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Anpeca 0209

(+38044)207-73-41 Bigain KOHTPONK AKOCT
(+38044)207-73-04 YnoBHOBaMeHa ocoBa 3 AkacTi
(+38044)207-73-27 YnoBHoBaXeHa ocoba 3 dapmakoHarnany

a 3, m. Kuie, Byn. Bopucninbchbka, 13
Ten. /Qakc: (+35044) 566-68-7 Mpwiteamors m’l’ m ”m'.m

Ceprudikar akocri / Ceprudikar aHanizy N° 170000027414

1. HailimeHyBasHsa npogykuyii:
(Hazga, cuna AilfakTMBHICTb, Nikapcbka bopma Ta

po3mip ynakoBxu (igenTuuHo o TEKCTY Ha

YNakosLi rotogai Npogykilii))

2, Homep cepii:

3. Pozmip cepii:

4. KpaiHa-supo6Huk:

5. HalimeHyBaHHsa kpaiun / KpaiH NpU3HaYeHHA
AnA cepii:

6. Homep peectpayiiitioro NocBigueHHA:

7. BaTta sBupo6HMyTEa;

8. Bata 3akiHueHHn TEPMIHY NPURATHOCTI
{(micaup i pik, nicna akoro N3 He 3aCTOCOBYETLCA):

9. Hazea, agpeca Ta Homepn niLeHsziil scix
AINbHUYL BUPOBHULTES i KOHTROA AKOCTI;

Ceprndikaru signosigHocti GMP Bcix

RiNbHULUL:

10. Ananis BukoHaHui 3rigHo:

Pesynbraru ananisy:

CONYKOHA3OM-AAPHALA

1 kancyna mictute pnykonasony 50 mr:

Kancynu no 50 mr; no 10 Kancyn y KOHTYpHIR YapyHKoBii yrakosui; no 1
KOHTYPHIN YapyHKOBIi ynakoswi y nauli 3 MaApKYBaHHAM YKPaIHCBKOKW MOBOID

NK21023
77,366 TY
YkpatHa

Ykpaina
UA/1153/01/01

10.2023
10.2026

BMPOBNEHOD, BKAIOYaIOY W YNaKOBKY/MaPKYBaHHSA Ta KOHTPONL AKOCT] Ha MpAT
«DapMalesTuHa dipma «HapHuuar 3a agpecow: m Kuis, BYN. bopucninsceka,
13;

Migenzia AB Ne598086:

CBIfOUTBO Npo aTecTayi nabopatopiii BKA Ne 128;

CepTudikat GMP Ne 072/2023/GMP

MKA 113 no peecrpauitivoro noceiguennn NeUA/T 1 53/01/01 sig 04.04.2019
Ne728, 3i amiHamm

N2n.n.  HaiimenyBanHnA nokasHuka Bumorn HopmatusHo¥ ROKYMeHTauil PezynbTar aHanizy

1 Onuc Teeppi :enaTuHoBI Kamncynn 3 KopnycoMm Ta Kprweykow Ginoro Bignosigae
Konbopy. Bumicr kancynu - noporok 6inoro abo maixe Ginoro
Konsopy

2 lpeHTndikalia A Ha xpomartorpami PO34MHY NOPIBHAHHA (a), opgepxanin B pozgini Bianosigae
«CynporigHi Bomiwrkmy, vac YTRUMYBAHHA OCHOBHOIO MNika mae
CRIBMaAaTh 2 YacoM YTPUMYBaHHS nika bnykoHazony Ha
XPOMaTorpami po3unHy nopisHAHHA {b)

3 laeHTudikaia B Y®-cnexTp nornnHaHHs BUNPOGOBYEAHOIO PO3UNHY, Binnoeigae
APWrOTOBAHOTO, AK ONWCaHO B po3gini «KinbkicHe BM3HAYeHHA», B
ofnacti Big 220 kM g0 300 HM noauHed MaTU MaKkCUMymMK 3a
AOBXUHN XBUNI (26112) HM | (26742) UM MIHIMYM 33 JOBMUHM
XBUAi (26512) Hm

4 OnHopigHicTh gozosanux oanHuuL  Bignosigac sumoram OOY, 2.9.40 Binnoeigae

5 PoanapanHsa 3 auckamu He Binbwe 30 xe
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8 CynpaghtaHi gomiwku ’Q,o Homiuiki A - He Binbwe 1,0 %
< Kopotkosa -

7 Cyfposigwi p@%% - Aomiuikn B - ke Binbwe 0,3 %

8 Cy?tposi%ggoﬁé:@?gl_! :'.' ByRb-sikoi itwor fomiwkm — He Ginbwe 0.2 %

9 Cyngagi,qni%%ﬂ'?u}lgm‘} 2 N Cyma Bcix AOMILCK - He Binbwe 2,0 %
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10 PozunHenns Bignoginae sumoram Aoy, 2.9.3 npuw Q =75 % 3a 45 xg Bignoeipae
11 Mikpobionoriuda unctora BianosigHo no MKA 113 Bignosigae *
12 KinbxicHe BrzHauyeHHs dnykoHazony 47,5 - 52,5 mrikan 50,6 mrfkanc
13 Ynakoeka BianoeigHo po MKA /13 Bignoeinae
14 MapkysanrHs BignosigHo ao MK 113 Binnoeinae

11. Komenrapi:

12. YMmoewm 36epirannn:
Aitel micui,
13. 3asea npo ceprudikauilo:

*MepioguyHicT KOHTpONIo B KoXHii 10 cepii

B opurinanbHin ynakosuy; fpw Temnepatypi He Bulle 25°C. 36epiratu B HefAoCTYNHOMY fniA

Lam MiATEEPAXYIO, WO BC BUPOOHWYI cTagii ana uiei cepii rotosol NPOAYKUIT 6ynu nposegeni

B NOBHIN BignosigHocTi 3 BUMOramu, BCTAHOBNEHUMN B HAHHOMY KepiBHULTBI no GMP,
3arsepxeHomy MiHicTepcteom OXOPOHN 300pOB'A YKPaiHW, i 3 BUMoramy peectpauiittioro

AOCLE KPaiHW NpU3HAYeHHs

Cepin nozsonena go Peanizauii / sigeanTaxenns z 31 .10.2023

I SR

Sareeppxyic
Mlb: Koporkopa O,
locaga: YnosHosamena ocoBa
MiancaHo enekTpoHHUM mgnucom: 31.10.2023 0819
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AokymeHT nignucano y cepeici ByacHo (nouaTok)
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