teve

CEPTU®IKAT BIATOBIAHOCTI

1 | Hasea npogykry $IHNENCUH® 400 PETAP/, Tabnetku nponoxroearol aii no
400 mr; rabnetku no 400 mr Ne50
2 | KpaiHa-imnoprep YKpaiHa
3 | Homep peectpauiiivoro UA/9848/01/02
noceig4eHHA
4 | Cwna/ AKTMBHICTL KapGamazeniy 400 mr
5 | flikapceka dopma Tabnetku nponoHrosawol aji no 400 mr
& | Posmip i Tmn ynaxkosku 10 Tabnetok g 1 Bnicrepi, 5 6nicrepia
7 | Homep cepii 16164924
& | fdata BupobHuuTe] KBiTEHL 2024
8 | Npuaoatuuis no KBiTeHb 2027
10 | Posmip cepit 1522 yn.
11 | BunyuwieHa Kinbricts 1522 yn.
12 | Hazsa, agpeca i HoMepK NieHsidi TOB Tesa Onepeltuina Monaug, syn. MorvabcbKa 80, 31-546
AiNbHWUB BUPOBHWULTRE | KoHTposo | Kpakis, Monbwa
AKoCY BrpobGruva aivensia; 138/0018/15
(nonepeaHa GIF-IW- 400/0018/01/545/ZW21S/ 14)
13 | Ceprudikatv signoeignocri GMP Homepu ceptudikaria BlanosinHocT GVIP;
AnA BCIX AiNbHWUB BKa3aHWX B rpadi ISF.405.42.2023.Ip.1 ; WTC/0018_01_01/227
12 abo, 3a HareHOCTI, NOCMNAHHA Ha (nonepepwiii IWSC.405.13.2021.AJE.1 s WTC/0018_01_01/55
EudraGMPp 1WSC.405.13.2021.AE.2 ; WTC/0018_01_02/56)
IWSF.405.46.2023.1P.1 ; WTC/0018_01_03/87
(nonepeaniti IWSF.405,50.2020.KK.1 K WTC/0018_01_03/108)
14 | Pesynstatv aHanisie BisnosigHo ao Ceptudikaty AHanlay
15 | KomeHrapi/sayeaskeHHa -
16 | 3ansa npo ceprudikavjio:
HiAcrm a 38TBEPAMYIO, WO HapefeHa BuLe iHpopmauin & AOCTOBIpHO Ta Toumoto, Ls cepin
npoayrry byna supobreHa, BKAoualoum NaKyBaHHA/MapKyBaHHA Ta KOHTPONL SKOCTI Ha BULLe BKasaHIii
AinbHMUl  (AinbHWUAX) B nosHil BignosigHocTi a0  sumor GMP, wo BeTaHoBARHI micuesum
PEIYJATOPHUM opraHom, Ta cneundikauiii  Peecrpauiiivoro NocBigyeHHa KpaiHu-imnoprepa abo
cneundikauiit qocke ana NpoAYKTY, Wo Aocnigmyetoea. MpoTokoau BMPOGHULTBA, NaKkyBaHHA i aHanisy
cepii Byno posraaHyTo 1 BusHaHo Takumu, Lo sianosiaaioTs GVIP,
Cepin 6yna sunyuwiena ans Apoganmy.
17 | KopoBka 70076401
baicrep 70075416 T peing o
IHCTpyKLUia 70076402 o ’a{,
18 | Npissuie Ta nocana/zsanns Ta Crapumii dpaxiseub 3 sabesaneyenHn ax

Migrmc ocoby, aua sinnoeinae 3a
BUNycK cepii / flata nianucanun

YnorHosameHa ocoba

iirauifn

Malgorzata Magier-Bugaj 08,05.2024 70471

feHTw
xop 3

TOB Tesa Onepeiiuna Nonawp,
8yn. Eminit Naszep 53, 00-113 Bapwiaea; www.tova.pl
Arlpeca ANA ANCTYDAKHA odiciason b Kparosl: 8y, Morunucbxa 80, 31-546 Hpawos, ten.: +48 12 617 80 Q0, danc:+48 12 411 10 47, emall: krakow@teva.pl

ABDBC g5 ANCTYB aHHA odic | EELT

Iawi dof supoGuuna

B KyTHo: By, Cenxesnya 25, 89-300 Kymio, en.: +48 24 361 33 50, email: kutna@teva.pl
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CEPTUDIKAT AHANIZY

Homep ceptudinary:

MNpoaykT:

HomeHKknaTtypHuii Kopg;

Homep cepii:

Homep cepii 6anxa:
Cnenudikauia/kpaina-imnoprep:
Jara BupobHuuTea:

MpuaarHKi go;

