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CEPTU®IKAT CEPII Ne 2024-15.3/339

HaiimeHyBaHHs TPOLYKLi: OHJAHCETPOH, Homep cepil: 41014010
Jlixapcbka Gopma: pPO3UMH [T iH’€Kitil, 2 Mr/MIt.
PeecTpailiiise NOCBI THEHHS PIT Ne UA/10250/01/01 ( Oic e 0BMEHCEHO) Posmip cepii 10084
(yI., 1. TA YIAKOBKH
Kpaina-supobHiK Yxpaina iH.): Ne§
Cuna pii/aKTHBHICTB 1 mn posutiny micniume 0,002 2 ondarncempony (¥ Hata
suenadi oHQUHCempPOHY 2idpoxnopudy dueidpamy) pupobuuurea: 10 2024
Buz i po3Mip yNaKoBKA: Tio 4 w1 B amnydi; [0 5 amIyn y Gnicrepi; no 1 | Hara 3aKiH-
GricTepy B faulli 3 MapKyBaHgHAM yKpaiHCBKOIO Ta | UCHHA Tepminy 10 2026
POCIICHKOIO MOBAMH. [IPHATHOCTI
HaiimernyBaHHs N T MeTonuKH \ Pezynbrati
Bumorn crienndixanmii
NOKAZHAKA KOHTPOJIO
Onuc ITposopa, 6e3bapeHa pignHa. 3a soBHiILHIM BurmagoM | 3a i 1 MK Tposopa,

mae simnosinaty sumoram 1PV, CT. »Jlikapchki 3ac00u | BizyanbHo. GesbapaHa
LUl YIApEHTEPaIbHOro 3aCTOCYBaHHA . pinusa.
Bianosigac.
TnenTadikanis Ha xpomarorpami BUNPOGOBYBAHOTO PO3UMHY, ONepHa- .
Ondancempon Hi# ipK KiTBKiCHOMY BU3HAUESHHI, UAC YTPHUMYBaHHA OC- 3am. 2.1 MIKCSL B \
. . UTPUMYE
HOBHOTIO THKy Ma€ CHiBOagaTH 3 HacoM YTpUMYBaHHI ooVv,2.2.29. ;
MKy OHAAHCETPOHY Ha XpOMaTorpami po3duHy niopis- | Meton BEPX. \
HsiHHS 6. ‘
Xnopudu XapaxTepHa peakilis a) Mac GyTH NO3UTUBHOIO. 3anm. 2.2"MKH. MosurHeHa \
nev,23.1.
Humpamu XapakTepHa peakiiis ¢) Ma€ 6yTH TTO3UTHBHOIO. 3am 2.3 MKSLL Mosurkesa
oY, 2.3.1.
.3 MKSL
Tlpo3opicTh Mae 6yTH IPO30PHIM. 3;;3,,321\_/;1. \ [1po3opuit \
3a 1. 4 MKAL
KoaboposicTh ‘\ Mae GyTth 6e30apBHIM. lfd?\/, 200, BesGapeHui ‘\
. 3a 1. 5 MK
pH Big 3,3 ho 4,0 rU\(Dy 2.2.3. 3,4
Zanm6MEA | |
Tlomimka B He Ginsie 0,4 %. JoY,22.27. BizcyTss
Metop THIX.
Cynposigui Jiomimka D — e Ginbiue 0,1 %. 3a 1. 7 MKSL 0,00%
JOMIBIKH Jlomimka C — te 6ispiue 0,2 %. I®Y,2.2.29. 0,00%
Tlominxa E Ta gomiiuka F cymapHo —He Ginsue 0,4 %. Meton BEPX. 0,00%
Towmitika A Ta nominka G cyMapHo — He 6inpiue 0,4 %. 0,00%
Oymp-aKa gecrielydidHa IOMIlIKa — HE Ginniue 0,2 %. 0,00%
JomimoK CymMapHo — He Ginpiue 0,4 %. 0,00%
06’em, Tins nixapeskoro 3acofy SGeom 4 o - He memwe | 3ari 8 I\TA\K}I ByTouMye
100 BHTArAETHCH 4,0 M. “ ﬂmﬁ% puMy
Pel3a. b E0 .
CrepuibHICTD Mae ByTH CTEPUITBHAM. ‘ 0 6.1 ’%‘% CrepunbHuH

