Ipyna bapmauesThykmnx Komnasil

Jliuensis Ha BUpOGHUUTEO Nixapehiknx 3acobis Cepis AB Ne 598079 3 14.02.2014 poxy

Ceprudixar Ha cucremy ynpasiinus axicrio JICTY ISO 9001: 2015 Ne UA.MQ.026-087-21

Cepruodixat cepii Ne 6

Hazpa nponykuii @oniesa KueaoTa. Tabnerkn 0o 5 mr Ne 50 y koHTEHHEDI

Kpaina BUpOOHUK
Homep peecTpaliiifiHOro HOCBiMMEHHA T2 |
Cuna gii/akTueHICTS: 0IHa TabneTKa MiCT
Howmep cepii
Kimsxicts mpomykuil B cepif (Y., 1T. Ta'in. )
Ilara BMpOOHULITBA
Iarta 3axkinyeHHs TepMiBy TPHIATHOCTI

Hazsa mineruyi HpAT «TexHonory

Bys1. CTapa npopiava, 8 Ten./ake
w. YmaHb Hepracskoi obn. Ten.
20300, Yxpaixa Ten.

®-08-16

MpueaTHe akuionepue ToBapucTeo "TEXHOJOM

(04744) 4-03-02 NpUitMancHa
(04744) 4-03-01 yNoBHOB&XEHa 0coba
(04744) 40309 Bingin dapmakoHamaay

Cropitka 132

Yma’fﬁa

TepMiH Ail

P. Ne UA/4380/01/02 6e3cTpOXOBO

30325

b - KHCJI0Ta boriepa v nepepaxysanni #a 100 % peyoBuHy - 3. O Mi

10 744 v

04.03.2025 poky

10 03.2028 poky.

Anpeca ninsuaui TIpAT «Texnonor». 20300 Yepxackka o6u.. M. Ymane By, Crapa nipopizua, 8
Ceprudixar sinnosixnocti GMP _098/2024/GMP o 14. 06.2027 poxy
PesynpTar Bignosigsocti srigro CI'TI 09-077-07

Ne TloxasHuKH SKOCTI BuMors HOpMaTHBHOT JOKYMEHTART MeToa KOHTPOJIIO Pe3yabTaTh
Onromaposi TabneTky Kpyriaoi Gopmu, Bil
SKOBTOTO JI0 TEMHO-KOBTOIO KONBOPY, BEPXHA Bisyansauil. 3a
T4 HIDKHS HOBEPXHI SKUX TUIOCKI, Kpai CKOILeHI. 3OBHIUIHIM BUMIAIOM . .
1. Onuce BEP o K5 " 2 e BinroBinae
Ha nosepxui TabTeTKM NOMYCKAIOTHCA HE3HAYH] MaoTh BIANIOBINATH
pxparienns. Ha posnami nig synoxo BURHO pumoram JPVY
BIIHOCHO OJHOPIAHY CTPYKTYPY.
A. Peaxilist 3 pO3YHHOM Kaiio hepMarzauamy B 2
po3H P 4 Abcopbuiitna
npucyTHOCTi 0,1 M pozuury kuciomu .
; crexTpoOTOMETPIS B
XAOpUCHOB00HE80L 3 JOAABAHHAM POSHUHY 600HIO . e s ; ;
yneTpadioneToBii 1 Binnopizae
nepoxcudy. B Y®-caitai 3a BOBXKHHE xBwi 365 &
BHIUMIH 065aCTAX
HM CTIOCTEPIraeThest 6raxuTHa (QIyopecLeHIis
(AQVY,2.2.25)
.l (xucnota Goniesa)
2. Inenrudixauis :
B. Ha xpomarorpami BHITpoGoBYBaHOro
po3zunsy, (posnin «KinbkicHe BU3HAYCHHSN ) Pignma
4ac yTPUMYBAHHS OCHOBHOTO Tika Ma€ : . .
: yIpHMy M xpomarorpadis Binnosinae
BinnoBinaTé yacy yTpUMYBaHHSA OCHOBHOIO (DY, 2.2.29)
flika Ha XpOMaTOrpaMi po3uuHy DOPIBHSHHA A
1 xucnoTH Gomiesol
3. Cepenss maca 100,0 Mr 5,0 % HPY,29.5 100,9 mr
He 6inbiue HiK 2 i3 20 TabaeTOK MOXYTH
BiIXHNATHCA Bl CepenHbOl Macy Ha BETWIHHY, BrprMyIoTs
__ 11O [IEPEBUUTYE +7,5 %. Ilpu upoMy XKOAHA J0Y,2.95 o
4, OauopignicTs MacH -3,85%
iHIEBidyanbHA Maca He Mac BiIXUWIATHCS Bil +3.48 %
cepenHbOl Macu Ha BENHYKHY, »¥0 /e
1o repesrinye £15%
5. Posnapanusi He Ginswe 15 xB oy, 2.9.1 1 xa.
Cynpogigni
MILIKHY : He BrsBIEHO
4 anfio ofensoiina e Gimeme 0,3 %
H Pinnuna
6. l\".cn ora xpomarorpadis
N-(4-aminobenson)-
) . 5 (JIdV, 2.2.29) 5
L-rimoraminosa ge Ginpme 1,0 % 0,3%
KUCJI0TA
cyma JOMIMIOK ue 6inpure 2,0 % %
CrymiHp pO34MHEHHs KHCIOTH (OTI€BOT, AKa
nepeiia y posyHuH 3 BUIPOOOBYBaHNX
NO30BAHMX OLMHAUB yepes 45 XB Ha piBHi
+ 0,
S (6 om/mflub) Mae'6ym ne Menwe Q + 5 % éD?S(\\’Z o0 fﬁc}w S % 106.8
ZUTST KOMHOT OMHML. SKIIO HE BUKOHYIOTBCA Pmuk{ia 0029 O?~ KOA g\ b
7. PoszuynnenHs BHMOTH piBHA S1, TO CTYIiHb PO3YMHEHHA AN Sy
xucnoTy QonieBoi, ska nepetna y pOsyuH Yy 3 S
BUNPOBOBYBAHIX JO30BAHIX ONMHHLE Hepes
45 xB na pisHi S2 (6 0AMHHLIB), CEPEAHE
sHauenns i3 12 onmuris (Si+ S2) mae
nopieHoBaTH abo OyTy Glibwe Q i Hemag OyTH
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©-09-16
lpuBaTtHe akuiokepHe Torapuctao "TEXHONOM

