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Ceprudixar cepii Ne 18

DorieBa KHCIOTA, Ta0aeTKH 110 1 Mr Ne 50 v KGHTeHHepi

Kpaina Bupobumk YKpaiHa
Homep PEECTPALIHHOrO NOCBUIYEHHS Ta HOTO TEPMIH Aif P. No UA/4380/01/01 Tepmin aii 6ezcTpokoso
Cuna nii/akTueHicTs: 1 TabreTka MiCTHTE: KuCnOTa DoJTieRa v nepepaxyeanni Ba 100 % peyopuny - 1.0 mr

Howmep cepit 70923
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JlaTa 3saxiH9eHHs TEpMIHY NPUAATHOCTI 10 09.2026 poky

Haspa ginenuni [IpAT «TexHomor»
Anpeca ginesuni TIpAT «Texnonor». 20300 Yepkackka 061, M. Ymaub sy, Crapa npopizya, 8
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PE3YJILTATHU BUITPOBYBAHD

Ne i s i
)i IToxkaszuuku sxkocTi BHMOrH HOPpMaTHBHOT JOKYMEHTALLI MeTox KOHTPOIIO PesynpraTH
Onnowaposi TabneTky Kpyrioi GopMu, Bil
CBITIIO-)KOBTOI'0 JI0 XOBTOI'0 KOJILOPY, BEPXHS BizyanbHull. 3a
Ta HYDKHS IOBEPXH1 AKUX IUIOCKI, Kpal CKOLIEH]. | 30BHIIUHIM BHIIIAIOM . :
1. Onuc ) : ; i B1JITIOBIIA€
Ha nopepxHi Tab/IeTKH A0NMYCKAOTHCA HE3HAUNl | MaloTh BiANoBinaTu
BKpaiieHHs. Ha posnami nid Jynox BUIHO pumoram [V
BIAHOCHO OHODIAHY CTPYKTYPY
A. Peaxuis 3 pO3YMHOM Karilo REPMAH2AHANY B o
. pos= P Y Abcopbduiiina
npucyTHOCTI 0,1 M pozyuny xuciomu | .
i crnexTpodoTOMETPIA
XJIOpUCHMOBOOHEEGO! 3 NONABAHHAM POIUYUHY GOOHIO = a0y ; .
: : B yALTPadioneToBiH i Binnosinae
nepoxcudy. B Y®-¢BiTal 32 JOBKUHU XBHII1 365 2
. " "y BUANMIN oOnacTax
HM CHocTepiracrbes OiakurHa GpryopecueHilis IOV, 2.2.25)
| . . (kucnora Posiera) B
2. InenTudikanis :
B. Ha xpomatorpami BUrpoSOBYBaHOTO
po3YnHYy, (po3ain «KIJbKICHE BUSHAYEHHS) ) Bisisrein
Yac YTPUMYBaHHS OCHOBHOrO Mika Mae I " ;
i ; | XpoMarorpadis Bianosiaae
MiKa Ha XpOoMaTorpaMi PO34YUHY NOPIBHIHHA P
] XHCIOTH (poaiesol
3. Cepeans maca 100,0Mr£5,0% NPy 2,95 100,8 M1
He Ginpe aix 2 i3 20 tabiieTox MOXYTH
s 7 it Brpmaors
oo : X 0. b 1
: ' HICTHL MacH . . : L : DY, 205 - 1,09 %
4 Oauopinni vac IHIUBlyalibHa Maca He Ma€ BLIXUMATHCH BiJ ADY, 2.9 = { 23 ;;
cepenHLOI MacH Ha BEJIMYMHY, HIO EPEBUILLYE AR Y
+15%
<5 Posnaganug He 6inpime 15 xB JOVY,29.1 1 XxB.
CynpoBiaHi A0MIINKH
4-amMiHoOeH30HHA He oursiie 0.5 % He BuaBneHo
KHCJI0TA Pinuuna
6. | N-(4-aminoGenzon)-L- xpomarorpadis
rIAKTaMiHOR2 He biiee 1,0 % (JOV, 2.2.2¢ m&fi %
=
KHCJI0TA lhg
O He Oinbire 2.0 %
CryiiiHbs PO3YMHEHHS KUCTOTY (OJIIEBOI, gKa
nepeiimia y po34uH 3 BUNPOOOBYBAHUX
030BaHUX ONMHHMLIL Yepe3 45 XB Ha piBHI S (6
ONMHHIIL) Mae 6yTH He Menme Q + 5 % s
KOMHOI ONUHULI. AKIIO HE BEKOHYIOTBCS
BUMOTI'H PiBHA Si, TO CTYIiHB PO3UYUHEHHH
KHCI0TH GONi€BOi, Aka nepeiilinag y po34rH y 3
BUTIPOOOBYBAHUX JO30BAHUX OJUHHULE 4epes 45
XB Ha piBHI Sz (6 0AMHULL), CEpEHHE 3HAYCHHA
i3 12 opuuuis (S; + S») Mae AOpIBHIOBATH 460




