ITeperaas

. . 06 artcTonama 2023
ITEAN3EP MEHIO®EKYYFUHIT JOMYAEH I'MBX

BETPIBIITETTE #PAUBYPT
MYCBAABIAAD 1
79090 GPAUBYPT

CthopMonano:
Patrick Speitel
Cropiaka 1 3 4

Ceprudigar anaasisy

Ainpumap®, TabseTrn BXpHTi nAirKOBOIO0 060AO0HKOI0, MO 40 Mr NelOx3
baicTepax

Ipr3gayensy: Yxpaina

FO00142820
20 gepBHAa 2023

Homep marepiany: Cepia No: HN3903

Aara supofimmnTaa; TepMIH TPHEUATHOCTI: 01 gepBug 2026

AHAAITHYHA NPOMEIypa: 966000-08
Tecr Meron donyerHmi meai PeayanTaT
OIIHC I2,02/Bizyaans. Bial Kpyrai, nokpuTi nalBkoBoI0O BignoBigae
060A0HK 010 TADAECTKH 3 TpaBipyBaMEIM
=40» 3 onHOro Goxy Ta +ATVs - 3 fumoro.
PO3YMHEHHY ATOPBACTATHHY
Y&
- PE3YABTAT TM-0258A qepes 15 xm.: ne menume 80% [Q) Bin BiANIOBiAAE
JAABACHOT KIABKOCTI.
- CepenHe JHaYeHHA TM-0258A - 93
- MIHIMYM TM-0258A - G0
- MAKCHMYM TM-0258A - 98
- CTAHNADTHE BLOXHACHHA TM-0258A ~ 2.8
- cTafia TM-0258A - 1
LHEHTHU®IKAITIS
ATOPBACTATHHY / TITIX BeAYHHA RF pan ooHopHol masMu Ha
XpomarorpaMi, ogepxauiii naq
TM-0253A n%mpnﬁ.n BYBAHOTO pna“mny, HIOBHHHA T ——
BlIOAn0oBlOaTH Beariuie] REF maga ccHoBomOi
DA MU Ha XPOMOTOI'PAMI, oACPKAHKIN gan
CTARIADTHOTO DO3MIIHY
LTHEHTHDIKAILA
ATOPBACTATUHY / BEPX Jac YTPUMMYBAHHA QCHOBHOTO nika,
OOCPHAHHOIo 3 XPOMATOTPAMH PO3YUHY
ARG ,cmﬂ Kiﬁ.bKiEHGFD BHIHAMEHHS, IORHHEH )
BIATIOBIAATH YACY YTPHMYBAMHE
OCHOBHOTO IIiKA, 0OEDKAHOTO 13
XPOMAaTOrPAMH CTAHIAPTHAOTO POAYIHY
HHMCTOTA:
- PD140728 BEPX TM-0255A He Biapiie ik C.3% (maorua) 0.1
- PD130694 BEFPX TM-0255A He Gisbie Hixk 0.3% (maowa) <0.1
- PD153824 BEPX TM-0255A He Giapire Hix 0.3% (1TA01HA) <=0.3
- PD1489%6 BEPX TM-0255A He Oiapire Hixk 0.3% (naonia) <=0.3
- PD139884 BEFPX T™M-0255A He Biabiue HiK 0.3% (maowma) <=0.3

FoxyMeHT pesraaJacThCA AK BAACHICTE TA 6V c1BO PeHM{ maa omepaniit fiawecy

Po3ncBCROUDKCHAR Ta Mepeda4a TPETiM cTopouaM Gy Ae3Boay dabopomenc.
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TA AT HeperAnsy pobiTHHREAME Ta NPCICTanHHKAMY DECYAHTODIHX opranin,
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[IPAF3EP MEHIO®EKYYPUHT JIOWYAEH] I'MBX
BETPIBUITETTE ®PAUEBYPT

MYCBAABAAD 1
79090 GPAMBYPT

06 amcTomIaga 2023

Cchopmoeano:
Patrick Speitel
Cropinka 2 3 4

CeprudikaTt anaaisy

Ainpumap®, TaOACTKH BKPHTI MAIBKOBOIO 000A0HKOI0, 0 40 Mr NelOx3

Homep maTepiany:

Jdara BupoCHHUIITBA!

