BupoGuuk: AT «ammudapm», /¢. (0322) 949907
JinsHuis BUpOOHUUTBA TA0NETOBAHHAX MKapChKHX 3aC0GiB TabaeTHO-$acyBATBHOO LEXy
Agnpeca BupoGHIIo} ginbrm: Yipaina, 79024, M. JIbsis, Bya. OnpHmKiBCbKa, 6/8

Anpeca Micls IPOBEICHHSA KOHTPOMEO AkocTi: Yipaina, 79024, m. JIbsis, Byn. Onpuuikiseska 6/8, Bimmin koHTpomo sxocTi

Jlinensis na BupoSHunTBO: AE Ne637435

CainonTso npo arecrauiro: Nel191 8ix 19.09.2013 p.

Ceprudixar simnosimaocti GMP Ne034/2024/GMP, miticanit no 23.02.2027

TabJeTkn BKPHTI 0GostoHK010, 10 Mr Nel0 y GuicTepi, no 3 GaicTrepu B mavni

Ceprudikar sxocti Ne 172162
Hiueproain

PII Ne UA/5252/01/01, gie Ge3¢TPOKOBO

Cepin 096049

Kin-t5 B cepii 20,400 Tuc. yn
Jlara BupoGCHmIITBA 31.07.2024
Jlara punaqi ceprudikary 15.08.2024

AHaii3 BUKOHAHO Y BiINOBIAHOCTI 3

MKS NeUA/5252/01/01, 3minn ""3ageauk, kpaina', "BapoGHux, kpaina", "I'padiune

oopmiiennn ynakoeku'", "MikpoGioaoriuna yncrora", "Kinbkicne Busnagenns”,
"TEKCT MAPKYBAHHZI a0 PII NeUA/5252/01/01 Bix 21.09.2016", "TEKCT
MAPKYBAHHA ne PIT NeUA/5252/01/01 Bin 04.04.2019", "' Taabk i aepocua™,
"OanopixnicTs 1030BaHHX 0AMHHLL", ""Pozunuenns", "Croponni gomimkn",

"KiabkicHe pusnauenns"
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Ne HalimeHnyBauHs IOKa3HAKA Bumorn MKSI/AHT Pesynerar anamizy
1 | Omuc Tabnerku, BrpuTi 06010BK0I0, Gioro konpopy. Ha Bimnosinae
MOTIEPETHOMY PO3pi3i BHAHO [Ba IIAPH.
2 | LzenTudixauis Hiuepromiu. A. YasrpadioneToBuii CHeKTp NOTTHHAHHA Bianosizgac
BANPOGOBYBAHOTO PO3TIHY, IPHIOTOBAHOTO LIS
KUTBKICHOTO BU3HaueHHs, B 06nacri Big 220 10 350 um mae
MaTH MaKCHMYM 32 JOBKUHH XBHni (288 + 2) HM 1 MiHIMyM
3a JOBXHHM XBWIi (251 = 2) aM.
Hiuepronin. B. Ha xpomarorpasi sunpoGoByBasoro Binmosinae
PO3YHHY, OZCPKaHIH PH BH3HAYCHH] CTOPOHHIX AOMIINOK,
Ma€ BUSBIIATHCSA OCHOBHA IULIMA HA PiBHI ILISIMU PO3YMHY
TIOPIBHAHHSL.
3 | Cepeans maca 180mMr+ 15% 181
4 | OnsopiaHicTh N030BAHMX OMMHHIMb Jlixapcekuii 3aci6 BUTpHMY€ BHIIPOOYBaHHS, AKIO 7
npuiManbae yucno aa 10 (30) Tabretox Menme abo
JopiBHioe 15. TIpy mboMy KiNbKICHUH BMICT XKOAHOT 3
Tab/eTOK HE NIOBUHEH NEPEBHIYBaTH 25 % Bill CEPEIHBOr0
SHAUCHHA.
5 | PosuunHenns PernamenToBanuil CTyIHbD PO3UMHEHHA Hillepromiuy (Q) 96
CTaHOBHUTH 75 % BiX KIIBKOCTI, Bka3aHoi B pozaut "Ckian
Ha OHy TabneTKy".
6 | Croponsi gomimmku CyMa JIOMIIIOK, KA BU3HAYAECTHCA IUTIXOM HOPiBHSIHHS Binnosizae
IHTEHCHBHOCT] 3a0apBIICHHS JOJATKOBUX ILISM Ha
XpoMaTorpami BUIIPOGOBYBAHOTO PO3IVHY 1 ILIAM HA
XpoMarorpamax po3duHis nopiBHsHHA 1.2,3.4,5, He Mae
nepeBuiysata 4 %.
7 | MikpoGionoriuna qucrora 3aranbHe YHCI0 aepoCHUX Mikpooprasizmis (TAMC ) we Bimnosinae
Ginpme 1000 KYOB 11. 100
3aransHe 9MCO APDHKDKOBYX 1 ticeHesux rpudis (TYMC) Bimmosinae
ge Ginpme 100 KYO B 1 1. 50
Bincyruicts Escherichia colis 1 1. Bianoigs -
8 | KinpxicHe BU3HAYEHHS Bwmicr C24H26BrN303 (siueproainy) 8 ouii Tabaerui Mac ’/g‘\h
Gyt Bix 9 mr a0 11 mr. Cny K54 A
9 | MapkyBasHs 3riZH0 3MIHM O TEKCTY MAPKYBaHHS éﬁlpom’%@erp 5 ;2.4’ !f % ﬁt\
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Ceprudikar stxocti Ne 172162

Hiueproain
Ne HaiimeHyBaHHs TOKa3HHKA Bivoru MKSI/AH] Pesynsrar ananizy
10 | VYmaxorka 3rigHo MK Biznosizae
Tepmin npunarnocri: 3.00 p. Mpugaranit no: 06.2027
YMOBH 30€epiraHus: B opurinaneniii ynakosni npu temmepaTypi He Buie 25°C.
Bucnosku: Bianosinae sumoram MKS NeUA/5252/01/01, 3minn ""3anBuuk, kpaina', "BupoGuuk, kpaina",

"I'padiune oopmaenns ynakoku'", "MikpoGiosoriuna qucrora”, "Kinbkicne BusHauenns",
"TEKCT MAPKYBAHHS xo PII NeUA/5252/01/01 gin 21.09.2016", "TEKCT MAPKYBAHHS 1o
PII NeUA/5252/01/01 Bin 04.04.2019", "Tanbk i aepocna’, "Onuopianicts 1030BAHAX OAMHUOL',

"Pozunnennn', "Croponni xomimxn", "KinbkicHe Bu3nauenusn’
Jas peanizanii Ha pUHKY YKpaiuu
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Hauansuuk BKA Mi/ HOumnis IMerpisua Jymuy
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«lluM  n 3acBimuylo, o HaBeneHa e iHQopMauis € JOCTOBIpHOK Ta TourOw. L0 cepiro mpbmykuii Gyao BupoOneHO
(BKIIOYAIOYM NAaKyBaHHs Ta MapKyBaHHS) Ta [POBEJSHO KOHTPORAb i SKOCTI Ha BUIIE3a3HAueHil [iipHMII y  TIOBHIN
BUINOBIMHOCTI 3 BHMOTaMH
mo MicTATRCE Y peegdPariiitonsy N\ [Ipotokonn  BupoOHMLTBA, TaKyBaHHA Ta aHalisiB Oylo  OepenpiHyro Ta
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€HAMH MICHEBUM DETyIATOPHMM OPraHOM, a TaKOK BINIOBIAHO 1O cmeumdikaiiii,
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