OyTy 6iapmie Q i Hemae Oy TH XONHOT OAHHMII 31
CTYfeHeM posunHeHHs menne Q15 %.
Ao onepkadi pe3yabTaTH He BIANOBIAAOThH

pisasm S; Ta S; BuITpoOYBaHHAS MPOIOBKYIOTE
10 pigus Ss. Ha pisni S; (12 onnnuie), CEpeHe |
spageHHs 13 24 onunnns (S; + Sz — S3) mac
gopipmosary abo Ovry 6inpime Q 1 He OLablIe 2
ONMHHLE MOXYTh MaTH CTYIIHE PO3YHHEHHA
venmre Q-15 %, i gemae )OIHOT OAUHUL 31
cTyneHeM pozurHeHns meHme Q-25 %.

Q — 1le CTYNiHL PO3UKHEHHS IIH0Y01 pEYOBHHI,
110 CTAHOBUTE He MeHie 75 Yo BIX
HOMIHATLHOIO BMICTY TaDJIETKH.

Jias mepumx 10 TabneTox MpUHMaibHE YHCTIO
mae GyTi MeHe abo nopisHiosaty 15.0 (AV <
15.0). Sixmo AV > 15.0, BunipoboBYBaHHIO

. ’ minnaroTh HacTvnHi 20 TabieTox. TI®Y, 2.9.40
8. OnuopigHICTE Kinmese npuiiManshe SHeIo, pospaxosane i3 30 MeT R Aok
HO30BaHUX OJHHNIUD tabnetok, Mae OyTa MeHiie ab0 JOPIBHIOBATH METO/ URMOTS *

15.0 (AV < 15.0) 1 xozmeH iHIuBiAya1bHHA BMICT BHpRAIERL

y TaGneTili Mac GyTn He MEHIIMM 38 SHAICHHA (1

~250x0.01)M, i re OLabIAM 38 3HAUCHHA (1+

25.0x0.01)M
KpuTtepil npuiAsTHOCTY
3aranbHe YHCROo aepobHHX MIKpOOpTani3MIB
9 Mikpobicaorivaa (TAMC): vie OuipILIe 10° KYO/T. DY, 2.6.12; 2.6.13 Rixnosizac
: qHCTOTA™ saraibHe 9HCII0 APIKIMKOBUX T4 ILTICCHEBUX Posmin 5.1.4 Binmosixae
rpu6is (TYMC): He OlabIIC 10 KYO/r. Binmosinae
Bincythicts Escherichid colislr
Buicer C1oH1oN706 (xucnoTy Goniesoi) Mae
OyTH: PinuxHa B
1 - na momenm gunycxy: i 0,95 MT IO 1,05 mr, y xpomarorpadis ’
10. KinbKiCHE BHSHAHCHES . fiepepaxyBaHHi Ha CEPEMIHo Macy TaOJCTKH; (DY, 2.2.29) -
- NPOMAZOM MEPMIHY sepicanns: 81a 0.90 MT MeTtomrka QipMH
10 1.05 MF, ¥ IepepaxyBatHl Ha CepeHio Macy BUpOOHUKA -
TabseTKu
A10M «Y IaKOBKa» . .
11. YnaKkoBKa Ej;g (;;3;? N:; A/4380/01/01 | MEKA Bianosigae
: o / f - ; .
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* KouTpoib NPOBOANTECA BHOIPKOBO: NPTy Ta& KOKHY 1’ 4Ty HAaCTyIHY Cepil.

Komenrapi: 30epiraTd B OpUIiHANBHIH yNaKoBL IIPH TeMmriepatypi He BULIE 25 !

oma, mabaemku 1 m2 Ao 50 v KOHmEUHEP] €i0n08I0ac sUMOcaM

BHCHOBOK: 3U3HAUEHA CEPIA HDOOYKUIL @ onicent KUCA
MKA I3 P. Ne [1.4/4380/01/01 gid 22.02.202]1 poKy ma 2xini ¢i0 29.03.2021 poky.
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Hauanssux BKA nuEATHE ARICHEEHE FORADUCTRD _
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: . BIAOT KOHTPORC
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