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lpuBatHe akuioHepHe ToBapucTeo "TEXHONOM™

ayn. Crapa npopiana, 8 Ten.: (04744) 4-03-02  npuimanshs

, —— M. Ytanb, Yepracokol obn, (04744) 4-03-01  ynosHosaxeHa ocoba
Tpyna depmauesTuuHnx KOMNaKTA 20300, Yxpaina (04744) 4-03-09  einain 3 hapmaroHamnay
thaxc: (04744) 4-41-49  einnin 26y7y

Jlineusis Ha BupoOHUUTBO Jixapebinx 3acobie Cepis AB Ne 598079 3 14.02.2014 poky

Ceprudixar Ha cacremy yrpasainug skicrio JCTY ISO 9001:2015 Ne UA.MQ.026-087-21

Cainourso Jepxasroi cnywbu Yxpaiuu 3 nikapckkux 3acoBir T2 KOHTPOMO 3a HapkoTakamu Ne 551 npo arecrauiio nadoparopil BKS
Bz 31.10.2023 p.

Ceptudikat cepii Ne 10

®oaicpa kucaoTa, Tabserku no 5 mr Ne 50 y xoureiinepi

Kpaina BUpoOHUK Vkpaina
Howmep peecTpauiifHoro nocBigueHHs ta Horo TepMin i P. No UA/4380/01/02 Tepmin nii 6e3¢TPOKORO
Cuna nii/axTHBHICTE: oNHa TabreTKa MICTUTE - KucnoTa doniesa v nepepaxypansi Ha 100 % peqopuny - 5.0 Mr

Howep cepil 40824
Kinpkicte npoxykuii g cepii (vi.. 1mr. Ta iH. ) 34348 yn

Hara pupoOHUITBA 21.08.2024 poxy
Jata 3aKkiH4eHHA TepMiHy NPHAATHOCTI 10 08.2027 poxy.

Hasga ninsHuni JIpAT «Texronor
Apnpeca mimsauni IpAT «TexHornory, 206300 Yepkaceka 061., M. YMaHp ByN. CTapa NpopizHa, §
Ceprudikar sinmosinuocti GMP _085/2024/GMP o 14.06.2027 poxy

PE3YJIBTATH BHIIPOBYBAHD

[‘D‘fl Hoxasnuku sicocri Bumoru HOpMAaTHBHOT JOKyMeHTauil MeToa KOHTPONIO PesynbraTi
Onrowraposi TabreTku kpyriiol Gopmu, Bix
YKOBTOTO JI0 TEMHO-KOBTOTO KOJNLOPY, BEPXHs Bisyaneauit. 3a
1 Onuc Ta HIOKHS TOBEPXHI SKHX IIOCK], Kpal cxomeﬂi: 3OBHimHi1§4 BUIJIAIOM Bizrosizac
’ Ha riopepxHi TabneTKH JOTYCKAKTLCS He3HAYHI MAarOTh BiATIOBifATH
BKparmienssa. Ha posnami nin aynow BUAHO puMoram DY
BLIHOCHO OJHODIIHY CTPYKTYDY.
A. Peaxitis 3 PO3IHMHOM Kanin nepmanzanamy B Abcopbuiiia
npucymocnno, 1 M poszuuny xucnomu , cTIeKTpOdOTOMETPIA B
wopuamssotcecl o posiy w010 | sppagoncroi i | Binsiza
e . BUANMIK 00macTaX
HM criocTepiraeTbes OnakuTra GuryopecleHIis (DY, 2.2.25)
N (xucnora dosicra) ’
2. Inesnitcanis B. Ha xpomarorpami Buopo6oByBaHOTO
posuury, (posnin «KinsKicHe BU3HAYEHH») PimmmHa
4ac YTPUMYBAHHS OCHOBHOTO TKa Ma€ xpomatorpadis Binmosinae
BINTOBIKATH Hacy yTPUMYBAHHA OCHOBHOTO (TIOY, 2.2.29)
rixa Ha XpoMarorpaMi po3uHHy TIOPIBHIHHA
1 kuenorn doniesol
3. Cepenust Maca 100,0 mr+ 5,0 % Joy,29.5 100,6 mMr
He 6inpine Hix 2 i3 20 TabiaeToK MOXYTD
BIAXUISTHCA BiJ cepellHbO]l MAcH Ha BEJIUYUHY,
I IO TIePEBHILYE +P7 5 %. [1px upoMy KoaHa A0V, 2.9.5 BI{TEI%X:/(ZTB
4. OnnopinmicTs Macu iHIUBiNyanLHA Maca He Ma€ BIEXHIATUCS Bil + 58 9%
' cepenHbOl MacH Ha BENHYHHY, “
1o nepesninye +15%
5. PosnaganHs He 6inpine 15 x8 1 xB.
Cynpogiaui i
. i i 1 5\3 @
AOMILUKH He binsure 0,5 % L 1 7 ¥3¢ BUABNICHO
4-amigobenzoiina i @Ef’ﬁméh{ j;m I °§
KHCJIOTA %& » K
6. N-(4-amMiHoGeH30)- S ?7
L-rimoraminoBa He 6inbuie 1,0 % . 0,3 %
KHCI0Ta
cyMa JoOMIiHIoK re Ginpme 2,0 % : 0,3 %
Crynisp POIUMHEHHS KUCITIOTH doniepoi, gxa IOV, 2.9.3
nepeifiuia y PO3vHH 3 BANPOGOBYBAHHIX Pim:mﬂa 89,7 % - 98,9
7. PozunHenns HO30BAHMX OIMHUIL Yepes 45 xB Ha piBHi S (6 xpomaTorpadis %
ONMHHLL) Mae GyTH He Merwe Q + 5 % ans (TOY, 2.2.29)
KOXHOT OJMHML. SIKIIO HE BUKOHYIOTLCS ’

/%Q e A~ 984 5 @) OFnopee 7L



BUMOIY DiRHS Si, TO CTYIIHE PO3UMHEHHS
KHCRoTH G0AIEBOl, axa nepeiilua ¥ posuuH y 3
BpmpOGOByBaHux JI030BAHHX OAMHHLb Yepes
45 xB Ha pisni Sz (6 OIU/IHMLIb) Cepeane
3HayeHHs i3 12 omurnus (S) + So) Mae
aopisurosath abo Gyty Giasiie Q i nemae GyTi
MOIHOT ONHHHALI 31 CTYNEHEM PO3YHHEHHS
menie Q—15 %.

