3atBepAMeHo: ........Susana Almarcegui — Kepishuk siaginy koHTpoato AkocTi
Lie#t AoKYMEHT ByNno NigNMCano 3 efeKTROHHUM nignmMcom
24.07.2024 Homep 3sity 3617,

(pixauiadi
47704 1
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AEPKABHA CIYKBA 3 JIKAPCHhKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMY Y KHIBCBKIA OBJACTI

npos. Ceitymunol Haail, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IAPIIOV 37078774

BN CHOBOK
HPO AKICTH BBE3EHOT0 B YKpainy JikapchKrore 3acofy

07.10.2024 Ne 50279/24/10

JO3APTAH-TEBA

(waiimenysaHHs aikapcekoro 2acoby 3rimio 3 PEECTPAiiHNM IOCBITUCHHSM)
TabJeTKy, BRpUT IIIBKOBOI0 06051011010, 10 100 Mr: o 10 TabxeToK y 6aicrepi; mo 9
BuicTepis y xapTouHii kopotni

(dhopma Brnycicy, Ro3yBALES, BHM NAKYBAHHER JIKAPCHKOTO 3acoby)
Homep pecerpauitinoro mocsinuenns UA/16398/01/04 crpox aii peecrpaiitioro noceiguenns 01.01.2099
Cepia mxapcexoro zacofy Ne 23654 Kinnkiers BBesenoro nikaperkoro sacofy 13388

Bupo6mux Tepa dapma CJLY., Icoanis
(naitvenynauits BUPOBIIIKa MIAPCEKOO 3aC0BY, Kpalkia OXOMKELNI)

Beeaeno » Vipaliy Tosapucrno 3 o6mesxenoro Binmosigansuicrio "Tera Yipaina™, inenr.
rop: 34770471

(nafimeyBatiig 1a ko sa €APTIOY ropuzmitamol ocoGy A0 NpI3BHINE, 1M, 110 GATEKOB] (3nvIe
oco6u - MANPHCMIN, i MICHE NPOKIBAHHA Ta peccTpanifinmii nonep obnikosol KApPTKH MIATHHKS
HofaTkik 200 cepis Ta HOMEp NACHepTA)

Ipororoa pizyaussore xourpomo six 04.10.2024 Ne 2089/5,

3a  peayneTataMm  CpXK4BHOTO  KOITPOMNIO BCTANOBACHO, IO nikapeexuil  3aciG  seeseno B Yipainy 3
HOTPHMAHIIM BuMOr 3aKOHOAABCTRA MO0 3a6E3NEYeHHs! SKOCTI JiKapcsKux sacobin.

Z Anna KIIIOEBA

HOTO KOHTPOMIO) (m'.umb) (imiuiany ta npisssime)

— mlnau‘ﬂ“““

e 134770471




CropiHka 13 1
@\Mﬁ@ 08-nucronaga-2024

14:27:21
CepTudikat BUNYCKY cepii
Kog marepiany 32094620 Homep cepii gna 40000291478
iHcnexuit
Onuc MaTepiany JlosapTaH-Tesa,TabneTku BXpUTi Nniekosolo obonowkoio no 100 mr, Ne80 (9 BnicTepis x 10
Tabsn.)
Cepin 27754 Poamip cepii 13530 ynakosok
Aarta BupobHuLTEA 08 xoBTHA 2024 Crpok npuaaTHOCTI WOBTeHL 2027
Yuosy 36epiraHHA He suume 25°C [aTta naxyeaHHA 07 nucronaga 2024
ApxiBHa KinbkicTb 4
lNixapcbka chopma Tabnerky opanbHi BKPUTI Tun naityeaHHn Bnicrep
NNiBKOBOG OBONCHKOW
Cuna AiifAKTUBHICTL TozapTany kanito 100 mr Po3aMip ynakoBKK 80
KpaiHa noxomkeHHnA [cnania Kop npoayKTy Ha puHky -
Kpaina-imnoprep Ypaina Homep peectpauifisore | UA/16328/01/04

NOCBIAYEHHA

QinbHuug, We signosigac 3a Bunyck cepii

Ha3ga TEBA dAPMA CHY

anpeca MoniroHo IHaacTpian Manenixa c/c 4, 50016, Caparoca, lcnaHia
HOMED NitieHaii 1090 (MIA)

Homep cepTuchikaTa signosigrocTi GMP 29/12/21 ARA

AinbHyua, Wo BiANORIAAE 32 KOHTPONL cepil

Hasna TEBA ®APMA CITY

agpeca Moniroto IMgacTpian Manbnika cfc 4, 50016, Caparaca, Icnanis
HoMep nileHail 1090 {(MIA)