Ceptudinar 40527088

40527088

GIHAENCUH® 400 PETAPA, tabnetiu 400 mr Ne50 Yxp
10009877

16164924

14101724

sDllo02241/22 VYKpaita

15 keiTHA 2024

KBiTeHb 2027

aiHa

MoKkasHuK Bumoru Pesynbrati
3aranbHi BUMoOTH bini abo osTyBaTi, KPYrAl, Nrack TabaeTku ¥ dopmi | Binnosigae
ANCTa  KOHIOWWMHM 31 CKOWeHWMM  Kpaamu,
XpecronogibHolo nidielo posnomy 3 obox cropin, 4
HaciuKamn Ha  BoKosux CTOPOHAX, rAagKowo
NOBEPXHED, UINBHWMW  KpasmMu Ta  OAHAKOBMM
B0BHIWRIM BMrAAaOM.
KomeHtap: nepesipero U. Sawicka
lpeHTudikayia Hapbamazeniny -BEPX Bianosiaae crangapty Bignosigae
laeHTudikayia Kapbamazeniuy - Yo Bianosigae cranpapty Bignosinae
CepenHs maca Tabneriu 588.0 Mr—612.0 mr 600.9 mr
(600,0 mr +2%)
OfHopigHIcTb mack TabneTok He Binbuwe, Hix 2 inauBigyansHi macu BiaxnnaToea | Bignosiaae
Bif, cepeaHbOi mack BinbLe HisK Ha 5% i HOZHa 3 HKX
He BiAXWNAETLCA Biblue Him Ha 10%.
KomeHTtap: 1=592,4; H=612.4
PosuuHerna giloyoi peyosunn
- 4depes 15 XBUAuH 10 - 30 % Big 3asBneHOi KifbKoCTi Kap6amaszeniny
Bignosigae sumaram €ap. ¢. 2.9.3, PipeHs L1,12,13
BignoBigHo Bignosinae
KomeHTap; 19;18;14;13;17;17; A=15
PosuMHeHHs gilouoi peyoBuHK
- Yepes 90 XBUAMH 45 - 65 % Big 3anaBARHOT KiNbKOCT] Ka pGamazenivy
Bignosinae sumoram €sp. ¢. 2.9.3, PigeHs L1, 12, L3
BianosigHo Bianosigae
KomeHrap: 65;63;61;61;63;61; A=62
Po3uunennn gitouol peyosunn
- Yepes 210 XBUAUH He meHwe 70% BiA  3aABneHOl  KinbKocTi
Kapbamaseniny signosigae sumoram €sp. ¢. 2.9.3,
Pisems L1, 1.2, L3 sianosigHo Bianoeiaae
Kometrap: 89;89;88;88;87:87: A=83
Xpomarorpadiuna uucrora (BEPX):
- KapbamaszeniHy enokcug, He 6inbwe 0.2% KomenTap: He suasneto 0.0%
- AKpMOOH He 6inbwe 0.2% KomenTtap: He BuABneHO 0.0%
- AKpUAUH He Ginblwe 0.2% KomeHTap: He euasnero 0.0%
- @-MetunakpuguH He Binolwe 0.2% KomeHTap: Hikue meski BWABAEHHA | 0.0%
- ImiHOCTiNBbRH He 6inblwe 0.2% KomenTap: He sBuaBneHo 0.0%
- 6yAb-aKa Hesigoma gomiwka He Ginbwe 0.2% KomeHTtap: 0.03 0.0%
- 3aranbHUiA BMICT HeBiZoMKX AOMIlOK | He Gibiue 0.5% KomeHrap: 0.03 0.0%
- 3arajbHUiA BmicT Bigomux Ta He 6inbwe 0.5% KomenTap: 0.03 0.0%
HeBifoMKX AoMiLIoK
KinbkicHe BuanauenHs Kapbamaseniny & | 380.0 — 420.0 mr 403.8 mr

TOB Tesa Onepeiiwna Fonang
syn. Emiall Nagrep 53, 00-113 Ba PI3Ba; www tova.pl

Anpeca gna ancrysaunn odic 3aBopg, @ Kpakosl: pya. Moruascuxa 80, 31-546 Kpawxos, von.: +48 12 617 80 00, daxe:+48 12 411 10 47, email: krakow@teva.pl
Aapeca ana aneTyoanna odic Izanen B Kymio: gya, Cennesnua 25, 959-300 Kymito, ven._: +48 24 361 33 50, emall: kutno @teva.pl

{eard dani qupabnurg
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Ceprudikar 40527088

1 tabnetui (BEPX)

KinbKicHe BusHaqeHHs kap6amasenidy |95.0 — 105.0% 101.0%
(8 % Eig 3ansAEHOT KinbKOCT)
Mikpobionoriyna yucrora:
NpoBoAaTs BUMPOBYRAHHA AAA KOMKHMOT Komenrap: He perynapauii Tect -
10-oi cepii abo, Ak minimym, ogun pas Ha
pik He 6invie 1000 KYO/r -
- BarasibHa KiNbKIcTb aepoBHuMx KomeHrap: He perynaprmii Tect
MiKpoopraHismis He Ginbwe 100 KYO/r -
- 3arasnbHa KinbKicTb APIMAMOBUX Ta KomeHTap: He perynsphuit Tect
nniceHesmx rpubis BigcyTha .
- Escherichiacolis 1 r KomeHtap: He perynspHuit tect
BianosigHicte ingueigyansbhot YRaKoBKM| TabAeTKM ynaKkoeaHi & Bnicrepw, aki 3poben; 3 Binnosipae
binoro, Henposoporo NBX/TIBAX//Al honbru, 10
TabneToK B KOXHOMY Bnictepl i 5 Gnicrepis (50
0AMHNLL) YnakoBaHi B KapToHHY KopoORy 3
iHCTpYKUiEto,
KomeHTap: Tepmin npuaatHocti 04.2027
nigreepaKeHo M, Ras
BinnosigHicrs ingueigyansHol YNMaKoBKM| HanBHICTb KOHTPOAIO Neporo BIAKPUTTA — KOpoBKa Bignoginae

3dKNneeHa.

dificHnm a 3aTBEPAXKYI0, L0 HaBeaeHa BuLLe IHGOpPMaLYA € AOCTOBIPHOIO Ta ToUHO, KoHTpoas axocti

AAA uiel cepii 6yno npoeepeHo s nosHiii

BignoBigHoCTi Ao Bumor GMP, wWo BcTaHoBNEH] MicLesum

PETYAATOPHUM OpraHom, Ta 3apeecTpoBarux cneumdikanii KpaiHu-imnoprepa. Pesyabraty TECTYBaHbL
BYn0 posrnaHyTO M BUZHAHG Takumu, Wo BignoeigatoTs 3apeecTpoBaHim cneuudikaLiam.

