Papraneemuanuii 3as00 wlloavhapray C 4.
Bupotuiue siddinenng ¢ Hoats Herdi
Ew ﬁ aﬁ?‘;ﬁalma aya. Memanosya 2, 39-460 Hoeu Hemda, Honsuye
Ten.:+48 158465400

CEPTH®IKAT TIPO AKICTE No; 481 26015
Hafmenyeasnim uporykuii: MAKCITPA APAHB, Tabneriey, BRpaTi naiskonen 0B0IOHKOW, 116 20 Mr No] {(MNelx1)
Kpaina-supodunx: Mo
Homep pecerpaniitnoro uoceiguenns: UA/18415/01 /04
CHna gilakrusuicrs: | Tabnerka, BIPHTA WIHBKOBOIO OBOIOHKOI0, MicTHTS: Tarasadiny 20 mr
JAiRapeeka Gopma: TABRETKH, BKPUTI IUTIRKOEOK0 obomnkoo, o 20 Mr
Po3mip i tun ynakosxu: 1o 4 TabieTkn y Snicrepi: no 1 Baicrepy & kaprommiii KOpoOL 3 MapKyBaHisa YEPaHCHROI MOBOH
IHneke: TDLF-8914-800
Homep cepii: 020823
Poiuip cepit: 14961 yn
HaTa BEpObHUnTRA: 08,2023
Hara saringenns TEPMiHY npuaaTHoCTI: 08,2026
Haiimenynauns, sicnesnaxomrennn BHPOGHUNTBA: DapMaleRTHI M 3asoy «llomndapman C A, BHpo6uw:e singinenns
B Homti Jem6Gi, ryn. Meranosua 2, 39-460 Hopa Hemba, Honpma
Cepradicar signosinnocri GMP; NelWPS.405.104.2019.KK.1 WTC/0105_03_01/246

Horazunkn axoeri HOPMH Meroqn .
o _ __KoHtpomoe |
|1 Onue® TaBIeTKH BKPUT! IiBKOBOO Bianosinae |

obonoHKoW, cBiTIO- POXEBOIO Kooy, i
[PONIOBTY BATI, NBOSKOOMY K], 2 pPHCKOI0 f
3 ofHoro Goky :

! Bizyansuui Hicig PO3JIOMY #Ap0 Tabae Ty 6inoro ,
L o _ abo Maiixke 6iToro konpopy J
| 2 Cepomun yaea Tabaerin® | 4944 Mr+ 5 % 4980mr
; 3.0mnopinnicrs A030BaRHX Bimmosinae E® 2.9 49 M_‘[
| oMusunE Ta Oanopinmicrs, (Ilpuiirsre sHavenns mm 10 TabseTok: 1.4 % |
! BMicTy AV 10ma6n < L1 % .

SIkmo He Bigmoninac TOMI:
- AV 10w >11 Y% rogi
! ~AV30rasn < L1 %;
{ - Bel IBANBIAYaneHi sHayerns He
; Menme 0,75M Ta He 6inpme 1,25M

;, Meromira BupobuIKa B L1=15.0  L2=25.0). j
4. Iﬂaﬁgﬁxauin Taganagiiy: T
- (BEPX) cnerema 3 Mi0aHO- Yac yrpamysanus OCHOBHOI'O iKa Ha BIONOBinae
MATDHIHHM ReTERTOPOM APOMaTOrpamMax BHITPOGYBaHOTO |

CTAHAAPTHOIO PO3TUHY Mae 36iraTucs.

i |

: CHEKTP BIANOBI ga¢ TakoMy s BIATIORI)jae I

e CTaHAAPTHOTO 3pazka |

5. BMiet sou O He Ginbnie 7 % C 439 _

' Metox Kapna Dimepa ) _ :

IF 6. CynyThi gomimecn: S ) T f

| = COUNnYHa HelTeHTAdiKoBaHa He 6insme 0,2 % <0.1%

' xomima

- CyMa nomimox He Ginpe 0,7 % <0.1%

Metog BEPX — ]

