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INpueatHe Awuionepue TosapucTeo wlexxim — Xapriss

611135, ¥epaina, Xapkiscera ofm.,
MicTo Xapris
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CEPTH®IKAT CEPII Mo 2021-14/52

Haftmernysanna JAIMMAKCIH, Homep cepil: 12014001
mpoIy KL :

Mikapeska dopma: cymosurepii no 0,2 r
Pecctpauifine PIT Ne UA/T595/01/01 (nic ve ofmeseno) Posmip cepil 3262

NOCRIHEHHA |
Kpaiha-supo0HuE

Yipaina

| (yn., wr. Ta iw):

yMaKoekn Na 5

Cuna QiiakTHBHICTE

1 eynosHTopil micTuTe: TioTpHasodiny
(¥ mepepaxyeanni Ha 100% pevomuny) — 200 Mr
(0,2r)

Hara supoduuITEA:

KBiTeHE 2021 p

Bua i posmip ynakoskn; [lo 5 cynoauropiie y Guicrepi; no 1 Gmicrepy v | HaTa sakinuenns 04 2024
Mayil 3 KAPTOHY 3 MApPKYBaHHAM YKpainceKow Ta | Tepminy
; POCIHCEROR MOBAM M | npunathocTi
HafiMenysannn - MeToaniu PesyautaTi
Bumorn emeundircanii
NOKAIHHKA KOHTDONI0
Onue Cynozuropii Ginoro abo Ginora 3 kpeMmysaTM BiaTiHkoM | 3a n.1 MKA. | CynosuTopii
KoaBOpY, kynenoniGHol gopmu, Nomyckaetses nasenicts | Bisyansuo Ginoro 3
HANBOTY Ha MOBEPXHI CYNOINTOPIFD. SPCMyBATHM
BIATIHKOM
KOILOPY,
) ) ) . . Kynenoaidnoi
Matwote pignosizath  sumoram JIDY, cr. wllikapeski BhopMn.
| 33CO0H LIA PERTANLHOrD 3acTocy BanAn, N, | Bianosinawrs
lnenTidikanin |
Tiompugzonin: 3an.2.1 MKA.

Bonoruil depsonnil nakmycoenil nanipeus, ninHeceHwit

Happ 4o oTeopy mpodipku 3 BMNpoDOBYBAHMM TNpenapaToM, Konkoposa peaxilin LRI
CHHie.

Cipxka Manipenk, 3Mouennit  posdMHOM  aueTaty  CEMHUED, | 3a n.2.2 MK, [l.... )
niZHecewnH 10 oTBOpY npodipkH 3 BHOpoGOBYBAHWM Konwopona peakuin | Bianosinae .
npemaparom, Gypie, '

Hinoginena VTBOproeThed  3aCTHTINE kuUpoBUi wap Ha nosepxHi | 3an.2.3 MKH. Binnorinac

OUHOED BHNPoOOBYBAHOID POIHHHY,

| OonopianicTe Matote ByTH ogHopiasumy. Ha apisi matots 6ya sincyTri | 3an.3 MKSA, IOV,
BEpANeHHd, JONYCKAETLCA  HadABHICTE  moBitpanoro | cr. “Tlikapenki Binnoeinac
cTpi#HA abo nilikonogiGuot sarnnduum, sacofu ons
peKTaNBHOTD
IACTOCYBAHHA™, N,
Cepenng Maca Bin228roo 2,52 1. 3and MEH. 2,40r
' AV, 29,5,
| Poznagawun He Ginnime 60 xa. 3a n.5 MK, 30 xm
aov, 2.9.2,
rC}-’]‘i]}ﬂBiﬂHi J-meTun-12 4-tpuazonin-3-Tion — pe Ginswe 0,5 %. 3a n.6 MEKA. | BiocyTsi
TomMitKn Auetuariocemixapbazuay — we Sineme 0,3 %, Jdy, 2227, Bigcyrni
Metog TIHX,

OanopiagicTs MaroTe ianosigaty sumvoram DY, 2.9 40 (MTIB). | 3an.7 MKA, Binnosinac

