Meprne MmEX
MATBEPAXEHHA BUNTYCKY

KpafHa:

3aMOBHHMK:

Mpoayxr:

Homep cepii:
MepauHHa ynakoska:
Mepknae Homep cepil:
CAN Homep:
Nikapceka popma:
AKTUBHWI iHrpeaienT:
Cuwna aii:

YmoBu 3Gepiratnn;

Homep pecctpauiiinoro NOCEig4@HHA:

Pozmip cepif rotosoro APOAYKTY:
Homep niuensir;

GMP ceprudinar:

NPE3EHTALIA NPOAYKTY

®opma ynakosku:

BropuHHa ynarkoars HOMep cepii:
Tovatok nakysanma;
33BePWEHHA NaKyBaHHA:
Kopobka:

IHCTpYKLjiaA:

BupoBHuk cepil «in bulk»:

fakysanbHWK, KOHTROL AKaCTI:

BHpoBHUK arTUBHOT pPeyoBMHIA:

Bignosigansnauii aa BUMYCK:

HOAHWX CYTTEBUX YW KpuTHuMX siax

Lin cepia eunywena aaa Toprisai.

Hata/Yac:
SaTaepamero: Cynthia Maehnert,

HAEHb,

Aanvm a aateepaxyio, wo HaBeOeHa BMILe
NaKyBaHHA/MapKYBaHHR Ta KOHTPOAL AKOCTI Ha BMue gxasaHiii AinAnui {pinAnkax) 8 nos
BCTaHoBARHUX €C, Ta B BignosigHocT 80 creumdikauiit Toprosoi niugHsir Kpainu-imnoprepa.
Ta aHanisie cepif byno PO3CNAHYTO Ta BU3HaHO BignosigHicTs 3 GMP.

12.07.2024 / 07:09:05 CET

27

Yupaina

Tesa

NIBMHONPUA-Tesa, TaBhetku no 10 mr, N230 (3 Gnicr. X 10 Ta6a.)
B62537F Hara BupoBHuuTea: 06.2024
B62537F TepmiH npugaTHocTi: 06.2028
B62537F

275596

Tabaerkn
flizuHonpuay aurigpar
10 mr

He noTtpeBye cneuianbHux ymoB 36epirandn

UA/1572/01/03

65.640,000 ynakoBsor

DE_BW_01_MIA_2023_0121/DE_BW_01_Merckle Weiler
DE_BW_Ol_MIA_2023_0120/DE_BW_01_Merckle Ulm
DE_BW_01_MIA_2022_0088/ DE_BW_01_iMerckle Blaubeuren
DE_BW_01_GMP_2023_0108 — Aitounit (BnayBotipen)
DE_BW_01_GMP_2023_0201 — Allouuii (BnayGolipen, paiion Beiinep)
DE_BW_01_GMP_2024 0078 — Afrounii (Yanm)
DE_BW_01_GMP_2023_0202 — nonepeaHii {Ynsm)
DE_BW_01_GMP_2023_o0087- nonepeaniih (BhayBoiipen, paion Beiinep)
DE_BW_Ol_GMP_2021_0173 ~ nonepegHii (brrayboiipet)

Poamip ynakosku: 30

30 Tabnertok/BricTep

B62537F

02.07.2024

03.07.2024

5276891.04-UA

276896.06-UA

Meprne M6X

Moagir Mepkae LWitpacce 3
89143-bnayGolipen, Himeyuura

Mepkne M'meX

I'pag-Apro-Ultpacee 3

89079-¥Yabm, HimeuunHa

aL3AH Xyaxaii Gapm, Ko., Nrg,
“YyaHHaHb Ne 1 Bpany Pakropi
317016-Ninxais, npogiHuin Ywauann, Kutaii
Mepxne FmeX

Nonsir Meprne Ukrpacce 3
89143-BbnayGoiipen, Himeyunna

WG MOMYTb BNAMBATH HA BUAYCK Cepii He Byno sapeecrposap®
indbopmatin ¢ ACCTOBINHOIO Ta TOMHOID. LA cepin npoaykt

annin g
rpuiiikeuinnmit g
Bt;n 34770471 y.

