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CEPTU®IKAT CEPII Ne 2024-14/96

HatiMeryBanss npogyKLii:

Jlikapcbka dopma:

BICAKOAI,
cynosuropii pekraaphi no 0,01 r,

Howmep cepil:

42006022

Peectpauiitne
TIOCBIYEHHS:

PII Ne UA/1380/01/01 (0ie ne obmeorceno)

Poamip cepii
(ym., T Ta i#.):

10253
ynakoBkH NelQ

Kpaina-BupobHuK Ykpaina

Crna nii/aicubiions 1 cynosumopiii micmune bicakoouny 0,01 2 Hata . 07 2024
({0 m2) BUPOOHHULITRA:
o 5 cynosuropiie y Gnictepi; no 2 6mictepr y | Jlata 3akiHueHHs

Bup i po3Mip yriakoBku: nayui 3 KAPTOHY 3 MAPKYBAHHAM YKPATHCBKOIO | TepMiKy 07 2027
Ta POCIHCHKOI0 MOBaMH, NPUIATHOCTI

Cynosnropil Gisloro abo KpeMOBOFro KOJILOpY,

Cynoéin‘opi’f

KyJjernonionoi gpopmu. BisyansHo. 6inoro
KONBOPY,
Kynernoaionol
Matots Bignosigary sumoram PV «Jlikapeski 3acobu dhopmu.
U1 PEKTATBHOTO 3aCTOCYBaHHAN, N, Binnogixaiors
Inenrudivauis YV ®-cnextp BUNpoGOBYBaHOTO PO3YHHY, Npuroropasoro | 3a 2,1 MKSL
Bicaxooun IUTst kinbkicHOro BusHauenus, B obnacti sig 240 um no | JDVY, 2.2.25. min 248,50 um
300 1M MOBHHEH MaTH MiHIMYM NMOTJIMHAHHS 38 AOBKHHK | Meron abcopSuilisol
102 criekrpodhoTomerpil B
xBuiIi (248+2) HM Ta MAKCHMYM NONIHHAHHS 38 JOBKHHY 1 R max 263,50 um
i (263+2) ynsrpadionerosii i
XBHI ( HM. BURuMilT oBnacrax.
Ha  xpomarorpami  BHOpoGOBYBAaHOTO — PO3UHMRY, | 34 1.2.2 MKSL Iosutueno
ofiepKaHi TPW BU3HAYCHHI CYMNPOBIAHMX JOMIIIOK, DY, 2.2.27.
OCHOBHA ILIAMA Mae 6yTH Ha pipHi OCHOBHOT IULIMH KA | Merox TIUX.
o XpoMaTorpaMi po3uuHy nopisusHHs 1.
Minoginbra VTBODIOETBCS 3ACTHIVIMH SKUPOBHH ap Ha O i
p p BEPXHI | 33 11,2.3 MKJL. Tozurupuo
ocrosa BHOPOGOBYBAHOTO PO3YHHY.
Maiote 6yTu onsopiguuMu. Ha 3pisi Marots Oytu 3a .3 MKJL AV Bianosigaots
Onuopianicrs BiZICYTHI BKPAIICHHS, JOMYCKAEThCA HASBHICTH «Jlixapeeki 3acoGu x4
TOBITPSIHOrO eTproKisA 260 NilikonomifHol 3armuOuHH. PEKTalIRHOTO
3acTocysanHm, N.
. 3am4d MKSI
Cepenxun maca Bin 1,235r mo 1,365r ’ ) 1,300r
ped At o s IV, 2.9.5. 2
Yac . 3a n.5 MKSL. AoV
. He 6inpwe 15 xB. DY 3 XBUIHUHK
POo3M’SIKIUEeH st 2.9.22.
- . . . . 3a n.6 MICSLL
Cynposigni KoxxHoi oxpemot romiike — ue 6inbiie 2 %. DY, 2.2.27 Meuwe 2%
oMinreH Cymapso foMitmok — He Ginbiue 3 %. R 9
hit YMapHO [ 0 e Yo Meron TLX. Menne 3%
3a n.7 MK,
Oanopiauicrs BignosigaioTs
JN030BAHHX Matote BignosinaTy sumoram @Y, 2.9.40 (MIIB). '
OXMNBIb
ynsTpag ,gig;le"ros “‘?‘a‘»@
/ %&ﬂﬁm Lbmacrax) 1
Kpumepil npuiinamuocmi: e l a8 K
. . . 3aragpHe YHeno aepoOHux Mikpoopranismis (TAMGE) - 246, :
Mixpo6ionoriuna P poop ( @ s
o Menme 10
wcToYa - Q .

