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Appeca 02093, m. Kwis, Byn. Bopucninecoka, 13

Ten. /Qakc: (+38044)566-68-78 [puiimMancha

ﬂ q @ H U ug (+38044)207-73-41 Bigain KOHTPONKW sfKOCT
{+38044)207-73-04 YnosHosaxeHa ocoba 3 akocTi i
(+38044)207-73-27 YnoBHoBaweHa ocoba 3 dapmakoHarnagy

CebTM(biKaT sakocri / Ceptudikar ananisy N2 170000010172

1. HafimeHyBaHHA npopyKuii: NPEAHIZONCH — AAPHILUA

(Ha3Ba, cuna giilakTMBHICTL, NiKapcbka Gpopma ta 1 M PO3UMHY MICTHTL NpearizonoHy HaTpie ¢pocdaty B nepepaxyHky Ha
PO3MIP yNakoBKK (IASHTMUHO {0 TEKCTY Ha npegHisonoH 30 mr

YNaKkoBLi roToBOT NpofyKLii)) po3umrH ana in'exyiid, 30 mr/mn. Mo 1 mn B amnyni; N2 5(5x1) s nauyi 3

MapKYBaHHAM YKPATHCbKOK MOBOID

2, Homep cepii: : ZE40824
3. Posmip cepii: 10,664 TvyNn
4. KpaiHa-supoGHuK: Ykpaina

5. HaiimeHyBaHHA Kpaity / Kpaid npusnaveHHa YkpaiHa

BNA cepii:

6. Homep peecTpauifiHoro nocsigueHka: NeUA/2587/01/01

7. Bara eupoBHuyTBa; | 08,2024

8. fRaTa zakiHueHHs Tepminy npugaTHoCTi 08.2026

(micAup T pik, nicna Akoro J13 He 3acTocoByeTbCA):

9. HasBa, aapeca Ta Homepn niLewHsili Beix BUPOONEHO, BKMIOUAIOUN YIAKOBKY/MAPKYBAHHSA Ta KOHTPONb AKOCTI Ha MNpAT
AlNbHYLbL BUPOGHULUTEE | KOHTPOMIO AKOCTI; «DapmauesTuuHa  dipma  «JapHuus»  3a  agpecol: M Kuis, BYI.
Ceptudikatn signosigHocri GMP Bcix bopucninbebka, 13; nivensia AB Ne598086; csigoutso npo arecTtauiio
BinbHALDb: nabopatopii BKA N2 128; ceprudikat GMP Ne 067/2024/GMP

10. AHanis BUKOHaHNRA 3rigHo; MKA N3 go peccrpayiitHoro noceigueqts NeUA/2587/01/01 sig 21.11.2019

Ne2319, 3f smiHamn

Pesynbratn aHanizy:

N¢ n.n.  HaiimenyBaHHA NnokazHWKa Bumorn HopmaTUBHOT BOKYMeHTanil PezynbTar aHaniay
1 Onuc Mpo3opa 6ezbapana abo 3nerka saGapeneHa pignHa Bignoeigae
2 lgenTudikayia A NpegHizonoMy Ha xpomatorpamax BMNpo6oBYBaHOIO RO3UUHY Ta POIUUHY Bignosigae
HaTpito gocdar NOPIBHAHHA (a), cTpUMaHUX y po3aini "Kinbkicke BuzHaueHHs.
MpeaHizonox”, Yacy yTpUuMyBaHHA OCHOBHOTO NiKy NOBKHHI
cnisnagati :
3 InerTudikaLia B MoBUHHC 3'ABUTICA BUWHEBO-UYEPBOHE 3a6apBRieHHs Bignogigae
4 IneHTUdikayis C. Mponinenrnikons, Ha xpomatorpamax BUApo6osyBaHOro PO3UNHY Ta pO3UNHY Binnoeinae
eraHon NOPIBHAHHA, OTpuMaHUX y po3aini "KinbkicHe Br3HaueHHA.

Mponinexnrnikons Ta Etanon (96%)", Yacy yTpuUMyBaHHS OCHOBHWX
nikie nosmHHI cnienagatu

5 MNposopicTs Mpenapat mae 6yTv npozopum Bignosipae
6 Konsoposicts OnTuyHa rycTuHa sunpofoByYBaHOIG POSUMHY He MOBUHHA 0,5
nepesuilyeatn 0,8
7 pH Big 6,5 00 9,0 7.8
<pOHHUG
8 Cynquai,&ﬁi AOMILUKIA "b;‘, byab-akoi gomiwkn - He 6inbwe 2,0 % Binnosinas
o
- .

9 CynBoBi,qH?E{_ﬂfdeBa ~ Cyma 0oMIWOK - He Ginbe 4,0 % 0,3 %

= eTAHa -
10 Ofem, md\éﬂw&j&'ﬁa - MpenapaT noeuHeH BignoeigatA Bumoram JOY, 2.9.17 Bignosinae

- carnoy/An+H o
11 Mexapiuni A04RL412 BU MR MpakTnuHo BiACYTH Bignoeigae

. o
HacTu
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12 Mexariudi BKNIOYEHHA! HeBrAKMI YactrHok posmipom = 10 MkM — He Ginble 6000 8 KoHTelHepI; Bignosipae
YACTMHKM HacTHoK po3mipoM = 25 Mkm — He 6inbue 600 B kKoHTeAHEDi

13 CTepunbHicTs Npenapar mae 6y cTepunbHIM Bigriosigae

14 bakTepianbHi eHAOTOKCUHN FpaHuyYHa KOHUEHTpaLis eHAOTOKCUHIB - He Girnbiie 150 MO/mn Bignoeigac

15 KinbkicHe Bu3Havenns. MpennizonoH He meHwe 28,5 mri e Ginewe 31,5 Mr s 1 mn npenapary 30,86 mrimn

16 KinbkicHe BU3Ha4eHHA, He menwe 142,5 mr i ve 6inbwe 157,5 mr 8 1 mn npenapaty 146,8 mrimn
Mponinexrnikons

17 KinbkicHe BuzHauenHA, Etanon (96 He menwe 47,5 mr i ve Ginbwe 52,5 mr 8 1 ma npenapary 50,6 mrimn
%)

18 Ynakoeka BignosigHo go MKA N3 Bignoeinae

18 MapkyeaHHs BignoeigHo go MK/ N3 Bignoeigae

11. KomeHrapi: Bes komenTapis

12. Ymosu 36epiraHHa:

13. 3anAea npo cepTudixkauio:

AiTen micyi.

B opuriHaniHin ynakoeui npu Temnepatypi Big 2°C go 8°C. 36epiratit B HefocTynHoOMy ana

Lum nigreepmxyio, Wo eci sMpobHMyi cTagil gns uiel cepil roToeol npoaykyii 6ynu npoeenex|

B NOBHIM BINNORIGHOCTE 3 BUMOTaMM, BCTAHOBAEHUMI B YMHHOMY KepisHWuTei no GMP,
3aTeepaKeHOMy MiHicTepcTBOM OXOPOHI 380poB’A YKpaiHW, | 3 Bumoramu peectpaliitHoro

AOChE KPaiHy Npu3HaveHHA

Cepin nozeoneHa fo peanisauii / BigeaHTamenHs 3 12.09.2024

3aTBepmKyio

MiB: OxoTHikoBa T.M,

Mocapa: YnoaHoeaxeHa ocoba

Mignucano enekTpoHHrm nignucom: 12.09.2024  09:53
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