Homep cepTuchikarta signosigHocTi GMP 29M2121 ARA

AinbHuun,e signosifae 3a nakyeadHs cepil

HaaBa TEBA ¢APMA CNTY

apgpeca MoniroHo IHpacTpian Manenika cfc 4, 500186, Caparoca, [cnaHis
HoMED RiLeHall 1090 (MIA)

Homep cepTuchikaTa signosigHocTti GMP 29/12/21 ARA

[MakyBanbLHi matepiani SKU nakyeanHs Cepil Homepn nepernsaoy
CAR.LOSA.100/80(UAYPYC.TEVA 32105159 EMO0807330 01
LEA.LOSA.(UAPVC.TEVA ESZ20243251 G002415855 04

Oineuuya, o elgnosigae 3a BUpOBHUUTEO

cepii "in bulk”

Hasea TEBA ®APMA CHY

aapeca Moniroxo IHpacTpian Manwnika c/c 4, 50016, Caparoca, lcnaHis
HOMeEp niueHsiT 1090 (MIA)

HOMep cepTudikara sinnoeigHocTi GMP 2912121 ARA

Onuc SKU Homep SKU cepil OaTta BMpobHULTBA
BLK.TAB.LOSA.100mg HUAHAI ESZ0110498 2000122634 | 08 wosTHa 2024
QinsHvus BUpoGHULITRa Ail04Yol petioBUHN

Hasgea HKelhsshr Xyaxail ®apmaceioTikan Ko.,

agpeca YyaxHaH, dyk's0., 317016 X eliaaHr, Kutai
HOMED niuensit -
HoMeD cepTudikata signosiquocti GMP -

Homep FEI -

Onuc SKU Homep SKU Hemep cepil CEFR/DMF

ADI JlozapraH kaniio EP HUAHAI ESZ0101557 5000030085 R1-CEP 2010-139 REV 05
A®I NlosapTaH kanio EP HUAKAI ESZ0101557 5000030086 R1-CEP 2010-132 REV 05

PoszcnipyBaHHsa - BigcyTHIN

Npouec Baninauil cepil - igcyTHIA

BKFIKJYEIOYY YNAKOBKY/MAPKYBAHHA, | MPOBEAEHWHA KOHTPOME AKOCTI HA BKA3aHIR BUPOBHWYIA AinkHUY y oz}
Aec sumar GMP, BCcTaHOBREHWUX MICLIEBUM PeryisTOpHUM OpPFrasoM, a TakoX Y sigrosinHocTi fo chey
iMnopTepa Ha npenapar. MMpotoxkonu BUPOGHWUTEA, NakyBawHa | aHanizy cepii BYNo PoarnsHyTo
BianosigatoTe GMEP,

HaHnum A nigTeepmkyo, WO NofaHa sviue indopmalia e ,qocmmpua Ta TovHa. [daHa cepia npoaykry Gy a— E!E)J\J'I;Ha,
93?‘%
eiH

r,qu

G

BunyumeHo: Juan_carlos Asensio, ynoBHoBaxeHa ocoba. Oatalyac: 08 nuctonaga 2024, 14:2 "y

uv\ﬂf‘"‘“""
\N’-‘ e 4770

JoKkyMeHT CTBOPEHWA B @NeKTPOHHIA CUCTeMi 3 SNEKTPOHHUM NIANMCOM

Tesa Papma C.AY. Anaben Cerypa, 11 Yewrpo ae Herocsoc AnsBatpac B, 1a Nnanta. 28108 AnskoBHgac (Maapual Ten.: +34 913 873 280
®abpura: Noairono Inaacipian Manbning ¢/C Ned, 50016, Caparoca ane +34 916 638 862
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Bipain KoHTpoAo AkocTi, Caparoca, Icnania

tewd CEPTU®GIKAT AHATIIZY
Mpoaykt. Jlosapras-Tesa, Tabaetky BKpwTi NAiBKOBOIO 060A0HKOW rio 100 mr, 90 TabaeToK
Nocunanyna Ne: 32084620 Homep cepii rotosoro 27754
npoAaykTy
Jata BupobHKMUTBA: 08 »oBTHA 2024 Tepmin npuaaTHOCT 31-woBTHA-2027
Cneuundirauia No; SDIR012452/2 Homep cepTudikaty aHanizy 477605
LIMS
Jara avanizy: - Po3mip ynakosKK -
[Mocunarra Ng: 0110498 Homep cepii Banxy: 2000122634
Homep ceprudikaty aHanizy LIMS 469572
[MokazHuKK Bumoru, ponyctumi mexi Peaynbratn
KinbkicHe BM3HadeHHA 95.0-105.0 % Big 2asBneHOT KinbKOCT] 101.4%
JlozaptaH
CepegHa maca Tabnerkm 388 mr- 437 mr 412 mr
Onuc bini, oBanwHi, 3nerka onykni Tabnerkn, BKPUTI Bignosigae

naiskosoic 060A0HKOWD, 3 TUCcHeHHAM «100» 3
oaHoro Boky Ta AiHIe noginy 3 iHworo Boky

