JAEPKABHA CJIYXBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMMU Y KHIBCBKIHN OBJIACTI

npos. Ceitnmuunoi Hanit, 3, M.Kuis, 02099, ten/cdakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBe3€HOro B YKpaiHy JikapchbKoro 3acody

25.04.20235 Ne 13909/25/10

JEKCKETOHPO®EH ABPUJI

(HaltMeHYBaHH4 JlikapcbKoro 3acoby 3riflHO 3 peecTpauiifHUM MOCBiXYECHHIM)
po3umH A in'exkuiit/indysiit, S0 mr/2 ma mo 2 ma B ammy i, no S ammy y 6Jicrepi, o 1
0JricTepy B KapToHHIi kKopo6ui

(¢opma BHITYCKY, HO3yBaHHA, BUA NaKyBaHHA Jlikapcbkoro 3acoby)
Homep peectpanittnoro noceimuenns UA/20521/01/01 crpox xii peectpauitinoro mocsizaenns 12.07.2029
Cepis nikapcrkoro 3aco6y Ne A1C240006 KinukicTs BBe3eHOTO Nikapcbkoro 3acoby 24266

Bupo6HuK A6pwuin JIaboparopis [Ipaitser Jlimiten, Inais

(HaltMeHyBaHHS BHPOGHHKa TikapchKoro 3aco0y, KpaiHa IOXOMKEHHS)

BaeseHo B Vkpaidy ToBapucTBo 3 06MekeHol0 BitnoBinanbuicTio "ABPAJI ®APM",
inenT. xon: 38925845

(naitMeHyBaHHs Ta koA 3a €JIPTIOV ropuauyHoi ocobu abo npissuiLe, iM's, Mo GaTekoBi dizuuHol
ocobM - mianpuemL, ii MicLie NPoXHUBaHHA Ta peecTpaniliHuii HoMep 061iKOBOT KapPTKH MIaTHHKA
noaarkis abo cepis Ta HoMep nacrnopra)

Mpotokoa BisyaneHoro kontpomo ig 24.03.2025 N: 0881/5.
JlaGoparopHuif aHaini3 AKocTi JiKkapchbkoro 3acoly 3ailicHeHuit:

Jlaboparopis 3 KOHTpoMO AKOcTi Jikapcbkux 3aco6iB TOB "JIOBPOBYT-JIIKUJIAB" (M. KuiB,
By)1. HoBropon-Cisepcbka, 6ya.3, HEXHUTIIOBI IpUMiINeHHs 92)

(nailiMeHyBaHHs Ta Micue3HaxokeHHA naboparopil, 1o nposena j1abopaTopHuii aHaNi3 AKOCTI)

BHCHOBOK LI0/I0 AKOCTi JlikapchbKoro 3acoly, BuaanHmii naGoparopiero Bin 23.04.2025 Ne 504-25

PesysbTaTh 1a60paTOPHOro aHaNi3y AKOCTI JIIKapChKOro 3acoby 3a NepeBipeHUMH NoKa3HAKaMu BIAMOBINAOTH
BHMOraM MeTOJiB KOHTPOIIO AKOCTi (aHaIiTHYHO-HOPMAaTHBHOI JOKyMeHTaLlii).

3a pesynbTaTaMu  JIEpXKAaBHOTO KOHTPONIO BCTAHOBJIEHO, IO Jikapchkuit 3aci6 BBe3eHO B YkpaiHy 3
AOTPHMAHHAM BuUMOT 3aKOHOZABCTBA LI0A0 3a6€3MeYeHHs AKOCTI JiKapchbKHUX 3acobiB.




