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Agpeca 02093, M. Kuais, syn. bopucninbcoka, 13
Ten./dakc: (+38044)566-68-78 MNpuiamansHa mll’ I‘“"”“

ﬁ. @ p H U u ﬁ (+38044)207-73-4) Bingin xoHTpoNe AkocTi

(+38044)207-73-04 YnoexosaxeHa ocoba 3 akocri
(+38044)207-73-27 YnosnosaseHa ocoba 3 dapmaxoHarnapy

Ceptudikar akocri / CepTudikar aHanisy N2 170000009929

1. Halimenysanua npoaykuii: BOMA DNA IH'eKUIN—AAPHULIA

{HasBa, cuna giifakTuekicrp, nikapcobka dopma T3 goga ans iH'eKLii

PO3MID yNakoBKn (ineHTUMHO A0 TeKcTy Ha PO3YWHHUK ANA NPUFOTYBaHHA PO3UNHY AAs iH €Ki

YMaKkoBuUi roToBOT NpoayKLii)) no Smn 8 amnyni; Ne 10 (5x2) 8 nauui. MapkyBaHHA yKpaiicbKo MoBoID

2. Homep cepii: AT40824

3. Pozmip cepil: 28,092 TvT

4. KpaiHa-supo6Huk! YKpaina

5. Halimenypanusa kpaiun / KpaiH nprusnaveHns Ykpaiua

AAA cepil:

6. Homep peectpauyitivore noceifuUenHA: UA/3150/01/01

7. Nata Brpo6HuyTsa; 08.2024

8. Aata 3akinyewuns TEpMiHY NpuaaTHOCTI 08.2028

(micaub T pik, nicna sikoro fi3 He 3acTocoByeTbeA):

9. Hasea, agpeca Ta HOMepW hiyeHsii Bcix BUPOGNeHo, BKIOYAI0UN YNaKOBKY/MapKyBanHs Ta KOHTPONb AkocTi Ha NpAT
AINBHULL BUPpOGHMLTEE | KOHTPOMI0 AKOCTI; «QapmallesTUYHa dipma  «lapHuus»  3a afjpeco: M Kuis, gyn.
Ceprudikarn signoeigHocri GMP seix Bopucninecora, 13; niuewsis AB Ne598086; cmigoytso npo  aTecrayiw
AinbHULL: Naboparopii BKA Ne 128: ceptudikat GMP Ne 067/2024/GMP

10. AHanis BUKOHaHW srigHo! MKA N3 a0 peecrpayiiinoro nocsiguenHa NeUA/3150/01/01 gig 14.11.2019

N22283, 3i amiHamn

Pesynbrarui auanizy:

Ne n.n.  HafimeHyranua noxasumka Bumoru HopmatusHoT AoKymeHTal iV Peaynurar ananiay

1 Onwic Besbapera npozopa pignHa Bignosigae

2 KMENOTHICTS ao nymuicts He Ginseue 0,1 mn 0,01 M PosuuHy Hatpiio rinpokcugy a6o e Bignoeigae *
6inbwe 0,15 mn 0,01 M PO3HMHY XNOAMCTOBOAHEEOT KUCAOTH

3 fuToma enektponposzigricre He Ginbwe 25 mxCrmfcm S mClem

4 Peuosunm, wo oxmcHiooTHCA Peakujia 3 pozumMHoM cipyanol kucnot poseegeHoi P, 13 0,02 M Bigrioipae
PORUMHOM Kanito nepmaHraHaty. PosuiH Mae 3anuiwaties cnabo-
pPOXEBUM

5 Xnopuam He 6inswe 0,00005 % {0,5ppm} Bignosigae

6 Hitparm He Ginoute 0,00002 % (0,2 ppm} Binnoginae *

7 Cynepatn He mae 6yt BMAMMIX 3MiH po34MHy npotarom 1 rog Bianoeigae

8 AmoHio conl He 6inswe 0,00006 % (0,6 ppm} Bignosinae *

9 KanuLin i marain 3'ABNAETLCA cHE 3a6apanerna Bignoeigae *

<P OHHI G .\
- e® ni’? = - ' *
10 Cyxuitsammuok 2 He 6Ginbwe 4 mr (0.004 %) Bignogigae
(4]
.~  Oxofuikosa - o .
11 O6lem, wo Bmprgrfe}ﬁrl%cs - Mpenapar mae Bignosigatv suvoram Ay, 2.9.17 Bignosinae
= MKoNnaisHa E' . . . )
12 Mexani %HWW’I Prum MpakTuno sipcyTHi Bignoeigae
HaCTNHKN -
13 Mexa’a/iwi 9&%%%&21}92: Heaowﬁmmi HactuHok poamipom = 10 Mkm — He Ginswe 6000 & KoHTefiHepl; Bianosigac
uacTakml et HaCTUHOK Po3mipom = 25 MKM — He Binbwe 600 o KOHTeRHepi
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e cprapier o sposar ey e srosoosszs | [N

14 CrepunbHicTb Npenapat mae 6yTh cTeprNbHUM CrepuncHuil

15 bakTepiansHi engoTokcHHM TPaHKuHa KOHLEHTPALIA €HAOTOKCHHIB — MeHWEe 0,25 MO/mn Bignoeigae

16 Ynakoska Bignosinro MKA N3 Bignoeinae

17 Maprysashs Binnoesigho MKA N3 Bignosigae

11. Komeurapi: *TecT npy KoHTponi roTosoro npenapary Ha eTani Bupayi fozsony Ha peanisaliio He

BVIKOHYETHCA, AKICTL NPENapaTty 3a AaHnM NOKaZHNKOM rapaHTyeteca Qipmoio
12, Yvoen s6epiranns; B opurinanbmii ynaxkoswi npu Temneparypi He Buwe 30°C. 36epiratu B HeJOoCTYNHOMY AnA
Birefi micuy,

13. 3anea npo ceptndikauio: LUum rigTBepLMKYIo, 10 BCi BUPOGHUY] cTapji AnA Uiel cepii rotosol npoaykuji Gynu NpoBegeHi
B NoaHii signosigHocTi 3 BAMOramt, BCTAHOBNEHUMM B YNHHOMY kepieHuUTE No GMP,
3aTeepAxeHomMy MiHicTepcTROM OXOpOHM 3a0p0B'A YKpaihy, i 3 BuMoramn peecrpaiiitoro

BOCkE KpaiHu npusHaveHHs

Cepis foseonena go peanisayii / BigBaHTaxeHHa 3 27,09.2024

3arsepmuyio
MiB: OxoTHikosa T.M.

MNocaga: Ynosuosamena ocoBa

Nignucaro enexkTporHyM nignucom: 27.09.2024 13:44
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