3atBepaseHo:  Agnieszka Samsonowska
Kpaxis: 08.05.2024, 13:21:52

TOB Teoa Onepefituna Nomang,
sy, Emiall Mnarep 53, 00-113 Bapurasa; www_teva,pl

APECE AAA AHCTYBAHHA 0¢ic | 23004 0 Kpaxoei: nyn. Moruascoka B0, 31-546 K
AApeca AR nuctypannA odic 33804 8 HyTHO: oyn. CeHkeanva 25, 99-300 Kyt

Irurt danl aupoBruxe

Crapwuii paxiseus s 3abe3neyeHHA aKkocTi

Natalia Zdebska-Wojcik
08.05.2024

PaKOB, Yen.: +48 12 617 80 00, darc:+48 12 411 10 47, emailk krakow @teva.pl
0, Yen.: +48 24 361 33 50, emall: kutno@teva.pl
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34

AEPIKABHA CJIYIKEBA 3 JIKAPCHKUIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMY V KHIBCHKIA OBJIACTI

npos. Ceitnuanol Hapii, 3, m.Kuis, 02099, rex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CPIIOY 37078774

BHCHOBOK
PO SIKICTHL BBE3EHOTO B Yxpainy jixapcricoro 3acoby

19.08.2024 Ne 40279/24/10

OIHAENICHH® 400 PETAP)]

{HaiizvienypanHs mxapekkoro 3acoBy srinmo 3 peecTpaniitmm THOCBUIMCHIAM)
TAONETKH NPosoHTOBAHOT AT o 400 MI, 110 10 TaGuerok y 6micrepi; no 5 Onicrepie y xopofii

(epma sunyexy, nosyeanns, sug HaKyBaHHA JIKapesKoro 3acoby)
Homep pecerpaniiinoro nocsizuenns UA/9848/01/02 CTPOK Nif peccrpamiinoro noceigaenns 01.01.2099
Cepis nixapcskoro saco6y Ne 16164924 Kinswicrs ssescioro mixapeskoro sacoby 1522

Bupobuuk TOB Tera Onepeiimms Honaug, Homsma
{naiimenypanms supoBHIKa JUKAPChiOro 3acoly, kpaiua NoxomxeHT)

Bueseno 5 Vipaury Torapucreo 3 o6mesxenoro Binnopipantuicrio "Tepa Yrpaina", igewur.
xop: 34770471
(vathvenyBanns 1a ko 3a CLPIIOY HPHAKYHO! 0COOH abo NpasHLLE, s, [to GaTLKoR] thizuuno

ocobu - munpremua, i Micue HPOMKMBAHHA Ta peccTpauiiinnii HomMep o6mKonol KapPTKH MIATHIIK:
nonarxis abo cepisn Ta nomep nacnopra)

Ipororon risyanuuore konrpomo rix 15.08.2024 Ne 2377/4.

34 pesymeraTaMu  mepkasHoro KOHTPOIIO  BCTAHOBICHO, WO Jikapchkuii 3ac16 Boeseno & Yrpainy 3
ROTPHMAMHAM Bumor sakononascrsa 10RO 3abe3NeTEHHS TKOCT] MIKAPCHKYX 32c0Bin,

JKPATS
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CEPTU®IKAT BIANOBIGHOCT!

JO

1 | Hassa npoaykry GIHAENCUH® 400 PETAP/], TabneTKU NPoAOHIoBaHol Aji no
400 par; Tabaetkn no 400 pmr Ne50
2 | KpaiHa-imnopTep YKpaiHa
3 | Homep peecTpauitinoro UA/9848/01/02
noceigYyeHHA
4 | Cuna/ AxkTueHicTs Kapbamasenid 400 mr
5 | flikapcbka popma TabneTku npoaoHrosarol aii no 400 mr
6 | Posmip i Tun ynakoeKu 10 Tabnevok B 1 6aicrepi, 5 Gaictepis
7 | Homep cepil 16165024
8 | OAava sMpobrHunuTea KBiTeHb 2024
9 | NpugaTHuit 4o KBiTeHb 2027
10 | Posmip cepii 6786 vyn.
11 | BunyweHa KinbKictb 6 786 yn.
12 | Hazsa, agpeca i Homepy niLeHsiit TOB Tesa Onepeiiwnz MonaHg, sya. Morunsebka 80, 31-546
AiNbHKUL BUpoBHUMUTRA | KOHTpoA | Kpakis, Nonbwa
AKOCTI BupobHuua niueHsin: 138/0018/15
(nonepegn GIF-IW- 400/0018/01/545/2W215/14)
13 | Ceptudikaty signosigHocti GMP Homepu ceptvdirarie signosigHocti GMP:
ANA BCIX AiNLHULL BKasaHux 6 rpadi | ISF.405.42,2023.1P.1 ; WTC/0018_01_01/227
12 abo, 3a HasBHOCTI, NocuNaHHA Ha | (nonepeaHii IWSC.405.13.2021.A)E.1 ; WTC/0018_01_01/55
EudraGMPp i IWSC.405.13.2021.AJE.2 ; WTC/0018_01_02/56)
IWSF.405.46.2023.1P.1 ; WTC/0018_01_03/87
{nonepennifi IWSF.405.50.2020.KK.1 ; WTC/0018_01_03/108)
14 | Pesynbratk aHanisis BignogigHo no Cepmvidikaty AHaniay
15 | KomeHTapi/3aysameHHn -
16 | 3anBa npo ceprudikaviio:
AicHnm A 3aTBepAMylo, WO HaBeAeHa BMULE iHopmaLis & AOCTOBIpHOW Ta TodHow, Us cepin
NPoAYKTY 6y/na BMpobeHa, BKAKOYAIOUW NaKkyBaHHA/MAPKYBaHHA Ta KOHTPOAL AKOCTI Ha BUlLe BKa3aHik
AinsHnui  (pinbHULAX) B NoBHIN  BignoseigHocTi Ao eumor GMP, wWo BcTaHoBAeH! mictesnm
PErynATOpHKXM OpraHom, Ta cneundikauid PeectpauiifHoro noceigyeHHa Kpaiuu-imnoprepa abo
cneumpikauiil 40CbE ANA NPOAYKTY, WO A0CAIAKYETLCA. MPOTOKONM BUPOBHUUTBEA, NaKyBaHHA | aHanisy
cepii 6yn0 posrNRHYTO W BU3HAHO TaKkmMM, WO BianosigaoTs GMP.
Cepis 6ynaa BunywWweHa 4419 Npoaany.
17 | KopoGka 70076401
bricrep 70075416 Zepeing & S
IHCTpyKUisA 70076402 / O
18 | MNpiserwe Ta nocaga/asaHHA Ta OnepauiiiHuii meHemxep 3 sabesneuerfisidikocri