3y, Crapa npopisHa, 8 ren/thakc  (04744) 4-03-02 NPUAMBNEHA
M. YmaHs Hepracskol 06n. Ten. (04744} 4-03-01 YNoBHOBaxeHa 0coba
i 203C0, Yepaina Ten. (04744) 4-03-09 BinAin (apmaxkoHarnsay
Tpyna GapmaueBTHYHUX KoMmnasifk Cropiia 23 2

XKOAHOT ONMHMIL 31 CTYHEHEM PO3YHHEHHS
menue Q-15 %.

Axino onepxani pesysisTaTy He BIIIOBIAAIOTSH
pisrsaM S; Ta Sy BUNPOOYBARHS TPOACEXYIOTH
#0 pisust S5. Ha pirni Sz (12 opunuue), cepeane
3HaueHns i3 24 onumuik (Si+ S, + S3) mac
AopiBHIoBaTH abo GyTH Ginblue Q i He Giabie
2 OnMHHUIL MOXYTh MATH CTYTIHE PO3YIHEHHS
menie Q-15 %, i Hemae KOAHOT oAMHmLI 31
CTYNCHEM PO3THHEHHS MeHwe Q-25 %. Q — ue
CTYHIHb PO3IMHEHHS AIHOHOT PEYOBMHH, L0
CTAHOBUTL He MeHie 75 % Bia HOMIHANLHOTO
BMIicTY TablIeTKHL.
st nepuinx 10 Tabnetok npuiiMankHe 9ucno
Mae OyTd MeHme abo mopisHoBaty 15.0
(AV < 15.0). Sxio AV > 15.0, BANIPOGOBYBAHHIO
mianaroTs Hactynni 20 tabnerok. Kinuese

N . - ) HDY, 2.9.40,
Onxopinuicrs npuiMaibHe Yncno, pospaxosane i3 30 tabieTox,
8. _ ) Meroa npsimoro 44
NO30BAHUX ONUMHHLL Mae ByTi MeHe abo fopisHoBaTy 15.0
. ; . . L BU3HAYCHHA
(AV <15.0) i xonen iHABinyansuuil BMicT v
TabneTui Mae GyTH He MEHIIUM 32 3HAYCHHS
(1-25.0x0.01)M, i we 6inpiunM 3a 3HAYECHHS
(1+25.0x0.0HM
Kpurepii npritnstaocti:
3arajibHe YMCJO aepoGHUX MiKpOOpraHisMiB -
Mixpo6iosoriuna (TAMC): ne Bimsme 10° KYO/T. ADY, 2.6.12; 2.6.13
9HCTOTa 3arajIbHE YHCHO NPDKIDKOBUX Ta IUTICEHEBHX Po3pin 5.1.4 -
rpubis (TYMC): ve Ginpwe 102 KVO/T.
Biacyruicrs Escherichia colir 1t -
Bumict CisH1aN7Os (kucnotu domieol) mace
Oyru: Pimunuua 5 52 f
Kinsricne - Ha momenm sunycky: Bif 4,75 Mr no 5,25 mt, v xpomarorpadis ’
10. BH3HAYCHHS nepepaxyBatHi Ha CepeNHIo Macy TabneTky, APy, 2.2.29)
- npomsizom mepminy 3bepizarnnn: Meroauka ¢ipmn
Bin 4,50 Mr 1o 5,25 Mr, y nepepaxypauui Ha BUPOOHMKa -
CepesHIo Macy TabreTku
11. ; 3a po3ziioM «YaKoBKa» : g
Ynaosia MK PIT Ne UA/4380/01/02 e Bimnosinae
113 01/07 - N
12. Mapxypanus Texct Mapkysanns ao PIT Ne UA/4380/01/02 ta 38TBEPIKEHOTO Bimoniie

OpuriHan-MaKeTy
Komenrapi: 36epiratu B opurinansuiil ynaxoei npy Temnepatypi He Buile 25 °C.
* KOHTposIh NpoBoanTLCS BHBIpKOBO: [iepury ta KOXKHY I’STy HacTYNHy cepil.

Bucuosox: cepin 30325 Doicea kucroma, mabnermu h)
gionoeidae sustozam CIIT 09-077-07.

Mpusarue arylorepsa 10
Havansank BKS _CTEX
BIAGIN KOHTPOMO
. . FKOCT1 )
3assa npo ceprudiraniwo: Z,
«Llum 5 3acBimuyio, mo HaBenesa BuIne indopmania € ZOCTOBIPHOIO Ta TOUHOO. Lo cepiry. fip
(BrIHOYAKOYU [aKyBaHHS/MapKyBaHHs) Ta MPOBENESHO KOHTPOIIS i AKOCT] Ha BHIesasHaye il ainpHH:

BuMoramu GMP, Beraiy ngiMicueme PETYTIATOPHUM OPraHOM, a TaKOXK BiAMOBiZHO 1o crietmdikaif, 1wo MicTsTbes y
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