Po34yuHeHHs = 80 % (Q) sip 3assneHOl KinbKoCTi posunHaeTbes | 96 %
NosapraH 3a 30 x8

laeHTUdikaLina aitovol peyosunmy

-BEPX Hac yrpumysarkHa niky flosapTaHy Ha Bianoeigae

Xpomatorpami BunpoBoBYEBaHOMO POIYMHY
BiANOBiAAE Yacy YTPUMYBAHHA, OTPUMAHOIo 4R
CTaHAaPTHOro po3YMHY.

Yo CnexTp, oTpumaHuil 4na sunpoBosysaHoro Bianocsigae
Po34KHY, BIANOBIAAE creKTpY, OTpUMaHomMy 4nn
CTaHAapPTHOrO PO3YMHY.

laeHTHdiKaLia TuTaHY glokeuay (nepa
rpomMmucnoBa cepia PoKy, a noTim
KoM MHa gecaAra cepia)

Tutauy giokcua, MNoBUHHO 3'ABAATHCA NOMapaHYEBO-YEpBOHEe TecT He
3abapBAeHHs {NO3UTHEHA) BUMAaraeThcs

Aomiwku/Npogyxru pozknaay (BEPX)

- Byab-aka Bifoma £0,2% He susBAEHD

- Byab-AKka HeBigoma <0,2% < 0,05 %

- 3arasibHi <0,7% < 0,05 %

OpHopigHicTb AO30BAHKX OAUHULD
(po3paxyHKOBO-BaroBMM METOR0M)

NoszapTtad Bianceiaae notouHomy BUAAHHI EBp.Dapm. 2.6
Boga (K®) (nepwa npomucaoea cepis £5,0% Tect He
POHY, a NOTIM KOXHa AecATa cepin) BUMAraETbCA
Mixpobionoriuda sikicte (ogHa cepia Ha
micaLb)
Escherichia coli BiacytHas 1lr TecT He
TAMC < 10% KYO/r BUMAaraeTbes
TYMC < 107 KYO/r
MNocvnaHHA —
3aTBepaieHo: ......... Susana Almarcegui — KepiBHKK Bi4ainY KOHTPOAIO AKOCTI
Liel nokymenT Byno nignucaHo 3 eneKTpoHHKUM nignucom 4
08.11.2024 Homep 3sity 4023H0¢ 5

SHA

errudixad
% mmn 34770
o




JAEPAKABHA CHYIKBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM Y KHIBCHKINA OBJIACTI

npos. Ceitniynol Hagil, 3, m.Kuis, 02099, ten/daxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog EAPTIOY 37078774

BUCHOBOK
PO SIKICTL BBE3EHOT0 B YKpainy JikapchKoro 3acody

31.01.2025 Ne 2220/25/10

JIOSAPTAH-TEBA

{(madivernypanna nikapcnkoro 3acoBy 3rifio 3 peecTPaLIFNMA TOCBIAYCHHAN)
Tabaerky, BipuTi mwiisKkoBoio o6ononKoia, mo 100 mr: no 10 Tadnerox y Gmictepi; mo 9
faicrepis y kapTommiii kopodui

(hoprta BUNYCKY, XO3YBAIIIA, BUJL HAKYBAHHA HIKAPCHKOTO 3ac06y)
Hoaiep peccrpauitinoro noceinuenss UAS16398/01/04 crpox aii pecerpauiitnoro mocpizuenns 01.01.2099
Cepin nikapenxoro sacoby Ne 27754 Kinexicts Bgesenoro nikapeskoro sacoby 13530

Bupobunk Tepa @apma CJLY., Ienauis

(maiistenynanua spoBHIKA MiKAPCLROIG 3ac0oBy, KPATHA MOXOMKCHH)

Boescno & Yxpainy Tomapucrso 3 o0Mexenoro Bixnosigansuictio "Tera Yipaina", iaenr.
wou: 34770471

(naiineuypaiitst Ta koa 3a CHPIIOY ropuiinot ocobu abo upizumme, iv's, no Gaturoesi giznanoi
ocabi - mianpKeMus, i Micue NPoXKHBAHNA Ta peccrpauifinni Honep o6MiKOBOT KapTRH IIATIIKA
mofatkis abo cepis Ta HoMEp nacnopTa)

Hporoxon sizyansnore xonrpouio sin 24.01.2025 Ne 0153/4.

