APHUU

Anpeca 02093, m. Kuiz, Byn. bopucninbceka, 13

Ten./®akc: (+38044)568-32-10 lNpuamancHa
(+38044)207-73-41 Biggin koHTponic AkocTi

{+38044)207-73-04 YnosHeBameHa ocoba 3 AKOCTI
(+38044)207-73-27 YnosHoeaxeHa occba 3 papmakoHarnagy

Ceptudikar axkocri / Ceprudikar ananisy Ne 170000005678

1. HaiimeHyBaHHA NpoAyKLil:

{Ha3ea, cvna piifakTneHICTL, nikapcbka Gpopma Ta

PO3MIP YNaKoBKY (IBEHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBOT NpogyKUil))

2. Homep cepii:
3. Poamip cepii:
4. KpaiHa-Bupo6Huk:

5. HalimenygaHHA Kpaium / Kpaik npusH
ANA cepii:
6. Homep peectpauilikoro noceigueHns

7. Data eMpoGHuYTBa:

a4YeHHA

8. AaTa 3aKiHvYeHHA TepMiHy NpUAATHOCTI
(micaus i pik, nicna axoro FI3 He zacTocoByeTheA);

9. Ha3zBa, aapeca Ta HoMepu nileHsin Bcix
AINbHKLBL BUPOBHNLTEA | KOHTPOMO AKOCTI;

CepTudikaru signosigHocti GMP Bcix
AlNbHULB:

10. AHani3s sBnkoHaHW 3rigHo:

Pesynbratu axanisy:

JEDSIOK — AAPHWUA

1 M PO3UMHY MICTUTL NeBodrIoKCaLMHY remirigpaty B nepepaxyHky Ha
nesodnokcalliH 5 Mr, posunH ana indysii 5 mrimn

no 100 mn y dnakoni; no 1 pnakoHy B NayLll 3 MapKYBaHHAM YKPaTHCEKOK
MOBOI

TL10422
51,063 YN
YKpaiHa

YKkpaiHa

UA/4011/01/01
04.2022
04.2025

BUPOGAEHD, BKICHAKOUN YNaKOBKY/MAPKYBAHHA Ta KOHTPOMbL AKOCTI Ha MpAT
«®apmauesTuyHa dipMa «JapHuua» 3a agpecoi: M Kuie, By, Bopucninbcbka
13;

niueHsia AB Ne593086;

CBifOUTEO Npo aTecTaui nabopatopiit BKS Ne 128;

ceptnpikat GMP Ne 035/2019/GMP

1

MKA 113 po peectpauiiHoro nocsiguenna NeUA/M4011/01/01 sia 02.10.2019
Ne2004 3i amiHamn

N2 n.n. HalimeHyBaHHA NOKAsSHUKA Bumoru HOpMaTUBHOT AOKYMeHTaLT Peaynbtar aHanisy
1 Onue Mpo3sopa »oBTa PiaKHa i3 3eNeHyYBaTHM BigTIHKOM Bignoeinae
2 laeHTudikauin A Ha xpomatorpamax sunpcboByBaHOro posunHy {b) Ta poaunny Bignoeigae
NOPIBHAHHA, OTPUMaHWX y po3gini "CynposigHi gomiwKkK", Yacu
YTPUMaHHA OCHOBHOMO NiKy NMOBWHHI 36iratca
3 laeHTudikayis B MNpenapar mMae BUTPUMYBaATH BUNPOSYBaHHA Ha "OnTuuHe Binnoeigae
obepTaHHA"
4 Mpo3opictb MNpenapat mae 6yt Npozopum Binnosipae
5 Konboposictb 3abapeneHHA npenapaTy mae GyTW He IHTEHCWBHIWWUM 3a eTanon Y1 Bignoeipae
abo GY1
6 Ontnuke obepraHHA -0,29--0,26° -0,27 pagyc
7 pH 43-573 4,9
8 Ob'em, WO BUTArAETLEA MNpenapat Mac Bignosigaty sumoram OdY, 2.9.17 Bignoeigae
9 QOcmonanbHicto 280 - 320 mOcmons/kr 288 mOcmonb/kr
10 CynpoeigHi aomilikn N-pecmeTun nesodnokcauvi — He Sinswe 0,3 % 0,1%
11 CynposigHi JoMiWKK Aiamin noxigHe — He Ginbwe 0,3 % 0,0 %
12 CyripoBiaHi AOMILKK NeeodnokcaurH N-okena - He Ginbwe 0,3 % 0,1%
/"' “ . . . tll- (, ‘. ;; . )3 ,‘ K
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13

14

15

16

17

18

19

20

21

CynposigHi fomilKky
CynpoBifiHt AoMILLKH
CynposigHi gomilukn
MexaHiuHi BKNIYeHH:A
CTepunbRictb
BakTepianbHi eHOOTOKCUHW
KinbkicHe BU3HaYeHHR
Ynakoeka

MapkyBaHHA

MpoposxerHHa CepTudikar akocri / CepTudikar ananizy N2 170000005673

9-pectnyopo nesodnokcaynt — He Binbwe 0,3 %
ByAb-AKCT HeigeHTUIKOBAHOT foMillikK — He Binsue 0,2 %
Cyma nomilok, kpim R-o¢nokcauunHy — He &inswe 0,5 %
Bianoeigae sumoram ADY, 2.9.19, meton 1.8

Npenapat mac ByTy cTepUnBHUM

MpaHMuHa KOHUEHTPaUWis eHAOTOKCKHHIB - meHwe 0,5 MO/mr
NeBodpnokcaymra 4,75 - 5,25 mrfmn

BignoeigHo go MKA 13

BigneeinHo ao MKA N3

0.0 %
Binnosigae
0.2%
Bianoeinae
CrepunbHWA
Bipnoeigae
5,19 mr/mn
Bignoeigae

Bignoeifae

11. KemeHTapi:

12. YMmoen 30epiraHHA;

13. 3aasa npo cepTudikauiio:

bez kKomeHTapis

B opuriHansHiil ynakesui npu TemnepaTypi He BuLle 25°C. He zamopoyeatu. 3bepiratu B

HenoCTYNHOMY ANA AiTel micyi,

Lum niaTeeppkyte, 1o BC BUpRoBHKYI cTaaii AnA Uiel cepil roTosoi npoaykuil 6yny npoBeaeni
B MOBHIA BIGNOBIAHOCTI 2 BUMOTrami, BCTAHOBASHWMI B YAHHOMY kepiHuuTei no GMP,
3aTBepArKeHOMY MIHICTePCTBOM OXOPOHY 340P0B'A YKpaiHW, | 3 BUMOramn peecTpauinHoro

JOCbe KpalHW NPpr3HavYeHHA

Cepis po3eoneHa Ao peanizauit / sigeaHTa)KeHHs 3 19.05.2022

MNIB: Hazapenko M.

MNocapa: YnoeHosaxeHa ocoba

3aTReppxyy

NignucaHo enekTpoHHKMm nignucom: 19.05.2022
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