A6pna JlaGoparopis Ilpaiiser JlimiTen
Ceno Bxarsannyp, Texcin Hepa Bacci, dictpixt Caxi63ana Amxut Cinr Harap,
[enmxad — 140507, Inais
CEPTHU®IKAT BIAINNOBIAHOCTI
L. HaitmMeHyBaHHA IPONYKTY : | AEKCKETOITPO®EH ABPHJI
2. | Kpaina-iMnoprep : | Ykpaina
3. | Homep peecTpaliiiHOro nocsigueHHs : | UA/20521/01/01
4. | Cuna nii : | HexckeronpodeH 50 Mr/2mn
> Jlikapceka opma : | Po3uun 4 id'exuid/indy3in
6 . . . S
PoaMip Ta THIT aKyBaHA 5 amIyi y 6aicrepi, no 1 GaicTepy B KapTOHHIN
KopoOui
7. | Ne cepii roTOBOTO MPOLYKTY | A1C240006
KinpkicTh ToTOBOrO NPOLYKTY B 24266 HAKOBAHE
NaKOBaHHAX
9. | Nara BUpOOHMLITBA 1 12.2024
10. Tepmin npupaTHoOCTI | 11.2027
I A6pun Jlabopatopis [Ipaiiser Jlimiten
Ceuno bxareaunyp, Texcin Jlepa Bacci, [ictpikr
Haasd T2 anpeca BHPOORAKS Caxi63ana Ampxut Cinr Harap, [Tenmpkab —
140507, Iunis
12. | Jliuensis ua BHPOOHHMLTBO | 1981-B
13. :
Pesynbram'aﬂamsy ) FG/24/0045
(Ne ceprudpikary anarizy)
14. | KomenTapi : | BincyThi
15. | 3anpa npo ceprudixaniio:-
LluM s 3acBiguyro, 0 HaBe#eHa BHlle iHQopMalis € ZOCTOBIpHOIO Ta To4uHOlO. Ll cepis
mpoxykuii Gyna BHpoGeHa BKIIIOYAIOYM IaKyBaHHS/MAapKyBaHHsS Ta NPOBENEHWH KOHTPOJIb ii
SIKOCT] Ha BHLIEeBKa3aHilt NineHULI y NoBHIN BignosigHocTi 3 BuMoramu GMP, BcTaHOBIEHHMH
MICLIEBHM DETyJIsITOPHHM OPTaHOM, a TaKOX Y BiAMOBIAHOCTI 3i crieundikauisMu, ki MiCTATBCS
B peecTpalifiHOMy focke Kpainu peanizauii. [IpoTtokonyd BUpOOGHHUTBA, NaKyBaHHS Ta aHali3y
Oynu nepesipeHi Ta BCTAHOBJIEHO BiArnoBiaHicTs GMP.
Mianuc:

Im’s1: debawic Miwpa
[Tocana: renepanbHuit MeHemkep i3 3a6e3neueH s AKOCTI neyaTka

[ara: 07.01,2025

[MEPEKJIAJ] BIPHUI
Ynosnosaxena ocoba TOB « ABPUJI GAPM»

Cropinka 1 3 1



Aopua JlaGoparopis Ilpaiiser Jlimiten
Ceno bxarsaunyp, Texcin Hepa Bacci, Hictpixr Caxi63ana Anxur Cinr Harap,