3a  pesynpTaTaMy  ACpKABHOIO  KONTPOMIO BCTANOBNENO, IO  MiKapchbkmii  3aci6  Beezeno B Vrpaimy 3

DOTPHMAHHSIM sHMOr 33KOHOAABCTBA LWOAO 3ae3ncyueHs axocTi Aikapesinx 3acoGis.

Onrra EPEOMEHKO

{mixnnuc) (ittiuisone Ta npispue)

YRiafHAL § 5

Mg, -
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Cropitka 1 3 1
23-nunHa-2024

08:03:58
CepTudikar Bunycky cepii
Kopg matepiany 32094620 Homep cepii ans 40000267743
iHcnekuyii

Onuc marepiany Nozapran-Tesa,rabnetku BrpuTi NNiBKOBOIO 0BONONHKOK N0 100 Mr, Ne9Q (8 GnicTepis x 10

Tabn.
Cepis 234052 Posmip cepii 13159 ynakosok
HaTa BUpOGHUUTEA 08 nunms 2024 CTpok npugaTHocTi nneHs 2027
YmoBy 36epiralHa He Buuje 25°C Hara nakysanna 1516 nunna 2024
ApxiBHa KinekicTs 4
TNikapceka thopma TabneTku opaibsi BRPUT T¥n nakysaHHs Gnicrep

NSTIBKOBOIO 0BONOHKOIG
Cuna git/AxTuericTs ToaapTaHy kanio 100 mr Poamip ynakoBku 90
Kpaita noxomueHHn [cnania Kol npoaykry Ha punky -
Kpaina-imnoprep Ykpaita Homep peecrpauiiitoro | UA/16398/01/04

nocBig4YeHHA

AinbHuus, wo signoesigac sa BHIYGK cepil

Ha3Ba TEBA ©®APMA CNY
aapeca TNonirono IngacTpian Manenika c/c 4, 50016, Caparoca, Icnanis
Homep nilensii 1080 {MIA)
HOMep ceprudikaTa signosigHocti GMP 29112121 ARA
fAinsHULA, wo mignosigace 3a KoHTpons cepii
Ha3sa TEBA ®APMA CITY
appeca TMoniroHo lHgacTpian Manenika ofc 4, 50016, Caparoca, Icnanin
HomMep Nilensii 1080 (MiA)
Homep ceprwchikaTa signosiguocTi GMP 29M12/21 ARA
Hinbhuys,mo signosifac sa NakyBaHHs cepii
Hassa TEBA ¢APMA CY
agpeca NoriiroHo IHgacTpian Mansnika cle 4, 50016, Caparoca, Icnanis
HOMep AileHsit 1080 (MIA)
Homep cepTudbikarta signosigHocTi GMP 29112121 ARA
NaxysansHi matepianu SKU nakyranHn Cepii Homep nepernspny
CAR.LOSA.100/00(UAPVC. TEVA 32105159 EM00795520 01
LEA.LOSA.{UAPVC.TEVA ESZ0243251 G002415465 04
Hinehnus, wo elgnoeigac aa BUPOBHUUTEO
cepii “in bulk”
Ha3Ba TEBA ®APMA CHY
appeca MoniroHo IHpacTpian Mansnika cfc 4, 50016, Caparoca, lcnanis
HOMEp niLeHail 10890 (MIA)
Homep ceprudikara eignosigtocti GMP 20112121 ARA
Onyc SKU Homep SKU cepii Hara BupobHuLTEA
BLK.TAB.LOSA.100mg. HUAHAI ESZ0110408 2000114287 | 08 nunus 2024
iINEHUUA BUPOBHKUTER AioYo) EYOBUHM
Ha3sa HeitaaH Xyaxai dapmacesTikan Ko.,
agpeca HyarHad fyk'sio,, 317016 Xeitaan, KuTaii
HOMep mieHsii -
Homep ceptudvikaTa signoeigHocTi GMP -
Homep FE| -
Onnec SKU Homep SKU HoMmen cepii CEP/DMF
AD| NosapraHd kanie EP HUAHAI ESZ0101557 5000028640 R1-CEF 2010-139-REV 05