Nianwc ocodu, axa signosigae 3a
sunyck cepii / flata nianucanmua

<
o %
YnosHoBaMeHa ocoba - i 18
Q Wﬁ?}ﬂﬂ&’ N
=
5 . o i u‘ :ma“'if‘\'ﬁﬂ'n\ o
Anna Wierzbicka-Kowalik 10.05.2024 W3 uﬂggﬁ?mﬂq £

TOB Tepa Oncpeiiwxa Ronang,

aya. Eminli finrvep 53, 00-113 Bapwana; wawvw.teva.pl
AApECa [AR ANCTYOAHHA odic i 3agon B Kpaxkebl: Bya. MoruauceRa B0, 31-546 Kpakos, Tea.: +48 12 617 80 00, dakc:+48 12 411 10 47, emall: krakow@1eva.pl
Aapeca A auciyoanda odic i 3neoA 8 KyrHo: Bya. CeHresnya 25, 99-300 KyiHo, Tea.: +48 24 361 33 50, email: kutno@teva.pl

Tuwi doni aupoGrura
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CEPTHUDIKAT AHANI3Y

Homep ceptudikaty:

MNpopykT:

HomeHKknaTypHWA Kog;:

Homep cepil:

Homep cepil banka:
Coeundikauis/kpaiHa-imnoprep:
Hata supobHuuTea:

NpuaaTHHin f0;

40527087

CeptudiraT 40527087

$IHMENCHAH® 400 PETAPA, Tabnerku 400 mr Ne50 YipaiHa

10009877

16165024

14101824
SDI002241/22 Ykpatna
16 KBiTHa 2024

KBiTeHb 2027

TToXasHUK Bumoru PazynbratH
3arajbHi BUMOTrY Bini abo woBeTYBaT], KPYrAi, NAacki TabneTkn v dopmi | Bignosigae
NUCTa KOHIOWWHKM B3I CKOWEeHWMKM  Kpasmu,
xpectonodibHaio niHielo pozaomy 2 obox cropid, 4
HaciykamM  Ha  OCKOBMX  CTOpOHaX, [/AagKoM
NOBEPXHEH), LiAbHAMY Kpaamu Ta OfHAKOBUM
30BHIWHIM BUrNALOM.
KomeHTap: nepesipeHe U. Sawicka
lnenTudikayia Kapbamaseniny -BEPX Bignogigae craHgapTy Binnosinae
|aerTHdikaLia KapSamasenidy - YO Bianosinae craHmapty Binnoeinae
CepepHa maca 1abaetTku 588.0 mr—612.0 mr 600.2 mr
(600,0 mr #2%)
OpaHopigHicTe macK TabaeToKk He Biablue, Hix 2 HgMBigyanbHi mack BigxmnaioTeca | Bignorigae
Big, cepeHbol mack Binobwe Hixx Ha 5% i o4Ha 3 HKWX
He BIAXWAAETBECA Binble HiX Ma 10%.
KomenTtap: L=591,1; H=611.6
PO34MHEHHA BI040l pevyoBUHK
- Yepes 15 XBUAKH 10 - 30 % Big 3anBneHol KinbKocTl KapbamaseniHy
Bignosigae sumoram €ep. ¢. 2.9.3, Pigenb L1, L2, L3
BignosigHo Bignosigae
KomewTap: 16;17;16;17;18;14; A=17
PosyuHeHHa allodol peyoBUHK
- yepes 80 xBUAMH 45 - 65 % Big 3aABneHOl KinbKocTi kapBamaseniHy
gignosifac eumoram Eep. ¢. 2.9.3, PieeHb L1, L2, L3
gignosigHo Bignosigae
KomenTap: 60;59;60;61;64;58; A=60
PosuMHeHHA 4ilo4ol pedoBruHK
- vepe3s 210 XBUAKH He meHwe 70% Big  3aseneHol  KinbKocti
kapbamasenidy Bipnosinae sumoram €sp. &. 2.9.3,
Pisenb L1, L2, L3 BignosigHo Bianogipae
KomeHrap: 86;85;85;85;87;85; A=85
Xpomarorpadiuna yucrora (BEPX):
- KapbamazeniHy enokcng, He Ginbwe 0.2% KomeuTtap: He BuABAGHO 0.0%
- AKpUIOH He bBinbwe 0.2% KomeHTap: He BUABAEHO 0.0%
- AKpUAWH He Binbwe 0.2% KomeHTap: He BUABACHO 0.0%
- 9-MeTnnakpranH He Binblue 0.2% KomeHTap: Hyue meri BuasnenHa | 0.0%
- ImiHocTinebeH He Binbwe 0.2% KomeHTap: He BWABAESHO 0.0%
- ByAb-fIKa HesigomMa foMilLKa He Binbwe 0.2% KomeHTap: 0.04 0.0%
- 3aranbHUI BMICT HeBigomMx gomiwok | He Binswe 0.5% KomeHTap: 0.04 0.0%
- 3arafibHMi BMICT BIAOMUX Ta He 6intiwe ¢.5% KomenTap: 0.04 0.0%
HeBiAOMMUX AOMILLOK ‘
KinbiicHe BM3HadeHHs Kapbama3senidy s |380.0 — 420.0 mr 403.2 mr