S0 onepxaHi pe3yibTaTH HE BiANORINAIOTE
piBHAM S) Ta Sz BUNPOOYBAHHS PONOBKYIOTH
no piena S;. Ha pisni S; (12 opunmns), cepeasc
3HaYeHHd 13 24 opuuums (S + Sz + S3) Mae
nopisrwoBaTH 260 6yTu Ginsme Q i xe dinsure 2
OIMHHLL MOXKYTb MaTH CTYTTiHE PO3YMHERHA
mexue Q-15 %, 1 HeMae KOAHOT OAMHKL 31
CTYTIeHeM pO3YHHEHHs Meawe Q-25 %. Q ~ ne
CTYNIHb PO3YHHEHHS AII0U0T PEYOBHHHM, 11O
CTAHOBMTH He MeHue 75 % Bil HOMIHAILHOrO
BMicTy TabneTku.

Jast nepnizx 10 tabieTox npuiManbHe YKCIo
mae OyTH MeHIe abo nopismiosary 15.0
(AV < 15.0). Axmo AV > 15.0, sBunpobosyBaHuo

niznaoTs racrymai 20 Tabnerox. Kinuere

0 S N . APV, 2.9.40,
8. AHODIDHICTS Npuivankye Yucso, pospaxosane i3 30 Tabnetok, Mero 55
) o A . IPSIMOTO ,
HO30BaHMX OAWHMUE | Mae Oyt Menme abo nopisHioBat 15.0 (AV < H3HATCHES
15.0) i xoner inausinyansHuil BMicT y Tadbnetni ‘
Mae OyTH He MeHLIUM 3a 3HayeHHs (1 —25.0 x
0.01)M, 1 He GLIBIUMM 32 3HAUCHHS
(1+25.0 x 0.0HM
Kpuarepil npuiHATHOCTI:
3arajibHE YHCIO aepoOHUX MIKPOOPraHi3MiB -
9 Mikpao6iosoriyua (TAMC): ne 6inpwe 10° KYO/T. IV, 2.6.12: 2613
' YHCTOTA™ 3arajibHe YUCAO APIKIKOBHX Ta IUTICEHEBHX Posmin 5.1.4 -
rpu6ie (TYMC): ue 6insige 102 KYO/T.
Bincyrricte Escherichia coliz 1 r -
Buict CisHisN7Os6 (kucnora donierol) Mae
SyTu: Pignnna 599
- . < . 22 mr
Kinpkicae - Ha momenm sunycky: Bin 4,75 Mr o 5,25 M1, y xpomatorpadis
10. BH3HAYEHHS nepepaxypadHi Ha cepeiHio Macy TabIeTky; (IPY,2.2.29)
- IPOWIsI20M mepmIny 36epizanHs: MeTtouka bipmu
Bin 4,50 Mr 110 5,25 M, Y riepepaxyBasHi Ha BHpoOHyKa -
cepeHIo Macy TabieTky
. 3a po3aiioM «YIaKkoBKa» . .
! Ypaxoska MK PIT Ne UA/4380/01/02  Binmosizac
12. Texcr Mapxysanns 1o PIT No UA/4380/01/02 ta 3a'rBepnﬁ<eHoro

MapxyBaunst

opmman MaKeTy
* KOHTPOIL MPOBOAUTELCS BUOIPKOBO: HEPILy Ta KOXHY 1’STY HacTynHy cepii.
Komenrapi: 36epirati B OpHriHaNbHiil yriakopLli npyu Temnepatypi ne puute 25 °C.

BHCHOBOK: 3a3HAYEHA cepin npodvKIIT @oicea kucroma, mabiaemki 5 Mz No 50 v koume

JI3 P, Ne UA/4380/01/02 ¢id 22.02.2021 poxy ma 3mini ¢io 29.03.2021 poxy. . ) :
Hagamspmi BICT fipUaaTHE AKLIOHEIHE TOBAPWCTRO /(r ﬂm’w; “ Ipuna }OI m««&d T
“TEXHOROM
3asia npo cepTudikaniio: BIALLN KOHTPOSMIO .
«IfuM 5 3acBimuyio, IO HABEIEHA Dmﬂ@%m\mma : gocToBipHOW Ta TouHOMW. Lo cepiro npozxyxm'i Oyno BHpoONEHO

KyBaHHSi) Ta TPOBEICHO KOHTPOIb ii siKocTl Ha BHIIE3a3HAUSHIN IUTHHUI Yy TTOBHIH Bl,U,HOBllIHOCTI 3

(BXITIHOURIOUH [aKY)
JI MICUEBUM PETYNSTOPHUM OPraHoM, @ TaKOX BIANOBiHO K0 crielmbikauii, mo MicTATECH Y

peecTpauiit Y BUPOBHMLTBEA, NaKyBaHHs Ta aHaTi3iB GyJo TEpPersiAHyTO Ta BCTAHOB/IEHO BiATOBIAHICTH
GMP»
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