3aranbHe YuUcCiIo LIpi)KIDICOBHX Ta IAiCeHEeBHX rpu

10 KYO/r npenapary; X
icin)
(TYMC) — 102 KYO/r npenapaty.

Menwe 10




CEPTUDIKAT CEPII Ne 2024-14/96
Hatimenysanns nponykuii:  BICAKOJILI, Howmep cepii: 42006022
Jlixapceka dopma: cynosuropii pexranbii no 0,01 r.
Haiimenysanus Bumory creungikanii : M‘?T?HI‘K’? PeaynsTati
NOK33HUKE . : . o . KOHTPOJH : |
Kinbkicne Hal MOMEHI GUIVCKY: Ilpomazom mepminy 3a 1.9 MK
BH3HAUCHHS YRy npudamnocmi: JDY, 2.2.25.
. | Bin 0,009 r 5o 0,011 s | MeTon

bicarxooun Bin 0,0095 r no 0’019.5 re ORHOMY CYTO3UTOpIl Y abeopbuitiriof .. 10,0100

omHoMy  cynmosuropil ¥ : criekTpodoToMeTpii

. fepepaxyBaHHi Ha
nepepaxyBanii Ha CepepHio | eniio vaoy | 2 . n
Macy CyrosHTopis. p . Y| ynerpadionerosili i
CYINO3HTODIA. BHINMi 06nacTaX.

Ynakoska Bigmosimso no MKSI
MapxyBanus Binrnosigso no 3minu no Mapxysanus (¢i0 11.03.2021 p.)
I'padiune . . . . . "

BianosizHo [0 3aTBepIKEHHX OpHUIiHai-MaKeTis, po3MilieHHX B €1HHil aBTOMaTH30BaHIH
opopmeHys indopmaniituiit cucremi Hepatikenyx6u Ykpainu (vunHuii Bix 01.06.2021 p.)
YAAKOBKH e o
KOMEHTAPI YmoBu 36epiranns: 36epiraTd B OpUriHanbHiil yrakoBLi npy Temnepatypi He Buine 25 °C

Bukonaseus: TLLB. Twrionuuk 10.B. M/ Hata 05,08.2024 p

3?8.' cekTopy Gisnico- TLLB. Opoexypina LB, '7///’ Hara a ﬁﬁ%"‘/y//u

XIMIYHUX BHHpOGyBaHbZ

3anBa npo ceprudiraniio: LluM 1 3acBiguylo, o HaseneHa suule iHbopMallis € KOCTOBIPHOIO Ta
Tounow. Lfo cepito mponyxuil Gyno Bupobnero (BKMOYAIOWH TAKyBAHHA T3 MAapKyBaHHS) Ta
OPOBEACHO KOHTPOJNb 11 SKOCTI HA Hypkye Brasauil mineauui y nosuilf BignosizgocTi 3 BUMOTaMu
GMP, BCTaHOBNICHMMM MICILEBHM PEryNATOPHMM ODPraHOM, 3riJHO 3 YMHHMM 3aKOHOZABCTBOM
Vkpainy, a Takox BIANOBiAHO A0 crienudikalil, o MicTAThed y peecTpalifinoMy nocse. Ilpotoxonn
BUPOBHUIITBA, TAKYBaHHS Ta aHani3is 6yJI0 TeperisHyToO Ta BCTAHOBJEHO Binnopindicts GMP.

Cepia roropoi npoaykuii 42006022 ixnosizae pumoram MK JI3 3i 3minamn
(Harxasz No 440 ¢io 11.03.2021) no Peecrpauiiinoro noceinuenna Ne UA/1380/01/01 ra
03BOJISIEThES A0 peanizanil.

Jupexrop 3 sixocri/

YnosHoBaNeHA ocoGaf [1.1.6. Airsinosa O.M. 0%/ JHara //f’(’

BupoGHuua ainsunus, Aapeca: 61115 Ykpaiua, Xapkiscsxa o6, Micro Xapxis, Bynuus Cepepuna ‘ﬁog)\lsxox‘é’@
Jiuensis: cepin AB Ne 501356 sin 08.02.2011 p. © N\,
Caigourso npo arecrauito BKS Ne 337 sin 09.03.2017 p. (sraano Hepxasoto ciryxboto Ykpaiun 3 mica c?rx
3acoGiB Ta KOHTPOIO 33 HapKOTHKa.MH) 18 &
Ceprudirar GMP 055/2023/GMP six 30.06.2023 p. (Bunannit Hepxasuoto cinyx6oio YKpaiHu 3 TiKapceKux %@W
3ac0o6iB Ta KOHTPOSIO 38 HAPKOTHKAMMU)

Ceprudirar ISO 9001:2015 Ne23EQLY24/R2 sig 06.07.2023 p. (Bunanmii Assurance Quality Certification LLC)
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