TOB Teoa Onepeiiwna Nonana,
gyn. EMEall Nasrep §3, 00-113 Sapwaes; www.teva.pl

ABpECa ANA AKCTYBAKHA odlc | 23004 B Kpakook: Bya, Morrnycsxa 80, 31-546 Kpakos, Yea.: +48 12 617 8O 00, daxe:+48 12 411 10 47, email: krakew@teva.pl
Agpeca ans nucrysanna odlc | 2ason s Kymio: sy, Cenxkennua 25, 99-300 HyTso, ven.: +48 24 361 33 50, emall: kutno@teva.pl

Itul domi aupoBrue
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%@W’@ Ceprudikar 40527087
1 tabnetn (BEPX)
KinbKicHe BusHaueHHA kapbamasenidy |95.0 —105.0% 100.8 %

(B % Big 32AB/1EHOI KinbKOCTi)

Mikpobionoriuna uucrora:
MNposoasTk sBUNPOBYBaHHA 4AR KOMHOT
10-oi cepii abo, AK MiHiMYM, 0AWH pa3 Ha
piK
- 3aranbHa KinbKicTb aepobHux
mikpoopraHismie
- 3aranbHa KiNbKICTb JpiKIHOBUX Ta
nniceHeBux rpubis
- Escherichiacolis ir

KomeHTap: He peryaapHuii Tecr

He 6inbiie 1000 KYO/r
KomeHTap: He perynsapHwii Tect
He Binbiue 100 KYO/r
KomeHTap: He perynapHWi Tecr
BiacyTtHa

KomeHTap: He perynapHui Tect

BignosigHicre iHAMBIAYaAbHOT YyNaKoBKK

TaGnerkm ynakosaHi B GaicTepy, aAki 3pobaeHis
binoro, Henpozoporo NBX/NBAX//Al donbri, 10
Tabnetok B KOXHOMY OaicTepi i 5 6aicrepis (50
OfMHWLL) YNaKoBaHi B KaPTOHHY KOPoBKY 3
iHCTPYKUiEto,

KomeHtap: Tepmid npuaarHocri 04.2027
nigreepmxero M, Ras

Bignosipae

BignosigHicTk IHAMBIgYaAbHOT YNaKoBKK

HaaBHiCTb KOHTPO/O NEPLIOTO BigKPUTTA — Kopobra | Bignosigae

3aKneeHa.

LiiicHnm 7 3aTBEPAKYIO, L0 HABEAEHA BUle IHbOPMaLLIA € AOCTOBIPHOW Ta TOMHOK. KoHTponb AKOCTI
ANA Ujel cepii 6yno nposeAeHo B NOBHIK BiANOBIAHOCTI 40 BUMOTr GMP, Wo BCTAaHOBAEGH! micueBum
PETYNATOPHMM OpraHom, Td 3apeecTpoBaHMX cneundikauiid kpafHu-imnopTepa. Peay/isTaTi TecTyBaHb
6YyN0 PO3INAHYTO M BUBHAHO TAaKUMMU, WO BiANOBIAAIOTb 3apeecTpoBaHim creuudikaliam.

3aTsepaeHo: Agnieszka Samsonowska
Kpawris: 10.05.2024, 13:16:15

Lieit goxymenT ByB 3aTBEpAMKEHWHA B @NEKTPOHHOMY BUMAA], BRacHopyy

TOB Tesa Onepefiwns Nonang
sy, Erinii Nagrep 53, 00-113 Bapwaed; www.teva.pl

Crapluwii daxiselp 3 3adesneueHHs AKOCT]

Natalia Zdebska-Wojcik
10.05.2024

| EHTI

ey
«on 34770477
dl

Anpeca Ana nucTysanuA ofic | zanen, B Kpakooi: eyn, Morvasceia 80, 31-546 Kpakos, Toa.: 48 12 617 80 00, daxci+48 12 411 10 47, email: krakow@teva.pl
ALPOCA ANk AKCTYSaItHA adic | 3oeon B RyTHo! ayn, Coxuennsa 25, 99-300 Hytxo, vea.; +48 24 361 33 50, email: kutno@teva.pl

D] dawi oupabiusg

Crop. 323




iy

HEPKABHA CJIYXBA 3 JIKAPCBEKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMY ¥ KHIBCHKIHA OBJIACTI

npos. Ceitanynoi Haali, 3, m.Kuig, 02099, ten/baxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €OPIIOY 37078774

BUCHOBOK
PO SKICTH BBE3eHOro B YKpainy ikapchroro 3acofy

19.08.2024 Ne 40278/24/10

CIHJIEIICHH® 400 PETAPJT

{Haiivenysaiiig mikapeskoro sacoBy arimio 3 peecTpauiiinmM HocimueHgA)
Tabaerky npoJoHroBanci aii me 400 mMr, no 10 Tabaerox y 6nicrepi; mo 5 Oaicrepis y xopo6ui