AO30BAHHX MpriiManbhe yucho mac §yTa < 15,0 by, 2,9.40, 0,31

OIHHHLB | Oy, 2225,

MeToa abcopBuifinod

cnexTpodoToMeTpil B
yasTpadioneTonii i
BHANMIl obnacTax,




| CEPTHOIKAT CEPII e 2021-14/52

HaiiveHy BaHHA OPOXy kLT M
Himpc::fa t[mpu? Iy 'gyiils mi;{;?g;j i Homep cepif: 12014001
| Hltt:gi;it“ﬂ . Bumorn Fneuu@innuii‘ :E::::;: FesyaLTa T
MixkpoGiosoriana | 3aranshe uhcio aepobHIX MIKpOOpraHizMis (TAMC) — ne | 3a o8 MKA.
UHCTOTA Ginbwie 107 KYO/r npenapary; Ay, 2.6.12, 2.6.13, | Menmel0
JAranbHE YHCAO [pikIKOBMX T TiiceHeBdx rpubis | N.
(TYMC) - ue Gineme 10! KVOT Npenapary. | Menwel0
Bincyrricrs Staphylococcus aureus 8 1 1., BiacyTi
BincyTuicts Pseudomonas aeruginosas 1 1. Bineytui
Bincytricrs Candida albicans s 1 1. Bigeyrwi
Kinbkicue Ha momerm eunyony:; flpomazam mepminy | 3a 09 MEKA.
BHIHAYEHHE ApHdamuocni; Ay, 2.2.25.
| Tiompuasaain Bin 0,19r po 021r 8| Bin 0,187 mo 022r B | Merog abcopbuifinol | 0.20r
onmHOMY  cynoauTopii ¥y | omHoMy  cynosuropii v | cnexTpodoTomerpil B
nepepaxysadHi Ha | MEpepaxypaHHi Ha cepemmio | ymbTpadioseTosilt i
CepeIHD Macy | Macy cyIoIHTopito. Braunil obnactax
CYIUSHTOPIIO. | vt
¥naxkoeka Bignosinno go MEKH
Mapic.}rnamin: Biznosinxo 1o 3aTBEpIKEHOTO TEKCTY MapKYBaHHa (sid 08,717,201 7).
:;Zg’:;tm“ 3riano 3aTBEPIKEHHX opm'in.?n-mat-:ﬂin, p::J:IMiIlIﬂHlﬂn‘. B eanHilt aBToMaTWsoBaHil indopMauiiinii
. i, o crcTeMi depunikcnywGu Vipainn (4nsHui sin 01.10.2018p.)
KOMEHTAPI Vnosn 30epiranns: 36epiraTh npH TeMnepaTypi He Buute 25 °C
§ !
Buxouwaseup:; | ILLE.Mapaaposesxa H.M. | (?v Jara: 13.04.2021 p.

3acTynHHK ILIE. Hikowora JLJI, ' darar .

Hayaasnuka BEKA: WM—; //f’ PP A ARG
M2 2ETEY
Yupaiia wicrasinge Y

Janisa npo ceprudikauio: [IuM 7 3acBiO4YI0, 100 HABEOSHA BHINE iHGOPMALIA € TocToBIpHOW Ta
toudore, Lo cepiio npoaykuii Gvao supofneHo (BRIHOHAIOYMH MAKYBAHHA Ta MApPKYBAHHA) Ta
NpoBEIEHO KOHTPONE 1T AKOCTI Ha HHMEME BKalaHill QineHWLl ¥ moBHil BIANOBIIHOCTI 3 BHMOramu
GMP, BCTAHOBNEHMMH MiCUSEHM peryJATOPHHM OPTaHOM, 3MiOHO 3 YHHHHM 3AKOHOOABCTEOM
Vrpainu, a Takox sifnosigmo no cnenndikanil, mo MicTaTeca ¥ peecTpanifinomy gocke, [TpoTokoan
BHPOOHHLTEA, NAKYBAHHA Ta aHATI3IB Y10 NepernAHyTO Ta BCTAHOBAEHO BiINOBinRicTE GMP.

Cepin rotosoi npoayknil 12014001 eignosinae samoram MKH JI3 g0 Pecctpaniiinore
noceigdennn Ne UA/TS595/01/01 (Hawvaz Apl 385 gid 08.11.2017) Ta no3ponserhes 4o peanizauii

¥nosuosawena ocoda | ILLE Timuenko H.E.

Bupofuuya oinsHuua. Aapeca: 61115 Yxpaina, Xapriscexa o0u., micto Xapkin, eyaniua Cepepina [NoTo i
OyIHHOK 36

Jiuensis: cepis AB Ne 501356 pig 08.02.2011 p.

Ceinouteo npo atectauio BKH Ne 337 ig 09.03.2017 p. (sunano JepmasHor crywbow Yrpalii 3 HiKapesrmx
3acofiB Ta KOHTPOMIO 338 HAPKOTHEAMM)

Cepradikar GMP 019/2020/GMP eia 23.03.2020 p. (suoanufi lepxapno cryxGor YEpaiHa 3 mikapeskux 3acodis
Ta KOHTPOIH 33 HAPKOTHKAMK)

Cepradikat IS0 9001:2015 M 181QBFIS pig 09.07.2018 p. (eugannii AQC MIDDLE EAST FZE.)



