Mpopoexennn Ceprudikar axocri / Ceprudikar ananisy N2 170000005955
11 MapKysaHHA BignoeiaHo no MKA N3 Bignosigae

11. Komenrapi: *MNepioguuHicTe KoHTpONIO B KOXHIA 10 cepii

12. Ymoen 36epiranun: B opuriHaneHiin ynakosli npu Temnepatypi He suule 25°C. He 3amopoxysaTtu. 36epiratu 8
HegoCTYNHOMY AnA AiTei micui.

13. 3anBa npo cepmudixanio: Lium nigTeepppxyio, wo Bci BUpo6GHUUI cTagiil ana Uiel cepil rotoBol npoayKuil 6ynu npoeefeHi
B NOBHI BiANOBIAHOCTI 3 BUMOraMu, BCTaHOB/IEHUMU B YMHHOMY KepisHuyTsei no GMP,
3aTBepaxeHomMy MiHicTepcTBom oxopoHu 3gopos’a YKpaiiu, i 3 BUMoramm peecrpauyiiHoro
AOCBE KpaiHW NpHU3HaYeHHA

Cepin go3sonena fo peanisauyii / sigsantaxenunun 3 03.06.2022

3aTBepmKyl0o
Mib: HazapexHko M.

MNocapa: YnosHoBaxeHa ocoba

Mianucano enektpoHHum nignucom: 03.06.2022

Crop.232



d AAPHUUS

Agpeca 02093, m. Kuwie, syn. bopwucninbcbka, 13
Ten./Makc: (+38044)568-32-10 [lpuiiManbHa
(+38044)207-73-41 Bigain KOHTpOMIO AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKocTi
(+38044)207-73-27 YnoeHoBakeHa ocoba 3 dapmaxoHarnagy

Ceptudikar akocri / Ceptudikar ananisy N2 170000005955

1. HaiAmeHnyBaHHA Npoayxuii:

METWIYPALIUN 3 MIPAMICTUHOM

(va3Ba, cuna piifakTueHicT, Nikapcbka dopma Ta 1 1 Ma3i micTuTb: meTunypuywuny 50r, mipamictuny Smr, ma3b
pO3Mip YNakoBKK (iAEHTUYHO 0 TEKCTY Ha no 30 r y 1y6i, no 1 1y6i y nauLji 3 MapKyBaHHAM YKPaiHCLKOIO MOBOK)

ynakoBLi roTosoi NPoAYKLiT))
2. Homep cepii:

3. Poamip cepii:
4. Kpaina-BMpoOGHNK:

MM20522
24,868 TYN

YkpaiHa

5. HalimeHyBaHHA Kpaihm / KpaiH npu3HavyeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauiiiHoro noceigueHnn: UA/1750/01/01

7. faTa supobunyrea: 05.2022

8. [laTra 3aKkiHueHHA TepMiHy npmaaTHOCTI 05.2024

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

9. Hasea, appeca Ta HoMepHM nilyen3ii Beix BUpOoO6NeHOo, BKNIOUYAIOUM YNaKoBKy/MapKyBaHHA Ta KOHTPONb AKocTi Ha MpAT
AinbHMUL BUpo6HMITEa | KOHTPONIO AKOCTI; «®apmauesTuuHa gipma «lapHuua» 3a agpecoio: m Kuis, Byn. bopucninbceka,
Ceprudixatm Bignosiguocri GMP Bcix 13;

ANbHMLDL: niyensia AB Ne598086;

10. Avaniz BMKOHaHMiA 3rigHo:

PeszynuraTm aHanisy:

CBifouTBO Npo atecrauyilo nabopartopiiti BKA N2 128;
ceptudikatr GMP Ne 035/2019/GMP

MKA 13 po peectpauiitHoro noceiguenda NeUA/1750/01/01 eig 13.06.2019
N21396, 3i amiHammn

N2 n.n. HalmeHyBaHHA NOKA3ZHWKA

BuMOrn HOpMaTHMBHO! A OKyMeHTauil PezynuTaT aHanisy

1 Onuc

2 IpeHTudikauiia A

3 IpeHTndikauiia B

4 pH

5 Po3mip uacTMHOK

6 Maca BmicTy ynakoBku

7 Mikpo6ionoriuHa uncroTa
8 KinbKicHe BU3HaueHHA

9 KinbKicHe BU3HaueHHA
10 Ynakoeka

0OpgHopigHa masb 6inoro Konbopy Bianosinae

Y®-cnexTp eunpobyeaHoro po3uuHy, NPUMroToBAeHoro, AK onucalo sBianosigae
po3gini "kinbkicHe BU3HaueHHA. MeTunypauun®, B obnacri Big 220 Hm

Ao 300 HM NOBWHEH MaTK MiHIMYM Npu foexuHI xeuni (2304+2) Hm i

MaKCUMyM npu RoexuHi xsuni (26012) Hm (mMeTunypauun)

Ha xpomatorpamax eunpo6yBaHoro po3uuHy i po3unHy nopiBHAHHA, Bignosigae
oTpuMaHmx B po3aini "KinbkicHe Bu3HaueHHA. MipamicTUH", Yyac

YTPHUMaHHA OCHOBHOTO NiKy MipaMiCTUHY, NOBUHHI cniBnanaTu

(mipamicTvH)

40-6,8 4.6

Y koxxHOMY noni 30py MiKpocKona OCHOBHa Maca YUacTMHOK nosuHHa Bianosigae
6yTin posmipom He Ginbe 90 mxm, fonycKaETbCA HaRBHICTL
OAMHUYHUX YacTMHOK po3Mipom o 180 Mkm :
Maca BmicTy KOXHOT yNnakoBku mae 6yTu He MeHLe uow@éiﬁ:s&;uc‘:’

BipnoeiaHo no MKA 13

Mipamicruny 4,75 - 5,25 mrir
Meunypauwny 47,5 - 52,5 mrir \ 2\ 218472080 7/ ik

BignosiaHo Ao MKA J13 Sl O Binviosinae
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