(hopma pumycky, KO3YBANHY, BUR NAKYBAHHA JNKAPCHKOTG 3ac06Y)
Howmep peecrpauifinoro nocsinuenns UA/9848/01/02 crpox nit pecerpauiiinoro nocsinuers 01.01.2099
Cepis mixapesxoro 3acoby Ne 16165024 Kinbkicrs BBe3enoro sikapesxoro sacoby 6786

Bupofimx TOB Tepa Onepeiiuz Ionany, Ionsma
(maitvenysarns Bupouika nixaperkoro 3acofy, KpaiHa NOXOAMEN)

Bseseno B Yrpainy TorapucTRo 3 06MexkeHO0I0 BinnosinansuicTo "Tesa Yxpaina", inenr.
xon: 34770471

(Haitmenysanna Ta xox 3a CAPTIOY ropuanunol ocoty abo npispuiLe, iM'T, N0 BarekoR thHunOl
ocoBH - nignpHentls, i Miciie TPOKHBAKHA T4 peccTpaLlinnii Homep ob6MKOR0T KapTKH MIaTHHKA
nonatkis 260 cepit Ta HoMep NacnopTa)

fIporoxon eizyannitere xonrpomo nig 13.08.2024 xe 2377/3.

32 pesyNbTATAMHM JIEpHABHOIG KOHTPOMIO BCTAHOBAEHO, MO Jjikapcexuil 3ac16  BBEseHO B Yipainy 3
DOTPAMAHHAM BHMOT 3aKOHONABCTBA WOA0 3a6e3neuen s AKOCTI AIKAPCEKHK 3acobis.
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CEPTUSGIKAT BIANOBIAHOCTI

"

1 | Hasea npogykTy GIHNENCUH® 400 PETAP[, TaBneTkn NpoaoHrosaHoi ail no
400 mr; TabneTku no 400 par NeSo
2 | KpaiHa-imnoprep YKpaina
3 | Homep peecrpauiiinoro UA/9848/01/02
Noceia4YeHHR
4 | Cuna/ AKTHUBHICTB KapbamazeniH 400 mr
5 | MikapceKka dopma TabaeTin NPoNOHTCBaHOT Aji No 400 mr
€& | PoamipiTun ynakosku 10 tabnetok 8 1 6nicrepi, 5 Gaicrepis
7 | Homep cepit 16281324
8 | Aata BupobHuuTea yepeeHbL 2024
9 | Npuaateuid oo yepseHb 2027
10 | Pozmip cepii 6 914 ym.
11 | BunyuweHa KinbKicTs 6 914 yn,
12 | Hassa, agpeca | Homepu niLeHsiid TOB Tesa OnepelwHs NonaHg, ByA. Moruabcbka 80, 31-546
AOinbRULL BUpobHMLUTEE | KoHTpoaw | Kpawie, Monblwa
AKOCTI BupobHuua niuensia: 138/0018/15
{nonepenHa GIF-IW- 400/0018/01/545/7ZW215/14)
13 | CepTudirkaTu BignosigHocti GMP Homepn ceptudiraris signosigHocti GMP:
L4NA BCiX AiNbHUlLb BKasaHuX B rpadi | 1SF.405.42.2023.1P.1; WTC/0018_01_01/227
12 abo, 3a HassHoCTI, NOCcKAaHHA Ha | (nonepeaxii IWSC.405.13,2021.AJE.1 ; WTC/0018_01_01/55
FudraGMP i IWSC.405.13.2021.A1E.2 ; WTC/0018_01_02/56)
[WSF.405.46.2023.1P.1 ; WTC/0018_01_03/87
(nonepeapii IWSF.405.50,2020.KK.1 ; WTC/0018_01_03/108)
14 | PeaynbTati adanizis BianosinHo ao Ceptudikaty AHanisy
15 | KomeHTapi/zayBameHHn Pefakuia 2 3a paxyHor Kopekyil COA B YacTUHi yTOUHEHHA
OWiHKM Pe3y/bTaTIB po3UMHEeHHA
16 | 3aaea npo ceptudikayio:
AiicHvim A 3aTBepAKYI0, WO HaseaeHa Bulle HDopmauis & AoCToBIPHOW Ta TouHOW0. LA cepis
NpoAyKTy Byna BupobaeHa, BKAKOYAIONM NaKYBaHHSA/MapKYBaHHA Ta KOHTPOAL AKOCT] Ha BuMLLLe BKa3aHii
AinbHuui  (AinbHuuAX) B noBHil  eignosigHocti Ao eumor GMP, WO BCTAHOBAEHI micLesum
PeryaATopHAm opradom, Ta creuudikauil PeecTpadiiiHoro noceig4yeHHA Kpainu-imnopTepa abo
cnelpmikalliii Aocbe ANA NPOAYKTY, WO ACCAIAMYETLCA. [IPOTOKOAM BUPOGHULTES, NakyBaHHA | aHanizy
cepii YN0 poarIAHYTO 1 BU3HAHO TakMMK, WO BianosigaTs GMP.
Cepin 6yna BunyweHa 418 NpoAaNy.
17 | KopoBka 70076401
Bnictep 70075416 ZWpBiHE &
IHCTPYKLjiA 70076402 7 g oy
18 | Mpiserie Ta nocaga/asaHnHA ta Crapiwuii paxiseub 3 sabesneyents akglCry NS
RNianuc ocobu, sra signoeigae 3a YnosHoBaMeHa ocoba : ((TE‘B_A An ?;,
BUNyCK cepii / AaTta nignucaHHs g B’T&Pﬁlﬂ e
Malgorzata Magier-Bugaj 13.09.2024 %‘9 mf:;gq;\;;\ggmu A o
(A )
W/

