AEPXKABHA CJIY)KBA 3 ﬂIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHU Y KUIBCBHKIIA OBJIACTI

npos. Ceitnuusoi Hagif, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
PO SIKICTh BBE3eHOro B Ykpainy sikapcbkoro 3aco0y

26.03.2024 Ne 4325/24/10

T'EOATPOMBIH

(HaiivenyBanns niKapcLkoro 3acoBy 3riauHo 3 peecrpauiiinmm II0CBiA4EHHsM)
Kpem, 50 000 MO/100 r no 40 r Y Ty6i; mo 1 1y6i B kaprouwuiii ynakoBui

(gopma Bunycky, H03YBAHHA, BH ITAKYBAHHS JTIKAPCHLKOrO 3acoby)

Homep peectpauiitnoro nocsizuens UA/3054/02/02 crpox nii peectpauiiinoro nocsiguenns 01.01.2099

Cepis nikapebkoro saco6y Ne 147TDA KinbkicTs BBesenoro nikapekoro 3acoby 10620
BupoGuuk «Xemoapm» A, Pecny6unika CepGis
(naiimenyBanns BHpoGHKKa NiKapcbkoro 3aco0y, kpaina TIOXOIKEHHS)
Baeseno B Vipainy Houipne niaxnpuemerso "CTAIA-YKPATHA" Komnanii "BEITXA
Be'raﬁnirynrcresenbmaqn drop ®apmasepre M6X", inenr. KOA:
32110540

(nakiMenyBanus Ta kop 3a E€JPTIOY topummunoi 0coby abo NPi3BHLLE, iM', 0 GaThKOB] (isuunol
0cobu - mianpuemus, ii Micye TIPOXHBAHHS Ta peecTpauiiinuii HOMep 006ik0BOT KapTicn mnaTHuKa
nozarxis aGo cepis Ta HOMep nacnopra)

Mpotoxon Bisyansuoroe konTposo Bix 09.02.2024 N2 0005/12.
JlaGopatopuuii ananis skocri NiKapceKoro 3acoly sailicHeHuit:

AIT "LlenTpansua naboparopis 3 ananisy skocTi MiKapebKUX 3aco6iB | MeauyHOT npoaykuir"
(M.KuiB, Byn. Kyapsscbka 10r M.Kuis, Byn. Kyapsascska 8B Kuiscnka obnacrte, ¢. Hosi Ierpisuj,

BYJ1. IBana ®pasnka, 19)
(waliMenyBaHmHs Ta MiCLe3HaX0KeH s naboparopii, wo nposena naboparopuuii ananis AaKocTi)

Brcrosoxk woo sxocti nikapeskoro 3acoby, Buaanmit naoparopiero sin 25.03.2024 Ne 0588

Pesynpraru naGopaTopHoro aHanisy sxocri nikapcKkoro 3acoby sa NEePEBIPEHUMHU NOKa3HHUKAMH BignosinarTts
BHMOTaM METOAIB KOHTPOIO AKOCT] (aHaniTwmo-HopmaTnBHo]' AOKyMeHTauit),

3a pesynbTaramu ACPIKABHOTO  KOHTpOJIO BCTAHOBJIEHO, 10 nikapchkuii  3aci6  Beeseno B YkpaiHy 3

AOTPHMAHHSM sumor sakoHonascTsa WONO 3abesnedenHs AKOCTI JTiKapehKHX 3aco6is,
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Heprana cnyx6a Yxpaiun
3 1IKAPCBEKHX 3acoBis Ta KOHTpOTIO 34
HaPKOTHKaMH

Aepxapue miznpnevcreo "Henrpansna
Jaboparopis 3 AHATIZY aKocTi Jdikapebrnx

State Service of Ukraine on Medicines
and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of

3aco0iB i Mmeauunof N ST
Ykpalta, 04053, m.Kuis, 8yn.Kydpsscuia 101
men.fhake (044) 272 57 98
web: www.clab.com.ua, e-majl: centraliab@clab,com.ua

Medicines and Medical Products"
10G, Kudryavska streel, Kyiv, Ukraine, 04053
Tel /Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail- centrallab@clab.com,ua

Ceprudikar anasy Ne 0588 sin 25.03.2024

T'EITATPOMBIH, kpem, 50 000 MO/100 1, mo 40 ¢ ¥ TyBi; no 1 1y6i » kaproumiis

Haiea 3pasica;

yrakosui
Peeerpauiiinnii HOMep: 0375.24
Bupotuuk: "Xemodapm" AL, PecnyGnixa Cep6in
Homep cepii: H7TDA

