JEPKABHA CJIIYXKBA 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPOJUIIO 3A HAPKOTUKAMUM y m. KHEBI

npos. Hanii Csirtnnunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €IPI10Y 37079055

BUCHOBOK
Npo AKICTL BBE3EHOro B YKpainy JIiKapchKoro 3ac00y
17.06.2024 Ne 31133/24/26
- TPUAI'PUM

(HafiMeHyBanus Jikapeskoro sacofy 3riane 3 peCCTpaLLiHNM HOCBIAUEHUM)
rabaericn o 10 mr, no 10 Tabaerox y Giicrepi; no 3 6aicrepu y KAPTOHHIH KopoO1

(hopma BHITyCKY, A03YBAHA, B AKYBAHL HKAPCLKOTO 3ac00y)

Howmep peectpauiiioro noceinsenns UA/ 10564/01/03 crpok aii peccTpaniifHOre nocsiAUCHHS HeobOmee i

Cepis nixapcikoro sacoy Ne 90424 KinskicTs BBE3CHOrO Jikapehkoro sacofy 7680
Bupobuui OapManeBTHYHHA 38801 "Tonedapma” C.A., MNosina

(naiimMenysarHs BupodunKa skapeskoro 3acoly., kpaina IOXOJOKEHHS)

Beesero 8 Vipaiiy ToBAPHCTBO 3 0OMEKENOI0 BINOBINATLHICTIO "TIOJIb®APMA
TOA", inenr. kon: 42781598

(aiiMery BaHHs T KOJ 38 CLPIIOY wpuamiiol ocobu aGo opissiie, iM's, 1o BaTHLKOB
Gizuunol oco0k - nignpuemi, i MICLC IPOXRMBAHNY 10 pecerpauifiimii nomep o6nikonoi
KApTICH TIATHAKE ToAaTKiB afo cepist ti Homep facnopra)

MpoToKos Bi3yaJbHOr0 KOHTPOMIO Bil 17.06.2024 Ne 2107/2.

3a pesyibTaTamMu  JEPAKaBHOr0 KOHTPOMO BCTAHOBNCHO, 11O nikapchiuit  3acié  seeseHo B Yipainy 3
AOTPHMAHHIM BUMOr 3aKOHOLABCTREA L1010 3a6esneucHys skogti nikapchknx 3acobis.
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Ceprudivar sroeri M 8526

GAPMALEBTHUHMI 3ABO,

gy [enstupumcka N 19

§3-200 Craporaps I'nasnexu, HOJIBLIA
ven, +48 53/563 16 00

haxe +48 58/562 23 53

Hasmenysauss ppopyxuds TPHIPUM, rabrerrn no 16 wr

Kpaina-supobuni: Hompma
Homep peectpay

iitnoro nockizvenss: Ne UA/10564/61/43

Cpna alifaxrrenicrs: 1 tabrerka Mictirts: Topacemiay 10 mr

Hixapeska Qopuar tabnersy o 10 mpe

Poanip i tun ynakossa: oo 10 radnetox y Snicrepl; no 3 Snicrepy v xaprounil xopobul 3 MapryBauBamM YEPATHCHLOI} MOBOIO

Tupexe: TRMD-0314-800

Homep cepil: 90424

Posmip cepil: 20060 vir,

Horra pupoSummersa: 04.2624

Hara aawivvenns repminy npugatsoeri: 04,2627

HalineryBanns, MicHesHaxo ke BupoGima; Gapmanestianil 3ason «ITomsdapmay C.A. syn. Hemsnaunsera, 19,

83200, Craporapr I'naneexy, Hoasma

Homep nluensit: GIF-IW-N-4001/WTC105/299/13

Cepruduxar coorperetnug GMP: No [WPS.405.88 2019.KK.2 WTC/0105 02 037210

Haspn porasusmng

Honyernmi Hopmu

PesynnraTi sunpobyssun

i Orme Tatnerka Gila0re KOMLOPY, KRy, o
S S er ron vy g1 o 5 Y . . RIATTOBLAAL
11.313},1’&2{(31:!(.% METOAMKE BOMITanI TAGCK], 3 }303[10].11}113"1010 pucxg]o'

8,993 mm 9.0 mm

Z. Mamerp
3. Cepen macs 12 OBOPBRICTL Macy

Meronura somnam’

Meron BEPX
Meronnia komnany

aficopdnil cranzapTHOTO POTUIHY

Yac yrpuMyBaHH OCHOBHOTO f1iKa 8
XpoMaTorpami BRAPoSYBAHOTO POTUHEY
MRE BIAOBIAGTH HACY YTPUMYBAHHS
OCHOBHOTO TKA B XPOMaTorpami
CTAHMAPTHOTO POSYHHY