Poscnigysanus - BiOCYTHIA

lMpouec Banigauii cepil - BlgcyTHiG

Hdarnum g AIATBEPAXYIO, WO nogaua BULe jHbopmallia e AocTosipHa Ta TouHa. fava cepis npoaykry Gynas IEOTOBNIEHE,
BKNIOHAMW ynakosky/MapkyBaKHa, i nposegeHui KOHTPOJIb AKOCTI Ha BKadaHili BMPOBHWYIN AlneHni v lﬁmmh%.
A0 Bumor GMP, scTaroBrRgHWUX Micuesrm PErYNATOPHUM OpraHom, a Takox y signosigHocri fo cneup/ {kali®ho F’ﬁ%\d

iMAopTepa Ha npenapar. lpoTekonu ampoGHMuTea, NakysaHHA | aHamiay cepii Byno PO3rnsHyTo {%‘EHO TaKUMM,
signoeigawtes GMP, 7

Bunyweno: Juan_caros Asensio, ynosHosameHa ocoba. Daraluac: 23 nunua 2024, 08:03:57
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HaKyMENT CTBOPEHWI B eNeKTPOHHIRA cucTemi 3 ENEKTPOHHMM NIANUCOM

Teoa Gapma C.AY. AHaBen Cerypa, 11 Yenspo pe Herocboc AnsBatpoc B, 1a Nagwva. 28108 AnsrobHaace (Magpug) Ten.: £34 913 873 280
Pabpuxa: Nontreno Maacrpizn Manwninz ¢/C Ne4, 50016, Caparaca hake +34 916 638 852

Ly an A 7807
Db 1. A




Biaain koHTpono akocri, Caparoca, lcnanin

‘@@w@ CEPTUGIKAT AHAMI3Y
MpoaykT: Jlosapran-Teea,Tabnerky BKRUTI NNiBKOBOIO 06onotkoto o 100 mr, 90 Tabnerox
NocKunaHHg Ne: 32094620 Homep cepli roTosoro 23405
npoayKkry
Jata supobBHuuTea: 08 nvnua 2024 Tepmin npuaarHocTi 31-AMnNKHa-2027
Cneundirauin No: SDIR012452/2 Homep ceptudirary ananiay 449967
LIMS
fara ananisy: - Po3mip yNakosky -
NocunaHun Ne: 0110498 | Homep cepii 6anxy: 2000114287
Homep ceptugikary ananisy LIMS 448836
MoxaaHuku Bumory, gonycrmi mexi PesynbraTtn
KinbKicHe BU3HaYeHHA 95.0-105.0 % eig sansAeHol KinbrocT] 100.1
flozapTad
CepepHA maca Tabnerku 388 mr- 437 mr 409
Onuc Bini, osanbHi, 3nerka onyxni Tabnetuu, BrpuTi Bianosigae

NAiBKOBOK 00CNOHKOIO, 3 TUCHEHHAM «100» 3
OAHoro Boky Ta AiHiele noginy 2 iHworo HoKy

Posunnennsn 2 80 % (Q) sig 3aneneHol KinbkocTi Po34MHAETbcA | 96
fozapTan 33 30 xs

[ReHTUdIKaLia Aliouol peyoBrHm

-BEPX Hac yTpumyBaHHa niky J/lozapTaHy Ha Bianoeigae

Xpomatorpami sunpobBosysaHoro po3unny
Bignosigac yacy YTRUMYBaHHA, OTpumaHore ans
CTaHgapTHOro pPosumHy.

-V Cnekrp, oTprimanuil ana BunpobosysaHora Bianosiaae
PosunHy, Bignogiaae cnexrpy, oTpUMaHoOMYy AnA
£TaHAapTHOrC PO3YMHY.

laeHTMdiKauia TuTany Aiokcnay (nepwa
NPOMUC/IOBA cepis PORY, a noTim
KOXHa fecAaTa cepin)

Turaty gioKkeus MoBKUHHO 3'ABAATICA nomapaH4YeBo-4epaoHe Tecr He
3abapenenHs (noavTueHa) BUMAraeTbeA

Bomiuiku/MNpoaykty posknagy (BEPX)

- byae-AKa sigoma £0,2% <0,05

- Byab-Aka Hesigoma <0,2% <0,05

- 3aranbHi <0,7% <0,05

Mixpobionoriuta axicts (ogna cepin Ha

micaus)

Mikpo6GionariyHa skicTs TAMC: < 10% KYOQ/r TecT He
TYMC: £ 102 KYO/r BMMAraeTbcA

Escherichia coli: Biacythas 1 r

OpHopiaHicTe AosoBaHmUx OAMHULL
(po3paxyHkoso-Barosum meTtogom)

flosapTan Bignosigae NIoTOYHOMY BUAAHHI Erp,Papm. 2.1

Boaa (K®) (nepwa npomucaosa cepia <5,0% Tecr He

POKY, a naTiM Ko¥Ha AecaTa cepis) BUMaraersca
MNocunaHus —

3aTBepaKeHO:! ........5usana Almarcegui — Kepismmuk Blaginy KowTposato akoeri

Lleit pokymeHT Byno nignucano 3 ENeKTPOHHUM Nidnkcom

22.07.2024 Homep asiTy 36




AEPIKABHA CJIYIKBA 3 JIKAPCHLKHIX 3ACOBIB TA KOHTPOJIXO 3A
HAPROTHKAMH V KHIBCLKIHA OBJACTI

npos. Ceitnranor Hagii, 3, m.Kuis, 02099, Ten/(axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CIPIIOY 37078774