- 7. Kinbxicne susnagemug S M. o
~ BEPX 95,0-105,0 % 98.2%

Meton BEPX

PR, Bl

- 8. Posunnenns 3a 30 xp 9

99 39, T

| Y




Papmavesmunnii 30600 «Toavghaprar C.4,
Bupobruue giddinennn s Hosidi Henéti

ﬁ @@h@r M ayn. Memanoeya 2, 39-460 Hoga Hemba, Horeuu
Ter:+48 158465400

CEPTHOIKAT ITPO AKICTh Ne: 481 26615
Haitmenypanuy nponyxaii: MAKCITPA IPAIAB, Tabaerin, BpaTi naiskopoo oGonoHK0W, RO 20 Mr Nel (NeixI)
Kpatua-sapotang: Nompura
Honmep peecrpauiiinore nocpinwess: UA/18415/01/04
Cuar Alaxmiericts: | TableTKa, BKPHTA IUTIRKOBOHO 0DONOHKGO, MICTHT! TajaRaginy 20 mr
Aikapenka popma: Ta6eTKH, BKPUTI THBKOBOKO 060M0HKOIO0, 110 20 M
Possip i Tin ynaxosxy: no 4 1abnetkn y Gmictepi; no 1 GnicTepy B kapTowii KOpoOUi 3 MapKyBaumm YKPaTHCEKOIO MOROIO
Inaexce: TDLF-8914-800
Honiep ¢epii: 020823
Posniip cepii: 14961 ¥I.
Aara supobunnrea: 08.2023
Aata zaxinuenys Tepminy npyuaaTHoeTi: 08,2026
Haitsenynauna, MiC HESHAX QMR EH R BHPOGHUUTES: DapManesTHyHmit sagox «llonndapman CA. BupoSuuse sinninennsa
B Hosiit JemGt, syn. Metanorua 2, 39-460 Hoza Hemba, Honswa
Ceprugixar sianoriamocti GMP: MeIWPS.405.104.2019.KK. | WTC/0105_03 01/246

l 9. Oevarkosi posuuAnHKy:
| - AueTon He 6inpme 5000 ppm <500 ppm (<PR)
| - 2-nponanon He Gimbme 5000 ppm < 500 ppm (<PR)
| 10. MixpoBronoriuna umcrora® S

- TAMC He 6impine 10°5 1 1. <10'p1r

- TYMC He 6inpme 10°8 1 1. <10's1r

- E.S‘?h_’?ri¢i§§a coli Bincyrricrs Escherichia coli g I, ! BicyTHiB | 1.

N Tecr pyrunapi, llposopare wa Tepuriy 10 koMeprxifemx cepiif npenapaty, norim - Hepyrunaui tecr. {(Yacrora
BHITPOGYBaHL - kowHa 10 Cepif) ane He MenuIe Hix NI ofHi€T cepii TIpEnapaTy B pix

M STk pesyanrar mae BHXOPHCTOBYBATHCA CEPENHE KiMbKicHe BUINAYCHMY 3 TeeTy «OanopinnicTs nosysaruay a6o Mae By
IPOBEASIO RUNPOGYBAHHA 34 METOIUKOIO

* Bunpobysannsg TIPOBONSTE TIPH A0CHI IKeHH] CTABiNbROCTI, PO3KIAT HoCTiKeHs S&3HANCHO B POTOKONI cTabinpHocT]

Brasanuit B unomy cepTudirari Tonap 3a sricrio BilmoBiAAC RUMOTAM: MK, sasonenxii crrenHbikanii §/4-0286.09
pen. 01

I 1 sacsizuvio, no HaBelieHa BHINE IHBOpPManis ¢ HOCTOBIPHOIO Ta TOYHOMO. Iro cepiro npojykaii Oyi0 supobaeno
{Brmovaouy DaKyBafHA/MapKyBanms) Ta TPOBEACHO KOHTPOIE i1 sxocTi Ha BRIGC3asHAYCHIA nineHvii v noawiii
BLANOSIAMOCTI 3 BMOravuy GMP, Betagornesnmn MICLERHM PETYNATOPHUM OPTaHOM, & TAKON BiAOBI MO Ko crieHupiraniii,
WO MICTATLER Y peecTpaniii Homy nocse. IlpoTokony BUPOOHHIITEA, NAKYRAREA TA aHallisia Y10 mepeniAHyTO Ta BeTaHOBACHO

sinnosigricrs GMP
!@iﬁ. Szef Zespotu Badah Bl
i Katarzyna Drylo

\k 3aTBepans:
Kepipnux'sigainy KOHTPOMG aK0cTi
{Quality Conirol Manager)

Hata ofopmncuns cepradikary: 11.10.2023

A niateepnxyio taxr, o vepis Gyna BHITYHISH] B 06T,

Jata nigrmcanys: 11,10.2023
¥noBHOBaMEeHA 006a
{Qualified Person)
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