TalieTeu 240 Mr£ 7,5 % 2421 mr
plaroninae
4. Crupasicrs He Ginsme 1 % 0,16 %
5 Tnenrndinanis
OPACEMIG Crexrp abeopbuii sunpobysanoro
YO cnexrpodoToMerpis POFUNHY TIORHHER BIINOBIIATH CNEKTPY Bignosiaae

slinoninae

6. Cynyred pomimry

- SMPAP

- Bt-ropacenin

- prTOpaceMia

- Gy nb-sxi fnd goMimky

« CYMa JOMILIOK

Meron BEPX, meroaura xompauii

He Gibme 0,8 %
He Sinsmre 0,3 %
He 6imemre 0,3 %
He Ginwine 0,2 %
He Ginpine 1,3 %

0.05 %
memne 0,05 %
merme 0,03 %
merwme 0,05 %

0,05 %

7. Kinpricie snsnavenys
topacemigy 8 1 rabrerin
Merop BEPX, MeToamka KoMiasii

9.5 - 105 9,0 mr—~ 11,0 ur

10,0 mr

8. Posunpenas s £0KHOT TalICTRH IPOTAroM
30 ssunpn
Meron BEPX, Meroaura xoMiagil

He merme 80 %

99,7 %
(min. 97,7% make. 103,0%)

172



DAPMALIEBTHUHKH 3ABOJ

Bva. Henpnmumpoxa Ne 19

$3-200 Craporapa I'nansckn, TOJIBITA
ren. +48 53/563 16 00

axc +48 58/562 23 53

Cepradikar sikoeri Ne 8526

Haiimenysauns nponyxuii: TPUTPUM, rabnerien no 10 mr

Kpaiua-supobunk: Honsima

Homep peectpauiitnoro nocsigucans: Ne UA/10564/01/03

Cuna yiifaxrusuicrs: 1 rabuerka MicTHTb: ToOpaceminy 10 Mr

Jixapceka dopma: Tabnersy mo 10 M7

Posmip i ot ynmaxosxu: o 10 rabnerox y Gxictepi; o 3 Gaictepn y kapToHHiH KOpoOi 3 MapKyBaHHAM YKPaTHCBKOIO MOBOW)
Inpexe: TRMID-0314-800

Homep cepil: 90424

Posmip cepii: 20000 yir.

Hara supofniinrsa: 04,2024

Jara 3axidyesHs TepMidy npuaartsocti: 04.2027

HaitMenypaus, MICHE3HAXOLKeHH BupoSauuTea: Gapmauesrrunmit sason «Ilonsdapman C.A. sy [lenprumpsexa, 19,
83-200, Craporapa I'nansoxn, Ionbma

Homep ninemsii: GIF-TW-N-4001/WTC105/299/13

Ceprishuxar coorpercrens GMP: Ne IWPS 405.88.2019.KK.2 WTC/0105_02 03/210

! 9. Mixpofionoriuna yncrora: BITOBIMAE i
{3avansua KinbkicTs acpoBruX Mixpooprariamis He Ginpme 10° KYO/r ‘ }
(TAMC) o |
SaranbHa  KiALKICTH UBIIGBHX 1 APDKIKOBHX He Sinsme 102 KVO/r BlIOBIa¢ :
rpubis (TYMC)

Escherijchia coli Bincymicts s 1 1 Blanosigac

3asuavenuit B upomy ceprudikari rosap 3a skicro Bianosixae puvoram: MK, $/4-0127.09 pea. 02.

Llum % 3acBinuyio, o Hanexena simme indopmauis € goctosipnoio ta tounoio. 1o cepito npodykuil Gyno supobaeno (BRIKOUAIOHH
HAKY BAHHA/MAPKYBAHHS ) TA MPOBEHEHO KOHTPOMb i1 AKOCTI Ha Buile3azHaveHiil ninseuul y posniil sisnosinuocTi 3 BuMorami GMP,
BCTAHOBACHIMU MICHEBAM PEryISTOPHIM OPrasoM, & TAKOY Bianoriagpo 1o cneuundixauill, mo MiCTATLCA Y peceTpauifaoMy n0cse.
Uporoxony BupoGHUIITER, TTAKYBAHHS T2 aHANI3iE OyI0 NEperIgHy TO Ta BCTAHORACHO Bianosianicts GMP,

Tpissuuwe Ta nocajia 0cobu, YIOBHOBKEHOT HA BANAYY JO3BONY HA BHHYCK cepil

Tlime:

VnosroBakena ocola
{Qualified Person)

J.Pietkiewicz,

,llzl’r‘ztj{xigumcaﬂwn 24.05.2024