baicTepax

IMpuanadeHysa - Yxpaiua

FOO0 142820
20 geppng 2023

Cepia No: HN3903

Tepmin nproaTHOCTI:

01 weprEa 2026

AHaaiTHMHA nponenoypa: 966000-08
TecT MeTon Aonycremi menci PeayanTaT
[HauBigyassHi Hepigomi mpoayrTH TM-0255A He Oiabiie Hizx 0.2% (naowa)
posnany BEPX <0.1
38raasHa KiABKICTh OPOAVKTIE TM-0255A He Biapmie mix 1.5% (raoma)
poanagy BEPX 0.1
KIABKICHYIF BMICT TM-D255A 38,8 — 42,0 mr (97,0-105,0% Bin 40,4
ATOPBACTATHHY BEPX 3a9BALHOL KIABKOCTI) 101,0
OHOPIIHICTE BMICTY ¥& BiAOBNAE BHMOraM €pp.hapm. 2.9.40 (%) Binmosigac
- CEPENHE 3HAYEHHY ) 100,9
- MAKCHMYM Cep.Papm. i 101.8

: 2.9.40

- CTaala ;e 1
~ KPHTEpiil TpuliHATHOCTI re Biapire mixxk 15 % 1
- KoedhilieHT BimxHACHHL .5

JORYMERT PosraniacTECA AK BAACHICTS T8 GYB CTHOpeHHit Jan onepauii Gismecy Ta 1A Neperaamy poSiTHHKAME TA fpelcTaBHAKANE PETYARTOPHHX OpraHis,
PoinoBCoUKEHHR Ta Tepenasa THeTiM CTDPOHAM byz2 mosnoay sabopouens.

emaedcsDG0

imesTgikauifinii voMep cremsiranin 118441615
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ITPAM3EP MEHIO®EKIYPUHT JOMYAEH TMBX
BETPIBIITETTE ®PANBYPI
MYCBAABAAL 1
79000 GPAUBYPT

06 aucTonanma 2023

CdropmoBano:
Patrick Speitel
Cropinka 3 3 4

Ceprudixar iznosianocTti

Airpamap®, TabseTku BXPHTI nmaiBxoBoOIO oboaoHKOIO, 110 40 Mr NelOx3

OaicTepax

[MTpusaaveHna - Yxpaiua

MaTepiaa Ne: FO00142820

Cepinm No: HN3903

llaTa BUpeGEULTEA; 20 yepana 2023

TepMin npuaaTaocTi: 01 sepbBust 2026

Bmxia: 2080 ym.

Jara BurycKy: 06 aucTomama 2023

ITapria: 3179267

Peecrpaniiine noceinuenua Ne: UAf2377/01/02

Haaea gitoyoi pevosuru: aTOPBACTATHH KAABILIQ

Ty ymakoex BaicTep

fo3orana hopma: TABAETKH TIOK PHTL
0D0AOHKOIO

Haspu, agpecu Ta HOMEDH AlneH3ii gad Beix AIASTHOK 1o BHPOOHHITRY TAa KOMTPOAIQ HKOCTI ITpCHAapaTy:
Hpaitzep Memoderuypurr Jdoitusernr I'mbX, Berpiburrerte ®patidypr, MycBasbaass 1, 79090 ®paitbypr, HiMeururma;
DE_BW_01_MIA_2023_0003

Mik poGioaoriuga yneToTa;
~3aTasbHMIT BMICT acpobHux GakTepiil, MmeTop, €sp.dapM. 2,6.12, rpapumni - ge 6iapme 10 ° KYO/r;

-38lAABHHE BMICT ApismKiB TA naicenenix rpuliB, merton €Bp.PapMm. 2.6.12, rpauuni — He Giapige 10 2 KYQ/r; cnemudriuni
Mixpoopradizuy, E.coli - metog €8p.dapm. 2.6.13, rpaHIll - Bigosigac,

Ile TecTyraHHs He NPOBOAHTHCA HA KOMKEHIL cepll; BianoBizae BIDMOTAM ITPH TECTYBaHHI, SKIY B ceprudikari anaaizy He
HKa3aHl PEe3yARTaTH [0 JAHOMY TECTY, e 03HAYAC, 1110 TECTYBAHHA HE ITPOBOAIAOCE.