YnoeHOBameHa ocoba

JokymenT 3ateepasrero o ENEXTROHHOMY BUFASA] 3 @ABKTPOHHUM nignkcom

Mepxne TmBX
Mpad-Apro-Uirpacee 3
D-89079 Vnem

Crop. 132
Mepune cepla/Homep B62537F / 275595
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Mepkne TmbX

YipaiHa
CEPTHUDIKAT AHANIZIB
Aara BupoBRuLTaa TepmiH npupatHocT Bepcia
06.2024 06.2028 01
Cepia Cepin samoBrmnka  Cepisn npoaasun
B62537F
KonTponsha napria
202404020862
1D npoayxTa Crieymdikanis
L090 L090-M-F24
NISUHONPUN-Tesa, Tabnetky no 10 mr, Ne30 {3 6nicTepa x 10 ta6a.)
Bunpobyeauus Cneuudpikauin Pesynbratu
3arancHi ra cnieumdivui BnacTHsocT
*  Onuc Ceitno-pomesi 3 HeoaHopigHuM 3abapanexHam,
&Kpanuacti», kpyrai, spoonykni Tabneiy s AiHiewo
pozARoMY Ha 0ARIl tTopokl,
(OiameTp: 7,0 mm) Bianosigae
*  Cpegds maca 140 par + 3% 141,5 mr
Y BiacoTKax 97-103% 101 %
*  CrifikicTb no posgasnBaHHs 40-90H 71H
s CTwpamicTs =1% 0,0 %
laentudikauin
+  flisavnonpun (BEPX) Yac yTpumysaHHs Bianoeigae CTaHpapTy Bignosigae
*__ JlisnHonpua (Yo-Buga.) CnenTp signosigae cTaHaapTy Bignosigae
laentudikauin ana 6aperuxis
*  bBapsHvikK oKcuay 3anisa {tonsopoea p-uja) HepeoHe 3aBapsneHHs: NnoauTHaNa He pymiHne
BUNPOBYBAHHA
BunpobyeaHHa Ha XimiuHy uncrory (BEPX)
*  Oxpema sigoma gomiwka £0,3% <0,10%
* Okxpema Hegigoma gomiwxa =02% <0,10%
* _ 3aranbHi gomimku 5s05% <0,10%
Bmict/Tabnerxa
*  Jflisuronpun (BEPX) 10,0 mr £5 24 9,92 mr
Y Bijcorkax 95-105% 99 %
OpHopigHicTe sozo0BaRNX oAMHKULB (OB)
¢ JlisuHonpun (BEPX) NoeuHKHa BignosigaTy
Eep. ¢. 2.9.40
L1=15,0% AV
L2 makcumanbHo Aonyctumuii aiarmazoH 25,0 % Bignosigae
*_ NpuiinatHe snavets (L1) AV 215,0% 4,6 %
Posqutenns (BEPX)
*  fliauHonpun Q=80% uyepes 30 XBMAMH
Ouinka signosiaHo go Eep.Papm. 2.9.3 99 %
BunpobysarHa Ha BionoriuHy Geaneky
*  MikpoBionoriuHa yucroTa Esp.Papm.5.1.4.
Esp.®apm. 2.6.12 TAMC: < 10° KYO/r
€8p.®apm. 2.6.13 TYMC: < 102 RYO/r e PYTUHHe
E.Coli: sipcyTHa/r NpobyBaHHA

Cepia Bysa su3Hana signosigHow cneyndixadiji,
Hara/Yac; 12.07.2024 / 07:09:09 CET