TOE Tesa OnepeiiwHz Nonang

syA. Esminii Naarep 53, 00-113 Bapwaea; www.teva.pl
Angeca AnR AKCTYDaHHA odlc | aaeon o Kpaxosl: eyn. Morrabceka 80, 31-546 Kpakop, 7en.: #48 12 617 8D 00, dakc:+48 12 411 10 47, emall: krakow@teva.pl
Anpeca Ana auctyeaHeA odic | 1ason 8 Kyteo: Byn. Cenxenmva 25, 99-300 HyTho, Ten.: +48 24 361 33 50, email: kutno@teva.pl

Irwrf anl cupobruno

14 03 25




tevd

CEPTUDIKAT AHANIZY

Homep ceptudixary:

MpoayKT:

HomeHKnaTypHiii Koa:

Homep cepit:

Homep cepil Ganka;
Cneuundirauia/kpaiHa-imnoprep:
Jara BupobHuuTEa:

Ceprubinar 790000375110

730000375110

®IHAENCUH® 400 PETAPS, Tabnetku 400 mr No50 Ykpaina

10009877

16281324

14166024
SDII002241/22 Yxpaiua
26 4yepBHA 2024

MpuaatHWit go: yepBeHs 2027
lNoKazHUK Bumoru Pesynabtatn
3aranbHi BUMOTH Bini abo woeTyeaTi, Kpyral, nacki Tabaerky y dopmi | Bignosigae
AKCTa  KOHIOWMWHKU 31 CHOWeHWMMW  Kpaamu,
XpecronoaibHolo niHielo posnomy 3 oBox cropiH, 4
HaciHkamu Ha  GOKOBMX  CTOpPOHAX, [A3HKOK
NoUBepXHew, UiAbHUMK Kpaamu Ta  O4HaKOBWM
30BRILUHIM BUCAAZOM.
KomeHrap: nepeeipeHo K.Szuster-Herjan
laeHTHdikauia KapBamaseniny -BEPX Bignogigae craHgapty Binnosinae
|aentndikauia Kapbamaseniny - YO Bianoginae craHpapry Bignosigae
CepepHs maca 1abnetku 588.0 mr—612.0 mr 599.4 mr
{600,0 mr +2%)
OpaHopigrHicTe macu Tabhetok He 6Ginblue, HixX 2 iHaMBiayanbHi macu siaxunaioTees | Bignosiaae
BifZ cepeaHbol mack Binblue Hix 1a 5% i oaHa 3 HUK
He BigXUnAeTbea Ginble HiX Ha 10%.
KomeHTap: L=587,7; H=608.2
Po3unHeHHs giwovol pevyosuHy
- yepes 15 XBUAUH 10 - 30 % Big 3anBneHol KinbKocri KapBamaseniny
Bignosigae sumoram €ep. ¢. 2.9.3, Pisens L1, L2, L3
BianoeigHo Bianosinae
Komentap: 22;19;19;20;15;20;16;18;18;17;13,16;
A=18
Po3HuHeHHA gitouol peuoBrHYK
- 4epes 90 XBUAUH 45 - 65 % Big 3aABneHol KinbkocTi KapGamaseniny
signosinae sumoram €ep, §. 2.9.3, Pisens L1, L2, L3
BianosigHo Binnosigae
Oosruii Tekcr: 65;64;66;67;62:64,59;60;58:61;54;58
A=b61 peaynbTaTH BignoeigaoTs Bumoram cragji 2
Po3uMHEHHA AiloYyol peqoBrHK
- yepe3 210 XB1AMH He meHwe 70% Blg 3adBneHol  KinbKocTi
KapbamaseniHy Bignoeigae Bumoram €sp. ¢. 2.9.3,
PiseHsb L1, L2, L3 signosigHo Bignosinae
Komenrap: 87;88;90;91;88;88;84;85;85;85;82;83;
A=86
XpomarorpadiuHa unctora {BEPX):
- KapBamaszeniny enokeung, He binbiie 0.2% KomeHTap: He BUARAEHO 0.0%
- AKpMacH He 6inbwe 0.2% KomeHTap: He BUABAEHO 0.0%
- AKpUHALKH He Ginbwe 0.2% KomeHTap: He BuABAEHO 0.0%
- 9-MeTunakpuauH He binbwe 0.2% KomeHTtap: HuMue mexi suasnerHa | 0.0%
- ImiHocTinbGeH He Ginbwe 0.2% KomeHTap: He BUABAEBHO 0.0%
- ByAb-AKa HeRiAOMa AOMILLKA He Ginbwe 0.2% Komewrap: 0.03 0.0%
- 3aranbHWi Bmict Hesigomux Aomiiok | He Ginblie 0.5% KomenrTap: 0.03 0.0%

TOB Tesa Onepehiwnz Nonang
gya. Erinil fnarep 53, 00-113 Bapwasa; www.teva.pl

AfRPEca ANA nrCTYBaHHA odic] 3asog e Kpaxosl: ayn, Moruasckra B0, 31-546 Kpanos, ven.: +48 12 617 80 00, dauc:+48 12 411 10 47, email: krakow@leva.pl
Anpeca AnA nucTYBRHHA 0ic 1 3aon © HyTro: Byn. Cenreewuua 25, 93-300 Hytno, Ten.: +48 24 361 33 50, email: kutno@teva.pl
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%@Qé@ Ceprudikar 790000375110

