d AAPHUUS

Appeca 02093, m. Kuis, Byn. Bopucninbcbka, 13

Ten./®akc: (+38044)566-68-78 lpuAmanbHa

(+38044)207-73-41 Bigain KOHTpONK AKOCTI

(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKoCTi b

(+38044)207-73-27 YnosHoeaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocti / Ceprudikar aHanisy N2 170000004406

1. HaimeHyBaHHA npoayKuii:

rNiUnH-AAPHALA

(Ha3Ba, cuna pii/akTMBHICTL, Nikapcbka ¢popma Ta 1 TabneTka MicTUTL rniLmMHy (B NepepaxysaHHi Ha 100 % cyxy peuosuny) 100
Yy

pO3Mip ynakoBku (iAeHTUYHO [0 TEKCTY Ha

ynakoBLi roToBoi npopykLuii))

2. Homep cepii:
3. Poamip cepi:

4. KpaiHa-BUpOoGHMK:

Mr;

Tabnetku cy6ninrsansHi no 100 mr; no 10 TaBneToK y KOHTYPHiit YapyHKOBIl
ynakoBLUi; No 6 KOHTYPHUX YapyHKOBKX YNAKOBOK B Maulli 3 MapKyBaHHAM
YKpaiHCbKOK MOBOIO

1BZ10424
46,309 TYN

YKkpaiHa

5. HailmeHyBaHHA KpaiHu / KpaiH npusHa4YeHHAa YKpaiHa

ANnA cepil:

6. Homep peecTpauiiiHOro nocBif4eHHA: UA/18282/01/01 Lie po 04.09.2025

7. fQara Bupo6HuyTBa: 04.2024

8. [lara 3aKiHYeHHA TepMiHYy NPMAATHOCTI 04.2027

(micaup i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. Hasea, agpeca Ta HoMep# nileHsii BCix BUPOBNEHO, BKMIOYAIOUM YNaKoBKy/MapKyBaHHA Ta KOHTponb AKOCTi Ha MpAT
AiNbHULBL BUPO6GHULTBA | KOHTPONIO AKOCTI; «DapmauesTvyHa oipma  «[apHuuya» 3a  agpecow. M Kwis, Byn.

Ceptudikarm signosigHocri GMP scix

AiNbHUUbL:

10. AHanis BUKOHaHWIA 3rigHo:

PesynbraTth aHanisy:

Bopucninbcbka, 13; niuewnsia AB Ne598086; ceigoutBo npo arecradito
nabopatopiit BKA Ne 128; ceptudikat GMP Ne 072/2023/GMP

MKA /13 po peectpauiiiHoro noceiguenHn NeUA/18282/01/01 sig 04.09.2020
Ne2032, 3i 3miHO0

N2 n.n. HalmeHyBaHHA NOKa3HMKa

BMMOrn HOPMaTMBHOT fOKYMeHTaL il PesynbraTt aHanisy

i Onuc
2 lpeHTudikauia A
3 lpenTudixauin B
4 OpHopigHiCTb AO30BaHUX OAUHULE
5 PosnapgaHHa
6 /PeyoBuHU, WO BMABNAIOTLCA
HiHrigpyHOM
7 Mikpo6ionoriyHa yncrtota
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7 L]
N Xy

<
o ?
€ano y 8%

Tabnetku 6inoro abo maiixe 6inoro Konbopy, NnockoumniHapuyHoi  Bignosipae
dopmu 3 dackolo Ta PUCKOKD

Ha xpomaTorpami sunpofosysaHoro posunHy (b), opepxanii y Bignogigae
po3aini "Pe4oBuHU, WO BUABNAKOTLCA HIHMAPUHOM", MaE

BUABNATUCA OCHOBHA MMAMA Ha piBHI OCHOBHOI NNAMN Ha

XpOMaTorpami po3uvHy NopiBHAHKA (a), BignosigHa i 3a po3mipom

i 3abapeneHHAM

fkicHa peakuia g Bignosinae

Bignosigae sumoram [OY, 2.9.40. NpuitmanbHe uncno AV <15,0 % Bignosipae

He 6inbwe 15 xB 2 xs.
Byab-aKoi AoMiluku - He Ginbwe 0,5 % Bignogigae
KpwTepii npuiAHATHOCTI: 3aranbHe Y1cno aepobHmx Bianosigae

mikpoopraHiamis - 100 KYO/T. 3aranbHe yncno ApiKAKOBUX i
nnicenesmx rpubis - 10 KYO/r. BigcytHicts Staphylococcus aureus
8 1 r. BigcytHicte Pseudomonas aeruginosae 1 r

He meHLwe 95 mr i He Binblwe 105 mr raiuuHy B Tabnetui, 8 100 mr/Tab
nepepaxyHKy Ha cepefiHio Macy Tabnetku

BignosigHo go MKA J13 ¢ Bignosinae
BignosigHo go MKA N3 ' Bignosigae

Crop. 132
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11. Komenrapi: Bes komeHTapie

12. YmoBwm 36epiraHHa: B opuriHanbHiii ynakosui npu Temnepatypi He suile 25°C. 36epiraTi B He[OCTYNHOMY ANA
niten micui.

13. 3anBa npo cepTudikauiio: LM nigTBepaxyto, Wo BCi BUPOOHMYI cTaaii Ans uiei cepil roToeoi npogykuii 6ynn nposefeHi
B NOBHIM BiANOBIAHOCTI 3 BUMOramMu, BCTAHOBNEHUMI B YNHHOMY KEpPiBHULITBI MO GMP,
3aTBepKeHOMy MiHICTEpCTBOM OXOPOHM 3[10p0B'A YKpaiHw, i 3 BUMOramu peecTpauinHoro
JIOCbE KpaiHW NpyU3HaAYeHHA

Cepina fossoneHa go peanizauii / singaHTaxenHs 3 25.04.2024

3aTBepaKyio

MNI6: Kopotkoea O..

Mocapa: YnoBHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 25.04.2024  10:51

CPOMNME .
o * .r‘?,’"
~  KopotkoBa -
= OkcaHa =
= leopriigHa - )

- egepnoy/inH <
~ 00481212 < . w
>, & NlokyMeHT nignucaHo y cepBici ByacHo (noyaTok)
‘%.,cﬂ e“.,,c" 00481212_20240425_Certificate_170000004406.pdf
Ho ¥
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JoKyMeHT nignucaHo y cepgici BuacHo (npogoBKeHHs)
00481212_20240425_Certificate_170000004406.pdf

[okyMeHT BignpaBneHo: 10:53 25.04.2024

BnacHuK AokymeHTy

EneKTpoHHMWA Nignuc

10:53 25.04.2024

€OPMNOY/INH: 00481212

tOp. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUHHA ®IPMA JAPHULIA
CTapLuMit iHCNeKTop-ynoBHoBaXeHa ocoba: KopoTkoea OkcaHa [eopriiBHa

Yac nepesipku KEMN/ELM: 10:53 25.04.2024

CraTyc nepeBipku cepTudikaty: CepTudikar gie

CepiitHuit Homep: 32BA6ADA8780FF45040000009715000005D10100

Tun nignucy: keanidikosaHun



