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JIEPCTIKCITY KEA
ARPACABHA CIIYIKBA 3 NIKAPCHKIX 3ACOEIE TA | KOHTPOJD 3A
HAPKOTHKAMY Y KUTBCHKYA OBIACTI

Tipocnexr Banepin JloGanoscskoro, 51, m. Kuin, 03110, Tel/(hawe: (044) 2753030
E-mail: dls ko@dls.g gov.ua, Kog E‘ZEPHOV 37078774

BHCHOBOK
mpo AKICTL RREICHOID B Ywepainy mikapenioro 32C00y

25,11.2019 M T6774/19/16

KYTIBET™
(maiinerynaima Jixapesroro sacoGy arinmg o PeeeTpentiiitim nocainTerHm)
xpewt 0,05 % mo 15ry Ty6i; wo 1 Ty6i y reaprommi VIR KO B
{{ropaa BrmyCIY, /IOIYDAHHA, BUE TIaKYDaHHS JLXAPEHIOTo 3ac0By)

Homep peectpaniimoro nocninyenng UA/2677/02/01 CTPOK AiY peectpauiltnoro moosimremms 15,01 2020

Cepia mixaperxoro 3acofy Me [,BSD Kimsxdors seesenoro nixapenkoro sacoby 28400
Bupobrmm s I'naxcoCumitK nsritm Papmaceiorarais C.A., , Lomsmmma

(sadimMenysanmn BHpoBHHKa Rikapcekors 3aco0y, xpaina MOXOAtCHH)
Bueseno 5 Vipaimy Tonapucreo 3 o6mesensio BiAmOBI AL eTID "TmaweoCrairICm i

DapmacsioTicane Yipaiua", ineur. xom: 35619519

(Huﬁmenynmmn Ta xol 2a CAPTIOV wopranwuol ocodu a6o npissuie, iM's, 110 Garoron] Pisnumof
0CO6H - nignpueyny, i Micue UPOAHBARHA T4 peecrpaulmnm Howmep obaikonol kapren mraruma

Iipovoion sisyansmoro kowTposio nix 19.11.2019 m 4374/3.

3a  pesymnraTamy ACPARHOND  KOHTIPONIO  BCTAMOBIEHO, WMo mikapekkuii  3acif  ppeseno Vrpalay 3
HOTPHAMAEHIEM smvor SAXOHO/ABCTAR OO 3a0e3MeTenH AKocT] JirapchEMx 3acobin,
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GlaxoSmithiKline Pharmaceuticals S.A.

ul, Grunwaidzka 189

D522 PaAN CEPTUDUKAT KAYECTBA

Aata ceprudmuara Homep cepTudukara

25-10-2019 40000462832

Tern: +48 61 860 12 a0 Pake: +48 61 867 5717
CTRCHMIG 1 w 2

Homep mavepuara: 281414 .

Toproeoe Hassakue: KYTUREHAT ™ kpewm 0,05% no 151 B TyGSe Na1

Howmep perverpaumnodtoro yaocToBepeHua: UAR2B77/02/01 no 15.01.2020

Mpoussopurens: MakcoCunTKnais dapmacsioTukans C.A., yn.I'picHBansackas, 189, 60-322 Mostakb, Morblia,
Howmep npouzsogcTeeHHol nvuuensnu: 100/0092/15

Cuna pedcTBUsA! AXTUBHOCTL!

AelicTByioLee BetlecTBo: (hNIOTUKE30HA NPONVOHET;

11 ipema cogepiwr 500 mir dhnioTUka3OHA nporiroHaTa.

Mpamevarive:

HacToawum yaocrosepsio, 410 BbliLeYNOMHYTaA WHGIOPMALIMA NOAMUHHA U TOYHS.
Cepust npogyura Gbiia npowssegena, BKNICYAs! YNaKoBKY U KOHTPOMb kayacTea

B NONHOM CooTBETCTBUN ¢ TpebosaHnamMn GMP nokanbHoro PerynaropHore

opraHa u co cneundukayusamMn PericTpauoHHoin oKy MeHTaumy

MMNOPTURYIOWEA cTpaHbl. JokyMeHTsl no NPOM3BOACTBEHHOMY fipoLeccy

CEepUY, ynakoska npoRykTa n PesysnbTaThl KOHTPOTS KadecTa cepui

nposepetsl U HaxoAATeA B COOTRETCTBUY ¢ GMP.

