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Afdpeca 02083, m. Kuis, Byn. bopucninbebka, 13

Ten. /Qakc: (+38044)566-68-~78 Mpuiamansha

(+38044)207-73-41 Binain koHTponis akocri “ “ H’ ”
{(+38044)207-73-04 YnosHoBaeHa ocoba 3 SIKOCTI

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

CepTudikar sakocri / Ceprudikar aHanizy N2 170000030331

1. HaiimenyBaHus npoaykuii:

(Ha3Ba, cuna giilakTuBHiCTs, nikapcbka dopma Ta

pO3Mip ynakoBku (ineHTuuHo Ao TeKCTY Ha
YMaKoBUi FOTOBOT npoaykuii))

2. Homep cepii:

3. Poamip cepii:

4, 'Kpai’i-ld-;éﬁhbﬁuux:

3. HalimeHysauna kpainn / KpaiH npusH
AnA cepir:

HNTIMAKC — IAPHULUA

MapKyBaHHAM YKPaATHCbKOK MOBOIO

KD21223
11,508 TYI
YKpaiHa

avyeHHA YkpaiHa

6. Homep peecrpauiiinoro MOCBiguYeHHR: UA/13737/02/01

7. lata BUpo6HuLTBa: 12.2023

8. Nlata 3akiHueHHs TePMIHY NpuAaTHOCTI 12.2025

(Micaub i pik, nicna akoro N3 ne 3aCTOCOBYETLCA):

9. Hazea, agpeca Ta HomMepu niyeHziji Beix BUpOONeHo, BKMIoYaIoun yNakosKy/MapKyBaHHA Ta KOHTPRONbL AKOCTI Ha MpAT
AinbHUYL BMpOo6HuLTBA | KOHTPOMmIO aKocTi; «PapmatieB8TMUHA dipma «JapHuua» 3a agpecoio: m Kuig, syn, bopucninbcbka,
Ceprudikarn BignoBigHocTi GMP Bcix 13;

RinbHUYL: ¢ .
10. AHanis BUKOHAHMIA 3arigHo:

Pesynbratin aHanizy:

nleHsia AB Ne598086:
CBIAOUTBO Npo aTecTauiio nabopatopiin BKA Ne 128:
cepTudikat GMP Ne 066/2023: Ne 071/2023/GMP

MKA J13 go peecrpayiiinoro noceigueHHAa NeUA/ 3737/02/01, 3i sminamu

Ne nm, _Lll-l_aﬁmerll_yaauun NOKa3zHUNKa Bumoru HopmatueHoi AoKyMmeHTaLii Pesynbrar ananizy
1 Onue lposopa 6esbaprra piguia Bianoeinae
Ha xpomarorpamax BUNpoGOBYBaHOro PO3uMHy (b) Ta posunny Bignosigae
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MOPIBHAHHA, OTPUMAaHUX y posgini "KinbkicHe BU3HauveHHA", yacu

YTPUMYBaHHA OCHOBHOrO NiKy LIMTUKONIHY NOBUHHI cnignaaaTy

(uMTUKONIH HaTpilo)

YO-cnekTp nornuHaxHs BUNpoboBYBaHoOro PO34UMHY obnacri Big Bipnosinae
230 vm 2o 300 HM nosuMHen BIANOBIAaTY criekTpy PO3YMHY

MOPIBHAHHA (LMTUKOMIH HaTpilo)

Mpenapar mae 6yTu Nnposopum BignoBigae
[Mpenapar mae 6yruy He36apBHUM Bignosinae
6,0-7,0 6,5
D-UNTUAKMAOBOT KNCNOTH - He Binbite 0,2 % 0,0 %
Homitukn E (UDP-xoniHy) - He inbLue 0,5% 0,0 %
ByAb-AKOT IHWOT ROMILWKKM — He Ginbwe 0,1 % Bianosigae

Cyma gomilsok (kpim gomiwxm O-UMTUAWAOBOT KUCNIOTY | AOMILLKN E) 0,0%
- He Binbwe 1,0 %

{[Dk(,.hﬂ NO606 oY J1ogle /%

VAN
A

1 MN po3duHy micTuTs UWTUKOAIHY HaTpilo y NepepaxysaHHi Ha uuTMKonix 10 mr
PO34WH AnA iHdy3in 10 mr/mn no 100 mn y $nakoHi; no 1 ¢pnakoHy y naui 2

Crop. 132




PoRCEeHA Cepudian axocr! | Cepragivar ananisy e 470000030331 | IONMININIE

11 O6'em, Wo BUTAracTbCA Mpenapart mae signoBigaTv sumoram aoy, 2.917 Binnosipnae

12 MexaHiuHi BKMIOUeHHR: HeBNaMMi BisnoeigHo go MK 13 Bianosinae
HACTUHKK

13 CrepunbHicts [penapar mae 6yt crepunbHMm CTepunbHmni

14 BakTepianbHi eHgoToKCUHN MeHwe 1,75 MO/mn Bignoeinae

15 -~ KinekicHe BusHaveHHa LMTiKoNIHY 9,5 -10,5 mr/mn 10,3 mrimn ..

16 Kiﬁbl{itHE BM3HAYEHHA HaTpilo 8,55 - 9,45 mr/mn 8,91 mr/mn
xnopuay _

17 Ynakoska BignoeigHo no MKA N3 Bignogigae

18 Mféﬁxieal-mn BianosigHo go MKA N3 Binnosinae

11 '-; Komel-rrapl Bes komeHTapis

12, Ymosu 36epiraHns: B opurinansHiit ynakosui Npun Temnepatypi He auwe 25°C. 36epiratu B HeaoCTYNHOMY anA

AiTen micyi. t

13. 3anaBa npo ceprudikauio:  Lium NIATBEPAXYIO, WO BCi BUPOGHMYI CTapii gna uiei cepii rotoBol npoAykuii 6ynu nposegeHi
| B NOBHIN BiONOBIgHOCTI 3 BUMOTamiu, BCTAaHOBREHUMY B YWHHOMY KepiBHULTEI No GMP,

3aTBeppkeHOMy MiHicTepcTBOM OXOPOHN 340pOB’'A YKPaiHK, i 3 BUMOramu peecrpauyinHoro
AOCHE KPaTHY MpUHaYeHHA

Cepis .qosisbneua A0 peanizauii / BigBaHTaxeHHa 3 19.12.2023

3aTBepaXKyI0
NI6; HasapeHniko M.B,

locapa: YNnoBHOBaXeHa 0coba

flianucaqo enekTporHUM nignucom: 19.12.2023 16:26

- M

HokymeHT nignucaHo y cepeici ByacHo (noyaTok)
00481212_20231219_Certificate_1 70000030331.pdf
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HokymeHT nignucano y cepeici Byacio (npogoexennn)
00481212_20231219_Certificate_1 70000030331.pdf

HokyMmeHT Bignpaeneno: 16:29 19.12.2023

BracHuk pokymenTy

EneKTpoHHMIA nignuc

- 16:29 19.12.2023

COPMOY/INH: 00481212

lOp. Hasga: MPUBATHE AKUIOHEPHE TOBAPUCTRO GAPMALEBTUYHA GIPMA OAPHWLIA
CTapLMi IHCNEKTOP-YNOBHOBaXXeHa 0coBa: HasapeHko MapiaHHa BikTOpiBHAa

Yac nepesipku KEMN/EUM: 16:29 19.12.2023

CTaty¢ nepeBipku cepTudikaty: CepTudixkar gie

CepiﬁHHETHpM ep: 32BA6ADAB780FF4504000000931 S00009F4A0000

Tun nignucy: kBanidbikosaHwij