BHUCHOBOK
PO SIKiCTH BBE3E€HOT0 B Yxpainy nikapcrkoro 3acoby
26.08.2024 Ne 41369/24/10
JO3APTAH-TEBA
TalHeTKH, BKD

(raiisenysani nixaperkorg 3acoby 3rinuo 3 peecrpamiinun TOCBiIeIHN)

HTI INIiBXOBOXO oBoonKore, o 100 mr: no 10 Tagner
Gnicrepis y xaprouniit KOpodIi

((opma irycky, mozypans, g TTAXYRIHHA MEIPCEROro 3ac06Y)

0K y Oaticrepi; no 9
Howmep peecrpaniitioro rocsimuenna UA/16398/01/04 crpok nil peccrpaniiinoro nocsiggenns 01.01,2099

Cepis nikapenioro saco6y Ne 23405
Bupotunx

Kinebkicrs BBescnoro nikapcnkoro 3acoby 13159
Tepa Papma CJLY., lenanin

(ualivenyBamng BupoGHIKa MKAPCLKOTO 3ac06y,
Bsezeno B Yipainy

Kpala NOXoMKeHTs)
Tomapucreo 3 ODMEKEeH0T10 Bignosinanesnicrio
xom: 34770471

"Tesa Yxpaiua", incur.
(mafimenynanns Ta kog 3a €IPIIOY 1opnamunor acobr ago i
ocolx - muanpreMus,

p
11 MtiCHe NPOXKHBAHEA Ta peccrpatliitnmii

ISEHINE, IM'%, 1o 6aTEKOR] qnssramod
HO
Togarxie aGo cepis Ta Hovep nacrro

MR 0GMIKOBOT KAPTKY BNATHIIK:
pT)
Ipororos rizyannuoro xonTposio Bix 20.08.2024 e 2448/2.
3a pesynsraramy ACPHABLOrO  KOHTPOMIO  BCTAHOBREHO,
ROTPUMAHHIM sumor 3akononascTna oo sabesneycnns

mo sikapebkuit  3acif  peescuo s Yrpainy 3
AKOCTI MiKapesrUx 3acoB1n,
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CepTtudikar Bunycky cepii

Kono matepiany 32094620 Homep cepii gna 40000281479
iHcnekuil

Onuc martepiany Jlosapran-Tesa,TabneTku BRPUTI NNisxosod 0GoNokKow no 100 mr, Ne90 (9 bricrepis x 10
Tabn.)

Cepia 27755 Posmip cepil 13464 ynakorok

Hata supoBHuurea 21 woBTHA 2024 CTpoKk npuaaTHoCTI WOBTEHb 2027

YMoBy 36epiraHun He suwe 25°C Harta nakyeaHHA 07-08 nuctonana 2024

ApxiRHa KinbKieTk 4

Jlikapesra hopma TaGnerkn opansHi BRPUTI Tun nakyeaHHA BricTep
MNIBKOEOIY 0BOMOHKO0

Cuna piifAKTUBHICTL NosapTtany kanin 100 mr PoamMip ynakorku 90

Kpaiva noxogmeHun lcnaHin Kog npoaykTy Ha puHky -

KpaiHa-iMnopTep YkpaiHa Homep peecrpauiitioro | UA/M6398/01/04

NocBiAYeHHH

fAinkKuua, wo signosinac 3a BUnNyck cepif

Haaea TEBA ©APMA CNY

agpeca lMoniroHo Ivpacrpian Mansnika c/c 4, 50016, Caparoca, lcnawis

HOMEp nNiuexaif 1090 (MIA)

HOMep cepTuchikaTa sianosigHocTi GMP 2812121 ARA

HineHuun, Wwo signoginae 3a KOHTpONL cepil

Ha3sa TEBA GARMA CRY

anpeca Moniroro IhgacTpian Manwnika c/c 4, 50016, Caparoca, Icnatis

HoMER NileHsiT 1090 (MIA)

