JEPXIIKCITY XBA
JIEPIKABHA CJIVIKBA 3 ITKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMU Y KATBCHKIN OBJACTI

npocnekt Banepis Jlobanorcproro, 51, s. Kuis, 03110, ten/tarc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua https [fwww.dls.gov.ua, Kog €JIPTTOY 37078774

BHUCHOBOK __
TPO AIKICTH BBE3EHOT0 B YKPAiHY JIKAPCLKAOro 3aco0y.
06.01.2023. Ne 57518/23/10
'BUHITPOCAJ B®

(Hmmen}rammﬂ AIKAPCLKOre 3acoby 3ridH0 3 peecTpaniiliii MOCEiAYEHAAM)
Maibk o 30 r vy Ty6ii no 1 Tv0i B kapTonuiii nayui

(fepsa BNAYCRY, JO3YBAHAA, BHZ (IAKYBAHHA AiKapchKoro 3acoly)
Hosep peecrpauiiinore mocsigvesrs UA/3885/01/01 crpox aii peectpaniiitoro nocsinyenna 01.01.2099
Cepia aixapcexoro sacofy Ne- 4291121 Kinskicrs BBe3eroro aikapeskoro 3acody 1706

Bupobnik AT Tanminncexiiii hapmanesTaunuii 3apos, Ecrouig |
(HaliMeHyBanHa BapolnHKa MiKapCeeKoro 3acedy, kpdita noxoaxeHns)

‘Boeseno B Yepainy - CrinbHe yRpaiHChbRO-2CTOHCHKE THARPHEMCTBO ¥ dhopwmi
‘TOBAPHCTBA 3 00MeKeHOI0 BignosinansiicTio "Onrina-Bapn,
CJTHY, igent. won: 21642228

(HaiEmeryBanns Ta koA 3a CAPIIOY wpuanykoi ocobi afo npizanine, is's, 70 HATHROE]
hizusne ocobt - mianpreMit, W Micue nposIBANUA Ta peccTpauiitunii HosMep ofmikorof
RAPTKH NAATHIKA NoAaTsie a0o cepls Ta HoMep Nacnopra)

Hiporokod sisyansiore kowrpoao pin 30,12.2022 N 3548/3,

3a pesyapTaTaMN  JAepHABHOTC KOHTPOMIO BCTAHOBACHO, IO Jikapchkuii 3aciG. pReieHs &, Yxpalay 4
AOTPHMAHHAM BaMOT 39KOHOAABCTBA LIOA0 3a0esnedenys AK0CT] MiKapChKIX 3a¢06iB.

3y6ipeua H. B,
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AT TAJUITHHCBKUI ®APMAIEBTHYHUI 3ABOJT
CEPTUDIKAT AKOCTI JIKAPCBKOI'Q Ne 5-39/8-21/392

Hanmenopanne nperapara: BUIIPOCAJI B®, mass no 30 ry Ty6i
Cepisa Ne: 4291121

Hara BupodrnnTea: 11.2021

Kinekicts ynakorox y cepii: 17139

Ynakoska: mo 30 r B Ty6ax, no 1 Ty6i B maumi

Kpaina supobunk: Ecronin -
Howmep Peectpauitinoro Iloceiguenas: Ne UA/3885/01/01
Tepmiu aii: 6ezcTpokoso

Bupobuuk: AT Tammiancskuit GapmManeBTHHHNI 3280/, By, Towuni 33, 11316 Tanniuu,
EcTonisn; No ninensii 381

Cepruduxat cootserctena GMP: Ne IN-2-14/21/3
Cuna nericTeust/akTiBHOCTE: © 1 1 Ma3i MicTuTs 0,05 MOJI oTpyTH ragioku sBnyaiiHoi

cyxol, 30 Mr xamdopu pauemiunoi, 30 Mr oaii TeprenTHHHOL, 10 MI KHCTOTH
CATILMIOBOI.

Jlikapepka Gopma: Masp

_AHajiisu BuKoHani Binmosinno MKSI o PIT Ne UA/3885/01/01 31 aminamu

PesynsTaThl
aHAJIHU3A

IMokazuuku axocTti Bumoru MK S

1. Onuc Mase o100

KOILOPY 13 3aI1aX0M
kamdopu Ta oii

Masp Oinoro 360 61HOF0 31 3JIerKa

JKOBTYBaTHUM BIATIHKOM KOIBOPY 3
3aI1axoM Kampopu i omii

| N TCPIEHTHHHO] TEPHEHTHHHOI
2. Maca BmicTy TYyOn He menme 30 r. 3l
3. CnpaBxHicTh
3.1. CnPaBmHmTh OTPYTH JIigii npenumitartii B Bignmosigae
3MIIHOI HEUTpaJIbHOMY arapi
3.2. CHpﬂBH{HiCTh KHCJI0TH Biamosinnicte uacy yrpumysanus | Bigmosigae
CAJIIIHJIOBO] CTaH[apPTHOr'O 3pa3Ka KHUCJIOTH
CAIMUIOBOI
1 3.3. CﬂpﬂB}KHICTB Kambpopu Bianosigaicts dacy yrpuMmysanHs | Biamosinmac
panemMiuHol CTAaHAAPTHOTO 3paska Kampopn
3.4. CopaBkHicTb 0JHI Binnoeixnicts yacy yrpumyBasHsa | Bigmosigae
| TEPIEeHTHHHOI CTaHOAPTHOrO 3paska (+) - o-
TIIHEHA

4. KinbKicHNMI BMicT

4.1 . BmicT KHCJIOTH calininoBoi

(o1 95,0 % o 105,0 %).