Ceprudikar skocTi

Opranam Oxopoun 3a0poR’s YRpaiuu
FAPAHTIMHUN AUCT

71, TOH, XTO NiAImHICABCA HMIKYC, YO BHOBAIKEHA 0C06a, [Idratizep Memoderkuypurr JoiivseHz I'M6X, Berpibmrerre dpaitbypr,
Mycsaspnass 1, 79090 dpaiiGypr (HiMeuunna), minTee pasKyto, wo namuit NPOAYKT OYB BUTrOTOBACHHUH JAfl PUMKY YKpaimm.
Mu rapasatyemo sxicTs nsoro TMPOAYKTY Ta Te, 110 BiH OyB BHTOTOBACHMIT BiAnOBIAHG KO npaBHA Hasexaol BupoGHiryol
ITpaxTHRY, B pe3yarTaTi Yoro Gys BHITYLIEHHH Bianosinuuit Ceprudixar anasizy.

ZOKYMEHT POITARARETRCA SK DAACHICTR TA Gy CTBOPERWH IA9 OTlepaifi Bisgecy Ta Jar Meperaamy poGiTHREAMA Ta FReOCTARHUKAMY PeIYAHTOPHHX OpTAMIA.
Po310B8CIOIMENHA Ta epeaaya TPETIM cTopoHaM Y3 Ho3BoAY saboepoHEI0,

o 4] inerTEd HEn: N5t ] i i 44 5
em asdes06 inenTedi Kauiiel Hoaep enemudixanis: 11844161 LICRDE&P




[ISAHUIEP MEHIQ$EKUYPHHT NOMYAEH/T I'MBX 06 amcTonaza 2023
BETPIBIITETTE ®PAUBYPT CchopmoBaro:
MYCBAALIIAAD 1 Patrick Speitel

79090 PPAMEYPT Cropiuka 4 3 4

Lleit cepmudrirar e moxce 6yTH BigTBOpeHIiii i MpU3HAYeHIHE TIABKH A PETYASITOPHHX OPTEHIR YK palm.

[ 3acBIAUYIO, IO HABEAEHA BHINE iHMOpPMAIlisn € ayTeHTIMHOO Ta AocToBipHoo. I1g napris TpoayKTy 6¥Aa BUTOTORAEHA,
BKAIOYAIOYH CTARI MAKYBAHHS /MAPDKYBAHHE TA KOHT POAIC SKOCTI, Ha OPUBEACHOMY BHILE BHPOOHULTEL {(4X) B noBHiit
BIANIOBIAHOCTI A0 Bivor HBIT MiCHeBHX peryaaTopHUX oprauie Ta i3 crienuikaniaMe, 3apeccTPORAHUMHE B KpatHi
IpHIHAYCHHA. BukopucTana cyScranuis 6yaa BHrOTOBAEHA ¥ BianosiaaocTi no HBIT. TexHeaoriummit mponec, IpoUec
YNAKOBKH TA AOKYMEHTAILIN 3 TECTYBaHHg ByAM BIBYeHdi TA BUIHAMI TAKHMH, U0 BignosigarTs HBII. Mokausi HacAinku,
BifIXHACHEA 260 po3bikHecTi 6yA0 TIOromKeHn.

ITaptia Gyaa BUIIYIEHA YIIOBHOBAXKCHO 0COGOI0.
Lleft ceprudixar po3pobaemiil Basimopanoio cHeremoro i fuficEi Gea PYYHOIO HIAITHCY

EAeRTpOHHMI mianc: Tanja Lehmann

IITamMn AORaABHHIX PO BHITYCK: 06 ancronana 2023 14:04:44

Hlramn yacy cepsepa: 06 ancromama 2023 14:04:41

JolyMenT posrannaeThisn TK BAACHICT: Ta 0yn cTBopeHuit 149 onepanifi Giagecy Ta Jas neperanmy pobitiHkarm Ta NPEACTABHHKAMH DECYASTOPHEX OpFagID,
PO3m0BCIOMMEHHA Ta Iepenada TRETIM CTORoHAM BYa A03BOAY sabepoHRenip,

emaedcs060 LAeHTH IR HHIH HOMED CIen iKamii: 118441615
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