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Adpeca: Vpaina, (4073, m. Kuls, eyn. Konuniacwra, 38,
Hiyensia cepin AB Ne 598093 sudana Hepocasnoo cayxcéon
Yepainu 3 nivapcokux 3acodie eid 04.07.2014p. /
Ceidoymao npo amecmayin sadopamopii Ne 216 atdare
Hepacasnoio cayactoro Yepainu 3 nikapevkux 3aco6is

6id 07.07.2014p.

Cepridikar cepii Ne 2

Hassa nponysuii, sikapeska dopma Ouncanpec H, Tabjaerkn, BKpuTi Homep cepit 9H20724
e ITIBKOBOIO 000/10HK0¥0, 10 20 Mr/12,5 mr
: .| Houep pecetpaniiiroro nocsiucHns Ne UA/20134/01/01 pic ho 03.08.2028 Poamip cepii 13307 yn.
[ Cuna i/ axrusgicts Omfecaprany MeAOKCOMiT ~ 20 MT Hara supotunursa 07.24
SRR e e e Tinpoxnoporiazia ~ 12,5 mr
Pasumip Ta i nakosanus Tlo 10 ‘rabnerox y bnicrepi; mo 3 Gricreps 8 nayuui Hasga kpaikn npustascsisg
3 : : ; : : Ykpaina
-{_BunpoGosysanux nposenene 3a MKS J13 so PIT Ne UA/20134/01/01 :
o R R Cretndixauiz no MKS1 J13
S Ne . Ha3sa MoOKA3HEKA Jlonyerumi Mexi MeTo KoHTponio Pesvabtatiy
1 Onune Tabnerks Kpyrnioi GopMu 3 ABOOMYKIIOIO IOBEPXHEIQ, BKPHTI (11 BKOBOLO 3an. | Binnosinae
e i Tl OBOAOHKOI CBITN0-KOBTOTO KONkOpY
2. | lnenrudsiauia A. Ha xpomatorpumi BHNpoGOBYBAHOTO POIHHY Ma€ BHABIATHCH ABI 4ITKO 3an. 2.A, Burpinye
| oasecapmangt Medokcomin POJUICHIX TASMA HA PIBHI [U1AM H3 XPOMATOrPAMAX PO3UHHY HOPIBHSHES {ay | *A0DVY, 2227
2idpoxaopomiazud Ta posuuny nopissanns (b), pignosinmux im 3a posmipos i inTeHCHBHICTIO
TIOTAHHAHA,
B. Ha xpomarorpami BunpoGosysaroro posuuny, oxepaniii y sunpoSysasni | 3an, 2.B, Buatpnsye
«KinbKiche BH3HAYEHHAY, Y4CH YIPHMYBAHHS OCHOBHIX TIKiB oY, 2.2.29
rigpoxnopoTiaziny i oaMecapTay MeLOKCOMInY
MAIOTh BIANOBIAATY HACAM YTPHMYBAHHA OCHOBHNX 1IKiB rizpoxstopotiasugy i
OIMECADTARY MCIOKCOMINY HA XPOMATOLPAMI POIUHHY NOPIBHAHIA.
3 Posunnesns 3am 3,
OAMECAPMAKY MeGOKCOMIN He mente 75 % (Q) 3a 30 xB AHOV2.93, Binnosigac
| 2idpoxnopomiaiug He menwe 75 % (Q) 3a 30 xs 2229 Bimosinae
4 | Onmopianicts noiosanux Maioth suTpusMyBaTH Bimory *JIOY 3an. 4,
OHHUHE *ADY, 2.940,2.2.29 Burpisye
5 | Cynposigni 3en. 5,
JOMitIKH *Ndy, 2,229
oasecapmany dosmiura A He §igsme 0,9 % Bignosinac
aamecapmany domivka C He 6inswe 0,3 % Binnosinae
2idpoxnopomiasudy dosiwwy :
ABC He Binsme 1,0 % Binosijae
OyGy-sika inwa dosiuxa
2idpoxnopomiasudy He 6inbwe 0,2 % Binnosime
6yde-sxa ina dosiwxa
oamecapmany Medoxcominy He Ginsiue 0,2 % Bixnosinae
cysa Qoshuox anpecapmany
Medoxcominy He Ginbwe 1,7 % Bignosinae
eyata dominox
2idpaxaopomiazudy He Sinsie 2,5 % Binnosijnae
6 | Mikpobionoriuna yHeToTa Kpwurepit npufinarnocti: 3an. 6,
3aranpre usicio acpobanx MiKpoopraxiaMin *NdbV,5.14,
(TAMC) -10° KYO s Ir. 2.6.12,2.6.13 <10
3aransHe YHCIO APIKIPKOBUX Ta MNICCHEBHX pubia
(TYMC) - 10*KYO s I <10
Bineyrnicte Escherichia colin 1 r. Bincyrai
7 Kinbxiche susuayenns Ha moment sHnycxy [TpoTaroM Tepminy npuparhoct 3an. 7,
OAMECAPINANY MEDOKCOMIN Bin 19 mr 10 21 mr, y Bix 18,5 Mr o 21 wr, y AdY, 2229 19
nIcpepaxyBaHii Ha Cepenio Macy TICPEPAXYBAHH] HA CEPEAHIO Macy
Tabieri. TabaeTEH.
2idpoxnopomiains Big 11,9 Mrzo 13,1 mr, y Bin 11,6 mr o 13,1 s, y 12,3
TIepepaxyBaHHi Ha CCPENHIO Macy MEpEPaxyBauyi 11a cepeHI0o Macy
TabaCTKH. TabneTkH,
8 | Yuaxoska Binnosiano mo susor MK J13 3a MKSLJI3 Binnosinae
9 Mapxysasns | Biznosijiae nananomy TekcTy Mapkysamis, '
10| ¥mosu 3Gepiranns /7| B OpHTiHansHilt yiakosm npi TeMIlepaTypi He sume 25°C
11 | Tepuin npuaatsocti A T T | o 07 26

Ananis sukonam; Horopxescyka 0
Buenosox: Binnosinae pusoras f’ MKA 11354
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3assa npo ceprudixauio: L g fg\;@%};t{;& yaBenena BAme indopmatia ¢ Koctosip TOUHGRE:L[I0 cepiio NpoayKLT Gyno rHpoBieHo (BKIOAIONH

NAKYBAHUA T4 MAPKYBAHHS) TA NPOB ; A
OpraHoM, & TAKOX y BiinoBinHOCTI 0 CHietHdikatiify iKi MicTaTECH ¥ peccTpatiiino)
BETAHOBMCHO Bignosianics GMP. Cepix rotosel uponykuii sianosinac 3a nokasn
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Ha 3a3Havenil alnsuHui y {g%?g\bnbmg?q\q%mor GMP, BeTanoBncHuM MiCHERHM PEryIATOPHIM
g(‘i/éa - Ipotokoim BpoBymuTea, ynakosku i ananisis Gy nepernsHyTi i
Uil %gpcﬂ MKS51JI3 a6, PITNe UA/20134/01/01 /T8 I0IBOJIACTECA JIO peanizauir,
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