- 3aranbHWiA BMICT BigomUX Ta He Binblue 0.5% KomenTap: 0.03 0.0%
HEBIOOMUX A0MILIOK
KinbKicHe BuzHayenHa kapbamaseniny 8 | 380.0 — 420.0 mr 388.2 mr
1 rabnerui (BEPX)
KinbkicHe BU3HaueHHA kapbamazeniny | 95.0 — 105.0% 99.5%
(B % Big 32ABACHOI KinbKoCTI)
Mikpobionoriuna uucrora:
fpoBoAATE BUNPOGYBAHHA ANA KOXHOI | KomeHTap: He perynapuii Tect =
10-oi cepii abo, Ak miHiMmym, 0aKMH pa3 Ha
piKk He 6inbwe 1000 KYO/r -
- 3arafbHa KinbKicTk aepobHmMx KomewTap: He peryaaphuii Tect
MikpoopraHismie He Binbue 100 KYO/r -
- BaranbHa KinbKicrb ApimkaKOBUX Ta KomeHTap: He perynapHuid Tect
nniceHeBUx rpubis BiacyTHa -
- Escherichia colis 17 KomeHTap: He perynaptinii Tect
BianosigHicTe inaMsiayanbHol ynakosku| TabneTkn ynakosaHi 8 Gaicrepu, aKi 3pobneHi 3 Bignosigae
6inoro, Henpozoporo MBX/NBAX//Al donbru, 10
Tabnerok B KoxHomy Bnictepi i 5 Bricrepis (50
OAMHWLL) YNIAKORAHI B KapTOHHY KOpOGKY 3
iHCTpYKUjeto,
KomeHrap: Tepmin npuaatHocti 06.2027
nigraepiero T.Bodziony
BignosigHicte iHaWBlAYanbHol ynakosky| HassHicTs KOHTPOIK NepLUoro gigkpuTTA — KopoGxa | Bianosigas

3aK/sieeHa.

AilicHum A saTeepamyo, Wo HaseaeHa BuLle iHpopmaua € JOCTOBIPHO Ta ToYHOK. KoHTPoAbL AKacTi
AnA Ujel cepil 6yno nposedeHo & nosHill BignosiakocTi 4o sumor GMP, wo ecraHosneHi micuesum
PEMYAATOPHWM OPraHoM, Ta 3apeecTPOBaHUX cneundikauiil kpaiHu-imnoprepa. PeayastaT TecTyBaHs

Bys10 poarAHYTO M BUSHAHO TaKMMM, WO BiANoBigaoTL 3apeecTpoBaHMm cneyrdikatiam.

3areepaskeHo: Agnieszka Samsonowska Crapwnit baxiseup 3 sabesneyeHHA axKocti,
Kpakis: 13.09.2024, 11:55:05 ynosHosaeHa ccoba
Malgorzata Magier-Bugaj
13.09.2024

et fokymeHT OyB 3aTBepAKEHMI B NeKTPOHHOMY BUT/IAL], BAACHORY

N inenT
S, yond

477047'\ &
)

TOB Tesa Oncpefilns Nonasvg,

oyA. Eminll Mansep 53, 00-113 Bapwasa; www.teva.pl

Aapeca aaa AMCTYaanHA odic | 3804 B Kpakosi: Bya. Morunbeuka 80, 31-546 Hparas, Ten.: +48 12 617 80 GO, daxc:+48 12 411 10 47, emall: krakow@teva.pl
Aapesa AfA AutTyBaHni odic | 3ason B Kyrno: yr CexkeBnua 25, 99-300 Kytno, ten.: +48 24 361 33 50, emall: kutno @teva.pl
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AEPXKABHA CIIYVKBA 3 JIKAPCBEKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM ¥V KUIBCHKIA OBJIACTI

npos. Ceitmuunol Hanii, 3, m.Kuie, 02099, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOV 37078774

BHUCHOBOK
npo AKICTH BBE3EHOr0 B YKpainy nikapchKoro 3acody

28.10.2024 Ne 53893/24/10

OIHIENCHH® 400 PETAPT

(mafiverysaimnis nikaperkoro 3acoBy 3rigio 5 peeCTPAUTHHIM NOCEI )
Taburerkn nposonrosanoi aii mo 400 mr o 10 Tabmerox y Giicrepi; mo 5 OJaicTepis y kopobui
(thopma Bunycxy, fo3yBAHHA, BHX NaKyRAHHA MIKADCEKOLG 3acoby)

Howmep pecerpaniiinoro nocsiguenns UA/9848/01/02 crpox aii peecrpaniinoro nocsiguenns 01.01.2099
Cepis nixapceroro saco6y Me 16281324 Kinexicrs BBesenioro nixkapesxoro 3acoby 6914

BupoBGuuk TOB Tepa Onepeitirus Honann, ITonsma
(aiimenyBanua BUpoGKa Mikapcrkoro 3acoBy, KpaiHa OXOMKEHNN)

Brezeno s Ykpaiy Torapuerso 3 o6mesxenoro pifnosizankmicrio "Tera Vrpaina", igenr.
ko 34770471
(uajimenysanns a koa sa CHAPTIOY wopranunot oco6u a6o npi3BHLLE, IM'A, N0 GaTekobi disuynol

0coBH - nignpseMud, ii Micue nposxusaHia Ta peccrpanifiumii noMep o6nixonol KapTicH nnathiks
IIOAATKIB 260 cepis Ta HOMep macnopra)

TIporoxon eisyaaniore kourpomo sig 21.10.2024 N 3219/3.

3a  pesyabTaTaMM  AEPIKABHOTO KOHTPONIO BCTAHOBNEHO, WO nikaperkmit  3aci6  pBezeno B Vkpainy 3
AOTPHMAHHIAM BUMOr 3aKOHOJABCTBA 10RO 3a6€3MEUEHHS FKOCT] Tmixapchkux 3acobim,

Biktop CTEGKIBChKHM

{infuiann Ta npitayue)

it

|penTudike
" on3477047
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