Homep ceptuchikarta signosigHocTi GMP 29112121 ARA

AintHuya,ujo vignosinac 3a nakyeaHnna cepil

Hassa TEBA ®APMA CRY

afpeca [NoniroHo IupacTpian Mansnika c/c 4, 50016, Caparoca, lcnawis

HoMep nivenail 1090 (MIA)

HOMEp cepTudikaTa signosigHocTi GMP 28712121 ARA

NakyBanbHi MaTepiany SKU nakysaHHs Cepii Homep nepernagy

CAR.LOSA.100/90(UAPVC.TEVA 32105159 EMO00807390 01

LEA.LOSA.(UAYPVEC. TEVA ESZ0243251 G0O02415855 04

RinHuus, weo eignorsigas 3a supoBHUUTEO

cepil "in bukk"

Ha3Ra TEBA ®APMA CRY

anpeca FloniroHo InpacTpian Manenika cfc 4, 50018, Caparoca, lcnanis

HOMep niuensii 1090 (MIA)

HoMep cepTudikaTa signosigrHocTi GMP 2912121 ARA

Onuc SKU Homep SKU cepil Lara supobHULTE2

BLK.TAB.LOSA.100mg HUAHAI ESZ0110498 2000122636 | 21 xoeTHst 2024
iNLHMYUA BUpOBHUUTEA OiOYOT peYOBUHK

Ha3ea Henaanr Xyaxait dapmacsioTikan Ko.,

aapeca YyanHan, Ayk'ao., 317016 efaaur, Kurai
HOMEp niuexail -
HoMep ceprudchikaTa BignosiagHocTi GMP -

Homep FEI -
Onuc SKU Homep SKU Homep cepit CEP/DMF
A®| lozapraH kanito EP HUAHAL ESZ0101557 5000030086 R1-CEP 2010-139 REV 05

Poacnigyeanns - sigeyTHi
Npouec eanigauii cepii - BillCY THITt

faniun A ninTBepAkyI0, WO NoAgaHa BUwe iHhopMauia e poctoelpHa Ta Touna. [awa cepis NpoayKTy G%BM_F oBfena,
BRMIGHAONM YIAKOBKY/MBPKYBaHHA, | NPOBeAeHUl KOHTPONL SKOCTI HA BKA3aHiA BUROGHWHIGA AinbHWL ¥ | mggrggggn ; G{I;

]

Ao sumor GMP, scTaROBNEHUX MICLIEBUM PEryIATOPHUM QPraHom, a TakoX y eianosiaHocTi go cneuy' ng’)lrﬁ",qo PIT &paf

iMnopTepa Ha npenapar. NpaTokonu BUpoBHMUTEA, nakysahHA | ananisy cepii Byno poarnsHyTo MdiBHano Taxumw,\f%ar_\
RiAnosinaoTs GMP. 5 TEBA oA\

: *s Al A b
Bunywero: Juan_carlos Asensio, ynoeHoBaxeHa ocoBa. Daraldac: 08 nuctonana 2024, 14:29; Y G
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Tesa dapaa CALY. AnaGea Cerypa, 11 Yentpo ne Herocooc AnuGarpac B, 1a Nnausa, 28108 AnbxoBrgac (Maapi) Ten.: +34 913 873 280
Dabpsia: Noniroko Ingacrpian Manenisa ¢fC Nad, 50016, Caparoca Dake +34 916 638 862
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teva