Tenmxab — 140507, Innis

CEPTH®IKAT AHAJI3Y 'OTOBOI'O NIPOAYKTY

Haiimenysanna npoaykry: JEKCKETOIIPO®EH ABPUJI

[oxenepuk: Jlexckeronpoded SO mMr/2mn, po3uus aua in'exniit/indysii

KOHTpOiIb ﬂkocn

Ne cepii A1C240006 Po3mip cepii 300.0 nitpis
Nt cept. ananizy FG/24/0045 FG xon FG10000104
Jlara BupoGHUIITBA 12.2024 Tepmin npuaaTHocTi 11.2027
YmoBu 36epiranns 36epirati npH Temneparypi He Buie 30C° B opurinanpHii ynaxomu
Ne cnenndikanii AL/SPC/FG/0017 | Peizist No : | 01
Ne i .
a/h Haspa BunpoOyBaHHs Bumorn crieundikanii PesynvbTar cnocrepiranus
1. Onuc | NMposopuii, 6e3GapBHuil pO3UHH. Binnosinae
2. InenTndikauis Jexckeronpoden
BEPX Yac yTpuMyBaHHA Mika AeKckeTonpodery Ha Binnosinae
Xpomarorpamax BHNpobOBYBaHOTO Ta
CTaHAApPTHOrO PO3YHHIB, OTPHMaHUX MPH
KUJIBKICHOMY BH3Ha4€Hi, Mac criBnajgary.
Yo Y®-criexkTpr BUIpo6OBYBaHOro Ta CTaHAAPTHOIO Bianosinae
po3uuHiB y aianasoni 200-400 1M, MaioTs GyTH
AHAJIOTiYHMMH.
3. pH Bix 7,0 no 8,0 7,51
4. IIpo3opicTh Mac 6yTH npo3opuM. Bianosinae
5. KonnoposicTsb He 6insure 0,100 OI. 0,005 OIT
6. O6‘eM, L0 BUTHTAETHCS He menwe 2,0 ma, 2,3 M1
e Mexaniuui BraruYeHHs
Bugumi wacTku Mae GyTH BiNIbHAM Bill BAAMMUX MEXaHIYHUX Bianosinae
BKJTIOYEHb.
Hesnaumi yactku Yacrow/amr. > 10 MM — He Ginsuie 6000 13
Yacrox/amn. > 25 Mkm — He Ginbiue 600 0
8. Kinbkicue Bu3nauenusn Jlexckeronpoden
Iexckeronpoden Bin 23,75 mr/mn o 26,25 Mr/ma aekckeronpodeny 25,14 mr/mn
TPOMETAMOJTy Y NepepaxyBaHHi Ha
JeKckeTonpoded
% BiJ 3a4BJEHOTO BMICTY Bin 95,0 % no 105,0 % Bix 3asBneHoro sMicTy 100,6 %
9. Cynposigni goMiniku
Bynp-sxol inauBigyansHOL He 6inse 0,15 % (m/M) 0,05 %
JIOMILUKH
CyMa nioMiltiok He 6inswe 0,50 % (mM/M) 0,05 %
10. | Bmict ETanoay
Eranon Bin 92,5 mr/ma go 107,5 Mr/man 97,8 Mr/min
% BiJl 3aBNEHOr0 BMiCTY Big 92,5 % no 107,5 % Bix 3assneHoro BMicty 97,8 %
11, | EnanrioMepHa yHCcTOTA He 6inswe 0,5 % (M/M) R-izomepy 0,24 %
12. | bBaxrepianbHi eHAOTOKCHHH He 6insie 2,33 MO/Mr. Menue nix 2,33 MO/mr.
13. | CrepunbHicTh IIpenapar Mac OyTH CTEPUIILHUM CrepHnbHH
14. | OcMONANBHICT Bin 270,0 no 328,0 MOcm/kr. 300,0 MOcm/xr
IIpumiTka: yci TeCTH BiANOBifa10Th/He-BiAROBIASIOTH YUNHHIN peaakuil cneundikauii.
Bigomocri [lizrotoBUB [lepernanys ————3aTBepIUB
ITigmuc /«*‘ o BN
Jara 30.12.2024 30.12.2024 30.12.2024/~/ : 32
IM’st [Hiss Bancan K.H. Japra Ilpacan as/
ITocana Craxep 3acTynHuK
TEHEPANIBHOTO -~
aMpekTopa, < v |
[linpo3nin AHaniTuauui AHammq}fim; ffff 1
KOHTPONb AKOCTi

Popmar Ne.: SOP/QC/001-F.09.06
TIEPEKJIAZl BIPHUN
Vnosrosaxena ocoba TOB «ABPUJT DAPM»
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