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Anpeca 02093, M. Kuis, pyn. Bopwcninsceka, 13 RTIM|
Ten./Qaxc: (+38044)566~68-78 [lMpuiimanbHa |
(+38044)207-73~41 Bigain xoHTponw sAkocTi :
(+38044)207-73-04 YnoBHosa#eHa ocoba 3 . AKOCT |

(+38044)207-73-27 YnoeHosaxeHa ocoba 3. dapmaroHariagy

Ceprndikar axkocti / Ceprudikar ananisy Ne 170000019766

1. HaimeHysakHn npogyKyli:

AMNOOUNIH-JAPHULA

(Hasea, cuna AlifakTMBHICTD, Nikapcbka dopma Ta 1 Tabnetka MICTUTL amnoaunivy 6ecunarty (y nepepaxysaHni Ha amnoguni H) 10
pO3MIp ynakoeku (iAEHTUUYHO IO TEKCTY Ha M;.

YNaKkoByi rotosof nNpogyKuii))

2, Homep cepii:
3. Posmip cepii:

4. KpafHa-8upoGHHK:

Tabnetku no 10 mr: no 10 TabneTok Y KOHTYPHIl “apyHKOBIN ynakoBsui: no 2
KOHTYPHI UapyHKogi yNnakoBKku B NauLi 3 MapkyBaHHsM YKPaiHCbKOW Ta
POCINCBKOK MOBamu :

BD10323
122,811 TYN

‘YKpaina

5. HaltmenysanHAa KpaiHu / Kpai NPpusHaueHHA Ykpaita

‘ANA cepit:

6. Homep peecrpauiiinoro nocsiguesnn: UA/7940/01/02

7. Nara BupoGHuyTBa: 03.2023

8. lara sakinueHHs TepmiHy npupaTHOCT] ~ 03.2026.

{micaup i pik, nicns akoro N3 e 33CTOCOBYETLCH):

8. Ha3ga, aapeca Ta Homepwm niyensin Beix BUPODNEHO, BKIOUAIOUU YNaKOBKY/MAPKYBaHHS Ta KOHTPONMb AKOCTI Ha TMpAT
AlnsHuyb BUpobHuiTRa | KOHTPOMIo AKoCcTi; «DapmauesTuuHa dipma «dapHuyar 3a afpecolo: m-Kuis, syn. bopncninecoka,
Ceprtndixarn Bignoeliguocti GMP scix 13;

Alnpynub: niueHsis AB Ne598086;.

10. AHani3 BUKoHaHHik 3rigHo:

PeaynbraTin aHaniay:

CBIAOLTBO Npo aTecrayiio naboparopin BKA Ne 428:
ceptudikat GMP Ne 060/2022/GMP

MKA 113 po peecrpauifiHoro nocsigueHns NeUA/7940/01/02 Big 03.01.2018
Ne12, 3i 3mivamu

Bumoru HopmarueHoi gokymenranii Peaynbrar ananiay

1 Onuc Tabnetkn 6inoro a6o 6INOro 3 KOBTYBATHM BIATIHKOM KOABOPY, Bignoeigae
naockoumnisapuuHoi dopmu, 3 dacko

2 lneHTHGIKaYis A }'w-cnenrp-aunpoﬁyBaHoro_posqtu. NPUroTOBaHOrD, AK ONMCaHo 8 Bignosinae
po3aini "Po3unHeHHs", B obBnacTi Bif 220 Hm go 420 Hm nosuHen

| MAaTH MaxCUMyM Npu JoexuHax Xeunb (23912) Hm i {366+2) Hm

3 InenTtndikanis B Ha xpomatorpamax BunpoGysarHoro posuuHy (b) Ta poaunny Bignobigae
NOpIBHAHHA (a), oTPUMaHKX y po3aini "KinbkicHe BUZHAYEHHA", YacK -

| YTPUMyBaRH#a niky amnofuniiy NOBUHHI criiBnagaTu

4. OpHopiguicTs fO30BaHX oavHMLL  Bignosigae suMoram A0y, 2.940 BignoBigae

5 Po3nanaxHn 'He Ginbwe 15 xp

6. CynpoRigHi AoMiwxK Aomiwika D - ne Ginbuie 0,3 %

7 CynposigHi gomiuxm ‘Amniopunia nakTo3n apgaykT - ie Ginswe 0,5 %

8 CynposiaHi gomiwxu AMNoguniHy rmoKo3W/ranaxTo3n agayxr - Heﬁinﬁu;e’{']',ﬁl'“_ AN

9 CynpoBigHi aomiLuxm byab Akol HeineHpikoBaHO! AoMILLKK - He Binbwe 0,2 %
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10 CynposigHi AOMILIK# Cyma HeigeHTMdIKoBaHUX flomiwiok - He Binswe 1,0 % 0,0 %
11 PO3UMHEHHA Bianosinae sumoram J0Y, 2.9.3 npu Q=75% 32 45 x5 Bigroripgae
12 Mikpobionoriuta uncrora BignosigHo no MKA 113 Bignoslgae
13 KinbkicHe BU3HaueHHA amnoaunidy 9,5 - 10,5 mritab 9,8 mr/rabn.
14 YnakoBka BianosigHo ao MKA N3 ) Bignoeigae
15 MapkysaHhs BignosigHo go MKA N3 Bignosigae
11. Komenrapi: be3 xomeHTapis
12. Ymoeu 36epirannn: B opuriHanbHii ynakosui npu Temriepatypi e smwe 25°C.

13. 3anBa npo ceprudikatjio: Lium miATBEPAXYIO, WO BCi 8MPOBHWUI cTaaii ans wiel cepil rotosol npoaykuii ﬁynu nposeneHi
B NOBHIA BIANIOBIAHOCTI 3. BUMOTAMW, BCTAHOBNEHUMU B YNHHOMY KepiBHMLTBI no GMP,

3aTBepareHOMY MiHICTEPCTBOM OXOPOHK 3Q0p0B'A YKpau-m i 3 BUMOramMm peecrpauinHoro
AOCBE KpaiH NPU3HAYEHHA

‘Cepin foasonena o peanisauii / sigBantaxennn 3 26.04.2023

3areepaxylo
[MIB: KopoTkosa O.l.

Mocapna: YnosHOBaxeHa 0coba

Migmmcano enekTpoHHMM nignicom: 26.04.2023  13:26

Cvop. 232