Ipn sunyeky: Bi1.9,5 mo 10,5 mr/r

4.2 . Bmict kamdopu pauemiunoi

IIpu Bunycky: 8izg 28,5 no 31,5 Mr/r

(01-95,0 % 10 105 0%)

Anpeca [ appéca Tened o / Tenedon En. nowTa.
Tongi 33, 11316 +372612.0201 farma@tft.ce

Tanpiv, R e
ECTOHIA
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AT TAJUIITHHCBLKUN ®APMAIIEBTUYHUI 3ABO/

CEPTU®IKAT AKOCTI JIKAPCBKOTI'O Ne 5-39/8-21/392

Haumenosanue npenapata: BUITPOCAJI B®, mass o 30 T y TY6i
Cepist Ne; 4291121

JaTta Bupoouuurea: 11.2021

KinekicTs ymakopok y cepii: 17139 __

Ynakoska: no 30 r B Ty6ax, mo 1 Tyﬁi B MAYIII

Pe3 ar
IHokazarenn xavyecrsa Tpeﬁoﬁa}mﬂ MKK agg;;:;;bl
4.3 . BmicT ol TeprieHTMHHOL ITpu Bunycky: Big 19,9 no 26,8 mr/r | 21,9 mr/r
(o-ninen) (0T 66,5 % no 89,3 %) (73,0 %)
5. Mikpooioagoriuna uncrora’ He BusiBnsnucs
3araabua KUILKICTE aepoGHuX He Gonee 102 KYO/r
MIKpPOOPraHi3miB

3araabHa KUIBKICTE nplmmonﬂx He 6omee 10' KYO/r
{1 uBiaeBUx rpudis

- Ps. aeruginosa He noBunHo 6yTH/I

- St. aureus He nosurno 6yTH/r

6. 30epiranns Hpu remnepatypi ne Bume 25° C. He 36ep1raTH B
XOJIOAUNIBHUKY 1 MOPO3MIILHIN Kamepi

7. Tepmin npugarunocri 3 poxu I IpunarHuia .','uo 11.2024

'BusnauaeTnes wepes koxui 20 cepm npenapary 1 IpH 3MiHI cepii oTpyTH 3MiTHOL.
‘BU3HAYAETLCS B KOKHIH 10 cepli npenaparty

Ananis nposis 0. Ycayopa
/Fip13Buiue/

_'3MIHaMH

TO. Kpacyimiga  minmuc

Kepirauk na6oparopii JHara aganizy: 23.11.2021

Anpeca/ anpeca’ TénedoH / Tenedon En. nowra
Tonai 33, 11316 +372612 0201 farma@tft.ee’
TananH

ECTOHIF—I
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AT TAJUTTHHCBKUI ®APMALEBTUUHUIL 3ABOJ]

CEPTH®IKAT AKOCTI JIIKAPCBKOI'O Ne 5-39/8-21/392

Hanmenosanue npemapara: BAIIPOCAJI B®, mask 1o 30 1 y Ty6i
Cepia Ne: 4291121

Hara supobuuursa: 11.2021

KinexicTs yrakosoxk y cepii: 17139

VYnakoeka: o 30 r B Ty6ax, mo 1 1y6i B nagmi

Kommentapun: Hemae

3asBa npo ceprudiraiio: «HuniniHiv 51 3acBijluy10, o Hapexena BULLE INPOPMALLs €
A0cTOBIPHOKO i TouHO10. IIs1 cepin npoaykuii 6yna BupobieHHa (BKIO9AI0YN
YUAaKOBKY/MAapKYBaHHs) i MPOBeJeH0 KOMTPOJb il AKOCTi HA BHIIE3ragaHiii MiIsaHIi B
NOBHIH BIANOBIAHOCTI 3 BUMoramu GMP, BCTaHOB/IEHMMHU MicLeBMM PeryJasiTOpHHM
OPTaHOM; a TAKOK BIAIIOBIAHO 10 cnenudikanii, mo MicTUTHCH B PEeECTPARINHOMY JOCLE,
ITpoToKOAH BUPOOHHITBA, YIAKOBKHY TA AHANIBIB OyJIM neperysiHyTi i BCTaHOBNEHO
BiAnoBiAnicTe GMP»

Tasa Kytenosa  minmuc

HavaneHUK Bigoiny KOHTPOIIIO AKOCTI 1 PO3BUTKY nevaria 25.11.2021
/nata Bunycky/

Apnpeca | anpeca Tenedon / Tenedon En. nowra PeecTpauis 10093221
ToHgi 33, 11316 +372612 0201 farma@tft.ee
TanniHH,

ECTOHIA