3areepamero: Cynthia Maehnert, YnosHuosamena ocoba
Ueil AoRyMeHT cTBOpenuii B ENIGKTROHHOMY BUrNAA] 3 @RKTPOHHIUM Nignncom,

el

IRGHT! 77047

Meprne TmBX
Tpad-Apko-lWhpacce 3
D-88079 Ynbm
QO-RST@teva. de




gy

AEPIKABHA CIIYXKBA 3 JIIKAPCHKHX 3ACOBIR TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KHIBCBKIN OBJIACTI

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

BHCHOBOK
NIPO SIKiCTH BBE3€HOr0 B Yxpainy sikapeskoro 3ac00y

01.10.2024 Ne 48204/24/10

JISHHOIPHII-TEBA
(HaiiMenyBaHusa rikapcrkoro 3acoby srinie s peecrpauitnim TIOCRIiUEHITAM)
Ta6aerxH o 10 mr; mo 10 Tabuaerok y Guicrepi; mo 3 Oaicrepn y wopo6ui
(bopma munycxy, nosysanms, sy HAKYBAHHA NKApCLKOro 3acoby)

Homep peectpaniiinoro nocsiggenns UA/1572/01/03 CTpOK Ail peectpanifinoro nocsimenns 01.01.2099
Cepia nikapeskoro 3aco6y Ne B62537F Kinexicrs BRe3cHOTO NiKapcskoro 3acoby 69640

Bupo6umx Meprute I'm6X, Himeyunma
(vaitvenyBanns BupoGuka nixkaperkoro aacoby, Kpaiua MOXOHACEHHA)

Breseno » Vipainy Tosapucrro 3 o6Mexenoro BiNnoBipaxbuicrio "Tepa Yepaina", inenr.
xop: 34770471
(natimenyranns Ta kog 3a CAPIIOY tophaKuHOT ocofr abo npizsrute, iv'a, o GaThrOD] disuunoi

ocofu ~ mignpuesus, i micue NposHBANHA Ta peccTpauilinmii nomep o6nikosot KaDTKH IUTATHHKA
noxatkin abo cepin Ta HOMECP TachnopTa)

Iporoxon eisyaisnoro xonrpomo six 24.09.2024 Ne 2866/4.

3a pesynsratamu  Hepxasmoro KOHTPORIO  BCTAHOBMNEHO, WO Jikapchkuil 3aci6 Bsescro g Yxpainy 3
AOTPHUMANHAM smvor 3AKOHOAABCTRA IGO0 3a6e3MeueHNT AKocTi Jixaperkux 3acobis.
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Meprne TmbX
AIOTBEPOMXEHHA BUNYCKY

Kpaixa:

3amoBHYK:

Mpogykr.

Homep cepu:

MepBUKHE ynaxkosxa:

Meprae Homep cepil:

CAN Homep:

Nikapcora popma:

AKTUBHWI iHrpeafeHT:

Cwna gil:

YmoBwy a6epiraHyna:

Homep peecrpauriidoro nocsiguenna:
Poamip cepit rotosaro NPpoOOYKTY:
Homep muensii-

GMP ceptudikar:

NMPESEHTALIA NPOOYKTY

YrpaiHa

Tesa

NIBUHONPUI-Tera, TabaeTky no 10 nr, N30 (3 6aicr, X 10 1a6n.)
C53510€E [Jata BupobHuLTEa: 02.2025
C53510E TepmIH NpMAATHOCT: 02.2029
C53510E

275596

Tabnetku
Jlizunonpuny gurigpar
10 mr

He notpebye cneujansHux ymos 36epirannn

UA/1572/01/03

50.960,000 ynakoBox

DE_BW_01_MIA_2023_0121/DE_BW_01_Merckle Weiler
DE_BW_01_MIA_2023_0120/DE_BW_01_Merckle Ulm
DE_BW_01_MIA_2022_0088/ DE_BW_01_Merckle Blaubeuren
DE_BW_01_GMP_2023_0108 — pjtounii {BnayBolipen)
DE_BW_01_GMP_2023_0201 — ajiounti {BnayGoiipeH, palion Beitnep)
DE_BW_01_GMP_2024_0078 ~ gutounii (Y nbm)
DE_BW_01_GMP_2023_0202 - nonepeaniii {Ynem)
DE_BW_01_GMP_2023_0087- nonepeaHii (ErayGoiipe, palion Belinep)
DE_BW_01_GMP_2021_0173 — nonepegHiit (Enaybokipen)

Posmip ynakosku: 30

Hopma ynakoBku: 30 Tabnetok/Baicrep
BTopyHHa ynakoeka Homep cepilt (53510

MoYaTok NakysaHHA; 12.03.2025
3aBeperHA nakyBaHHA: 12.03.2025

Kopobka:
IncTpyRUin:
Bupobrmk cepit «in bulks:

$276891.04-UA
276896.06-UA
Mepkne rmsX

fiopsir Mepkne Wrpacce 3
89143-EnayboitpeH, Himeuuuna

NarysanbHUK, KOHTPOAL AKOCTH:

Mepune fmeX

I'pad-Apro-LUrpacce 3
85079-Ynbm, HimeuyuHa

BuPoGHMK aKTHMEHO! petoBMHN:

YaLzan Xyaxaii dapm. Ko., Nira,

YyaHHaHb N2 1 BpaHu Dakropi
317016-Nixxai, npogiHyia Wrsuzan, Kutali

Bianosigansnuii 3a eunyck:

Meprne Mr6X

Nioasir Meprne Lilrpacee 3
839143-bnayBoiipen, Himeuuwna

HOOHUX CyTTEBUX YN KpUTMNMUX BigXunesb,

LIz cepia sunywena ana ropriani.

Data/Mac:  14.03.2025 / 13:25:39 CET

3ateepmueHo: Cynthia Maehnert, YnosHosaeHa oco6a

tO MOKYTb BAAMEATH Ha BUNYCK cepil He Gyng 3apeecTpos
Hanum a 3ateepmuyio, wo HaBeneHa suLle iHbopmalia € AQCTOBIPHOIO Ta ToOUHOI0. s cepin npo,
NaKyBaHHR/MapKyBaHua Ta KOHTRONb AKOCTI Ha BWWle BKa3aHii AlnaHui (ainankax) B nos

BCTaHoBNEHUX EC, Ta 8 BignoBigHOCT A0 cneundikauiii Toprosoi nluensif KPaiMu-imnoprepa. I'?
Ta aHaAi3iB Cepil 6yno poIrARHYTO Ta BU3HAHO BIANOBIAKICTL 3 GMP.

[Lokymert 3aTBepameno B BAEKTPOHHOMY BUI/ISA] 3 EAEKTPOHHUM MiANMcoM

Mepuie I'mbX
Ipad-Apxo-lypacce 3
D-89079 Yabm

Crop.132
Meprae cepia/Homep C53510E/ 275596
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Mepxne TmBX

Ykpaita
CEPTUDIKAT AHANIZIB
HAata BupobHuLTEa Tepmitt npugathoctt  Bepcia
02,2025 02.2028 01
Cepin Cepia samoBrvKa  Cepis npogasua
C53510E
KoHTponbea napria
202504005255
ID npoaykra CreumdikaLina
LOS0 LO90-M-F24
AIIBUHOMPUN-Tesa, TaBneTku no 10 mr, Ne30 (3 Gnicrepa x 10 ta6n.)
BunpobyeaHuA Creuudiradin Pezynbrath
3aranbHiTa cneundiuni snacrusocTi
*  Onuc CeitTno-pomesi 3 HeopHopigHWM 3aba pP8AEHHAM,
«Kpandacti», Kpyral, gpoonykai Tabnetku 3 nixielo
po3noMy Ha ogHit CTopoHi.
(OiameTp: 7,0 mm) Bianosigae
*  (CpepHa maca 140 mr & 3% 140,9 mr
Y BIACOTHEX 97-103% 101 %
*  CTIKiCTL A0 pO3A3BNIDBAHHS 40-90H 66 H
*  Cripamicts £1% 0.1%
IaenTudikauin
*  Jiaunonpun (BEPX) Hac yTpumyBaHHs BIANORIHAE cranpapty Bianosigae
*  MauHonpua {Y&-Bug,) Cnexrp sianoginae CTaHAapTyY Bianoeiaae
IaeHTudikalyia ana Gapsuukis
*  BapeHukM okeway 3anisa (KoAboposa p-La) | YepsoHe sabapenerts: noauTHskHa He pytuHHe
BuNpobyearHA
Bunpobysakna Ha ximiuny yncroTy (BEPX)
*  Oxpema Bigoma gomitka <0,3% < 0,10 %
* Oxpema Heslgoma gomillka £02% <0,10%
*  3aranbHi gomimKku £0,5% <0,10 %
Bmict/raBnetxa
¢ JhizuHonpun (BEPX) 10,0 mr5 % 9,99 mr
¥ BIACOTKAX 895-105% 100 %
OaHopigHicrs A030BaHUX OAUHULL (OB)
*  JlisuHonpun (BEPX) MosMHHa 8laN0BIAaTH
€sp. ¢. 2.9.40
L1<15,0% AV
L2 makenmanbHo gonyctumnii Alanazowx 25,0 % Bianosigae
* _ MpuitHsrHe 3HaveHnHs (L1) AV £15,09% 11,1 %
PosurHenna (BEPX)
* fliskidonpyn (1=80% vepes 30 xsBunuy
OujHKa signosigHo ao €sp.Papm. 2.9.3 100 %
Bunpobysanus a Giosoriuny Gesnexy
*  MixpoGionoriyna uuctora €ep.dapm.5.1.4.
Esp.dapm. 2.6.12 TAMC: £ 103 KYO/r
€sp.dapm. 2.6.13 TYMC: £ 102 KYO/r ,\ € PYTHHHE
E.Coli: BigcyTHa/r S BMnpo6ysatn