BaxrepialnHi “Meiue
CHJ0TOKCHHY Menue 19,8 MO/MI. 19,8 MO/mn
1/2




CEPTU®IKAT CEPII Ne 2024-15.3/339

HaiimeryBaHHs OHIAHCETPOH, Homep cepii: 41014010
npOAYKILi:
Jlikapcpka dopma: pO3uMH JUIst i1’ eKUiH, 2 MI/MIT.
N Pezynmanﬂ
HaitmeHyBaHHSA o Meronuxn
Bumorn crenndikanil
NOKA3HAKA KOHTPOJIIO
Mexaniyni s yactok > 10 mkm — e Bibiie 6000 B ammmymni; 3an. 11 MK
BKJIIOUEHHS: JUIS 9ACTOK > 25 MKM — He Gibiire 600 B ammyJti. oV, 29.19, Butpumye
HEGUOUMI HACIKY meron 1. J
Mexaniuni Mae 6yTH NPaKTH4HO BiBHUM BiJ YACTOK. 3amn. 12 MK
BKJIIOYEHHSL: oV, 2.9.20. Butpumye
guOUMI HACHIKY
Kinnkicne Bam 13 MKSL | 0,0020r
BU3HAYEHHS Bix 0,0019 r g0 0,0021 r B 1 Mn nipernapary. ODY,2.2.29. B 1M
Onoancempony Meroa BEPX. | ppenapary
Yiakoska Biymosigro no MK
MapkysanHs BignoeinHo no 3minu xo MaprysaHHs (6i0 29.12.2020 p.)
I'padiune . . . . . i .
BiNOBIFHO [0 3aTBEPIDKSHHX OPUriHAI-MAKETiB, POIMILICHIX B €OHHIN aBTOMATH30BaHIH
ofopmacHs inopmariiiHii cuctemi Tepoxnikenyx6u Ykpaiin (umunuit Bin 15.03.2021 P
YHAKOBKY
KOMEHTAPI Vmosy 36epiranss: 36epirati B opuriHaNbHil yakoBui Mpy temmepatypi He uie 30°C.
V)
Buxonapeub: Heass MAPJIAPOBCBKA Hara 01.11.2024
1\

3acTynHHK W /, A A
navaabHuka BKA: Jlapuca HIKOHOBA Hera ) /’ / /Z W Z /«mza?iiif;iw}éx

3asiBa tpo ceprudixanito: v 4 3acBiguyo,
qroio. Lo cepito mpomykitii 6ynio Bupobieso (Bxa1
KOHRTpOU Tl AKOCTI Ha HIKIE BKazaHi} DinpHwLi ¥ TIOBHI

{110 HaBeeHa BuILe [HdopmMauis € JOCTOBIPHOIO T TO-
OUAIOTH NaKyBaHHsA T2 MAPKYBAHHS) Ta IPOBEIEHO
i1 signosiznocti 3 suMoramu GMP, BCTaHOB-

JEHHMH MICUEBHM PEryJIATOPHAM OPraHoM, 3TitHO 3 HAHHAM 33KOHOJABCTEOM YKpaikH, a TakoX Bil-

rosinmo no crenmdikaiit, mo MICTATECS Y peecTpaLifinomy A0ChE. [IPOTOKOIH BUpOGHULTEY, [TAKY-

BAHHA T2 aBasiais 6yJI0 NEPErJIAHYTO Ta BCTAHOBJICHO sinnosipnicts GMP.

Cepist roToBoi mpoayruii 41014010 Biagmosigae Bumoram
(Haxaz Ne 3072 610 29.1 2.2020) po PeccTpauiifHoro nocBixyeH s Ne UA/10250/01/01

Ta J03BOJHETHCH A0 peaizamii.

MK JI3 3i 3minamu

YnoBHOBAXEHA
ocofa:

Haranis TIMMEHKO \ @x]‘%/

fewe 0, /7 RO FN
AN

v
>

Bupoduuua Aineuuus. Anpeca: 61115 Yxpa

Jlinensis: cepia AB Ne 501356 six 08.02.2011 p.

Caiourso npo arecrauiio BKA Ne
33 HAPKOTHKAMH)
Ceprudivar GMP 057/2023/GMP Bix 30.06.2

HapKOTHKAMHU)

Ceprubikar ISO 9001:2015 Ne23EQLY24/R2 Bixt 06.07.2023 p. (Bunanuit Assur:

fia, Xapkicbka 061, MiCTO Xapkis, By Cepepuiia: [
337 in 09.03.2017 p. (Bunano lepxaBHoIO cnyxb

023 r. (suaano JlepxaBHoio cryxGoro Yrpainy 3 ;