CEPTUDIKAT AHANIZY

Bigmin koHTpoto AKocTi, Caparoca, [cnaxis

[popykr: Jlosapran-Tesa, TaBaeTkM BKRUTI nsilskosoo 060aaHKGI0 o 100 mr, 90 Tabaerok
NocunaHHA Ne; 32094620 Homep cepii rotTosoro 27755
NPOSYKTY
Aata srpobHuuTea: 21 3oBTHA 2024 Tepmid npuaaTHocTi 31-woBTHA-2027
Cneuwmdikauia No: SDIR012452/2 Homep cepTudikaty aHanisy 477606
LIMS
Dara aHanizy: - Posmip ynakoBsku -
Mocunanna Neo: 0110498 Homep cepii Banxy: 2000122636
Homep cepTudixarty aHanisy LIMS 473478
MNoKazHUKK Bumory, gonycrumi memi PesynbTatn
KinbKicHe sBu3HaueHHA 95.0-105.0 % &ig, 3aaBneHOl KiALKOCTI 100.3%
flozapTan
CepeaHa maca TabneTku 388 mr- 437 mr 410 mr
Onwuc Bini, oBanbwi, anerka onykAi TabneTku, BROUTI Bianosinae
nAiBKOBOID 0BONOHKOID, 3 TMCHEHHAM «100» 3
ogHoro Boky T3 niHier nogjiny 3 iHworo Hory
PozvuHeHHA 2 80 % {Q) eig sanBneHOl KiNbKOCT posunHAETbCA | 99 %
Nosapran 3a 30 x8
lgenTudikauia gitouol pedosuHy
-BEPX Yac yTpumysaxHa niky flozaptaHy Ha Bignosinae
XpOMaTorpami eMNpoboBysaHOro poaunHy
Bignosinae yacy YTPUMYBAaHHA, OTPUMANHOro A48
CTaHAaPTHOro PO3SHKUHY.
Y@ CnekTp, oTpumanmii Ans BunpoBoByBaHoro Binnogigae
PO34WHY, BiANOBIAAE CNERTPY, CTPUMAHOMY A
CTaHAADTHOIC PO3YMHY.
[renTudikauia TMTaHY Aiokenay (nepwa
npomKcaosa cepisn poKy, a NOTiMm
KOMHa AecATa cepin)
Turtany gioKkcug, floBWHHO 3'ABAATICA NOMapaH4yeBO-YepBOHe TecT He
3abapeaeHHA (NO3KUTHBHA) BUMAragTbLen
Homiwku/Tipoayktu poskaagy (BEPX)
- byab-aka igoma <0,2% <0,05%
- Bypb-AKa Hegigoma £0,2% < 0,05 %
- 3arasbHi £0,7% < 0,05 %
OAHOpIAHICTE Z030BaHUX OAUHULL
(pospaxyHKoBo-BaroBUM MeToA0M)
Nosapran Bignosigae noTouHomy BuaaHHO Eap.Mapm. 2.5
Boaa (K@) (nepwa npomucnosa cepia <5,0% Tecr He
poKy, a noTim KoXHa gecata cepis) BUMAraETheA
MikpobionoriuHa sikicTs (0gHa cepia Ha
micaup)
Escherichia coli BiacytHaB1r TecT He
TAMC < 107 KYO/r BUMAraeThA
TYMC < 102 KYO/r
MocunanHn — /‘;‘ﬁ,‘,ﬁ}‘.ﬁ,{t \
3atBepAxeHo: .........Susana Almarcegui — KepiBHuR BiAainy KoHTpoAD AROCTI Harta: 08.1 f"‘i:??
Ueit aokymeHT Byno nignucaHo 3 efeKTPOHHMM Nignycom o LEI\* Qx
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HEPKABHA CITYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCHKIN OBJACTI

npos. Ceitanynoi Hanil, 3, M. Kwis, 02099, ren/(pakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog CAPIIOV 37078774

BHUCHOBOK
PO SIKICTL BBE3CHOTO B YKpaiHy JiKapehbKoro 3acody

17.02.2025 Ne 5104/25/10

JIO3APTAH-TEBA

(mafinenysatitta Aikapeskoro 3acoby 3rinHo 3 peccTpauifuM rocpiaeHaM)
TabaeTk, BpirTi miirkoroio oGoixonkoero mo 100 mr, no 10 Taéaerox y OJicrepi; o 9
Gaicrepis y xapToruiii xopo6ui

{hopara BlimyCKy, AoyBAHNA, BIL NAXYBAHHS MikAPCREOre 3ac06Y)
Homep pecetpaniitioro noceinuenit UA/16398/01/04 crpox sii pecerpauifinoro nocsiguenna 01.01.2099
Cepis nixapcukoro sacofy Ne 27755 Kinnxicrs seeserroro mikapcuikoro sacoby 13464

Bupo6nnx Tepa ®apma CJ1Y, lenauis
(Haitventygansa anpobHika nikapeskoro JacoBy, kpaila 10X0LHCINA)

Breseno 8 Yipainy Tosapucreo 3 ofmexenoro pirnosinansuictio "Tesa Yiepaiua”, igenr.
ro: 34770471

(uarivenypanin a kot 3a CIAPIIOY iopuuunot ocobi abo mpissiule, in's, N0 Garhkost (iasrmitol
ocobi - nignplieaus, Ti Micile NPOKHBAHAL Ta peeCTPMLITHIE HOAMEP 0GNIKOBOT KAPTRI NAATHIEA
noaarkis abo cepin T2 HOMEp nacnopTa)

[IpoToxon sizyannioero konrpomo sin 07.02.2025 Nz 0362/2.

3a  pesynnTaTaMN  AEPXKABIOTO KOHTPONIO BCTANOBNENO, 1O nikapewknit  3aci@  Bmeseno B Vipainy 3
AOTPHMAIHSIM punMor 3aKoHOAABCTEA WOA0 3aBE3EYEHHs AKOCTI siKkapenkuX 3ucolis.
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