Cepin 6yna su3raHa BIANOBIAHOIO cnetyudiraui.
AatafMac:  14.03,2025 / 13:25:39 CET

3aTeepameno: Cynthia Maehnert, YnoaHosamena ocoba
Liei pokymeHT crBoperuil B E/IEKTPOHHOMY BUrNAATL 3 AeKTPOHHUM NiANMCOM,

Mepxae TmbBX
Ipad-Apro-Wrpacce 3
D-89079 ¥Ynbm
QO-RST@teva. de
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JEPXKABHA CIIYIKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMUA Y KUIBCHKI OBJIACTI

Tipos. CeiTimnukof Hagi, 3, m.Knis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox EIIPTIOY 37078774

BHUCHOBOK
npo sikieTs BBe3eHoro B Ykpainy JIKAPCLXOTOo 3200y

16.04.2025 Ne 17399/25/10

JIBUHONPWJII-TEBA

(naiiveuynanus nixapenkoro 3acofy 3rigno 3 peccrpauifinmm NIOCHIAMEHIIAM)
Tataerkn no 10 mr; no 10 TabJIeToK ¥ Garictepi; no 3 OJticTepn y kopodi

(dopma sunyexy, nosynais, sz NaKypauns AiKapceKoro 3acofy)
Homep peecrpauiiinoro nocsinuernn UA/1572/01/03 CTpoK Al peectpauiiinoro noceiguenna 01.01.2099
Cepin nikapeskoro sacofy Ne C53510E Kinbxicrs neesenoro nikapesioro sacoy 50960

Bupobiink Mepxne I'm6X, HimMeuwuuna

(naitvenypanms nupoBika fixapcukoro sacofy, kpaina TIOXOKEHHS)

Baeseto 8 Yipaiuy Topapnerso 3 o6memxenoro rignorinasicrio "Teea Yipaina", igenr.
xom: 34770471

(Hativenysania ta kop sa €APTIOY topierol oco6u ado npisnie, ia'e, 10 BaTeKoB] (iznunoi
ocabi - nianrpreMng, Il Micue npoxusanas Ta peecTpauiiinmnit Honep ofnikonol KapTKH NAaTHuKa
nojatkin abo cepis ta Homep naenopTa)

lIperoxon sisyassnoro xomrpomo sin 11.04.2025 M 1108/5.

3a  pesynwTaTamu AEMKARHOrO  KOHTPOJIO BCTANOBNEHO, wLIO Jikapchbknii  saci6 Besenrg Yrpainy 3
AOTPUMAMHSIM BUMOr 39KOHORARCTEA OO 3abesnesentn akocti AikapchKiX 3aco6in,

S ARD,
AL

“:\V«HP“‘{

Onsra EPLOMEHKO

) 25 :
{motanse h Or B KOHTPONIG) (nigmue) (imuiany ta npizawure)
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