Cepun: LB5D Cpok rogHocTH: 09/2021
Oara opouasopcrsa: 26/09/2019 Paamep cepuu: 28 400 yn
Onucauue Crneundvrayus PesynbTrathl
Onuncanue OaHopoaHsiil MArkmii kpem Beforo Ui Ao4YTH 6enoro COOTBETCTBYET
i |BETA
Maentndimianms B3N OcriosHol nui Ha xpomatorpamme obpaalia COOTBETCTBYET

COOTBETCTBYET MUKy dhIOTUKA3oHa NponuoxaTa Ha
Xpomarorpame paboverc crangapra.

aeHtuduxamn TOX OcHoBHOE NATHO Ha Xpomarorpamme obpaszya COOTERTCTRYST
COOTBETCTBYET NATHY (DIICTUKEZOHE NPOMNMoHaTa Ha
Xpomarcrpame paboera cTangapra.

bH 45-65 52

KonudecTeeHHoe onpegenerne 0,0475 — 0,0525 % m/m. 0,0495
hnyTUitasona nponyoHara: BOMX

KonudecTeerHoe onpegeneHye 95 — 105 % or 8%
chnyTukaacHa nponrosara: BAXX 3aABNEHHOrO KonuYecTsa

KonuiecTeeHHoe onpeeneHye 0,18 - 0,22 % mim o d A 0,20
HMAAOMOMEBUHBI (KOMOPUMETPIA) L e

Konu4ecTeeHHOe onpeneneHne 90 - 110 % ot a8
MMAZOMOYEBIHE! (KONOPUMETHUA) 3AABMNEHHOID KOIMYeCcTBa

Macca cogepyimore TyGel He MeHee HOMWUHANEHOIO (HW oauH 13 10 crydalthio ' cooTBeTCTRYST

BLIGpanHbIX THONKOB He JOMKeH cofeps@aTs Macay,
MEeHbLLE YKa3aHHoR Ha aTHKeTKe).
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GlaxoSmithKline Pharmaceuticals S.A.
ul, Grunwaldzica 189

el CEPTUDUKAT KAYECTBA

Oara cepmudunrarta Homep ceprrdmnara

25-10-2019 40000462832

Ter: +48 61 8601200 Parc: +45 61 867 6717
CIpartla 2 us 2
OnucaHue Creumduaumn PeayneTtatsl
MukpoBuonoruyeckas YucToTa <10% KOE/r (u1repriputupyercs kax < 200 KOE) COOTBETCTBYST

TAMC (ObLwee Ycno aspobHbix
MUKPOOPratuamos)

MukpoGuonorudeckan wuctota TYMC (<10 KOE/r (uHTeprputupyeTes kak <20 KOE) COOTBETCTRYET
(OBLjee YUCnO APONCKEI W NNECHEBEIX
rputos)
MuxpoBucroridesias Yictora OTcyTeTByeTB 1T COOTBETCTBYET
Staphylococcus aureus
Mukpobuornoruyecikasn yuctora OtcyTetayeTm i r COOTB&TCTBYET
Psaudamonas asruginosa
MukpoBuonoruyeciasn Yyuetora B 10 r oTcyTeTRYET COOTBETCTRYET
Escherichia coli
MukpoBuonormueckas uncToTa B 10 r aTCyTeTRYET COOTBETCTBYET
Salmoenelia Species
MupoBuonoruieckan YncToTa B 10 r aTcyrerayer COOTBETCTBYET
KenueronepaHTHble TpamMHEeraTMBHbIe
DakTepun

UmnopTupytollias cTpaHa; Yipanna

YnonnomodeHHoe mu /
Moanuek L ¥ 2PA D w7

Mmn Ewa J uszczaicy
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