Micue sinopy 3paska;
3amosmu:

Cynporinunii ROKyseqr:
AKT BinGopy 3paska:
Cran spaska:

Hata orpumauns 3paska;
HaTu sukonauns podir:
Bua xonrponio:

JIT"CTAJA - VKPATHA"

Hepxasna cnyxGa YKpaiun 3 nikapenkix sacodiy
Jhaer Ne 1358-002.0.1/002.3/2-24 Bz 16.02.2024
Ne 8ix 19.02.2024

3pa3ox B crani TPHAATHOMY A NIPOBEACHHS BUNPOGYBaks
22.02.2024

23.02.2024 - 25.03.2024

3a posnopsaxensy Jlepxasnoi cnyuou Yxpainu 3
3a Haprorrkamy ("IM", Tocranosa 902)

HIT «llenrpansua naboparopis 3
HPOAVRLGTY

MKS s0 pn.Ne UA/3 054/02/02; sminn

Ta KOHTpOo 34 HAPKOTHRAMH
p.

TKAPCHKIX 3aC06iE Ta KOHTPOJIIO

Micue niposeaenns
AsibRoeri;

HJ, simnoginno o sicof
POBOANBCS aHai;

AHAIBY AKOCT] JHKAPCHLKIX 38c0Bin | MeM oY

flokastmim Bumoru HA Pesynubratu

Onuc Binoro konbOopy roMoreHHi kpem 3 XapakrepHnm zanaxom MeHTony  Bignosinae
lnedTudikauis 1. Fenapuy HaTpil, BionoriyHui Mertol. MNosuTtueHa Bianosinae

2. AnnanToin. TLUX. Konip | Rf ninsamu Ha Xpomarorpami Bianosinae

Rocnimxysadoro i CTaHAapTHOro posunHy cnisnagae

3. fekcranteron. BEPX, Yac YTPUMYBEHHS ANs nika AekcnanTeHony Binnosigae

H& XpomaTtorpami BocnigxyeaHoro PO3uMHY BiAnOBInae yacy

YTPUMYBaHHS 4ns nika ABKCNAHTEHONY Ha xpomaTorpami pPo3ynHy

NOPIBHAHHA

4. Bpononon. BEPX, Yac YTPUMYBaHHS nrisi nika Bporonony Ha Bignosinae

Xpomarorpami focnizkysavoro pos4unHy signosinae yacy
YTpUMyBanHs 4ns rika Gporonony Ha Xpomarorpami posunny
NOPIBHAHKSA

He mMenwe 40 ¢

MitimasnbHe HanosHerHs Bianosinae

4027 -
pH 51-87 54
KinbkicHe BuaHavuens 1. Tenapun Hartpio (90 - 110 %): 450 - 550 MO/r 496 MO/r
2. AnnawToid (90 - 110 %): 2,7 - 3,3 mrir 3,02 wr/r
3. fekcnarreron (90 - 110 %): 3.6 - 4,4 wr/r 4,02 mr/r
4. Bpowonon (70 - 110 %): 0,70 - 1,10 mrsr 0,79 wmr/r
79 %
¥Ynakoska 3rigHo sumor MKS) Bignosigae
Mapkysanns Sriamo sumor MKS Bianosigae
BHCHOBK: Ceprudikar ananisy Ne 058
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DUPMANCBTEYRO-XiMivna UpPOMUICAoBicTs, Ceplin
3 Adpect grapobnnrag: bermepadcsnuiy wianx 6/, 26300, 1. Bpuiay
¢ Feaeon: 38F(0) 13 8032 67
L Darc: 381 (0) 13 80 34 24

CEPTH®IKAT SIKOCTI

| Huitvenysanns npoayxuii: Femarpombin ;
{ Jikapeska dopuas xpes, S0 000 MO/100 ¢
| BupoBruk, kpaina; «Xemoapmn AL, Cepbis
;.
- Cwna gilfactasuicrs: 100 r kpemy sicrars:
renapun patpito 50 000 MO
| Pomip ra Tan nakysanHs: 1040 ry TySi, no 1 1y6i y kapronnii nauw
- Peectpantiiine nocsinuens: UA/3054/02/02
- 147TDA
lava BupoGnurea: 14 2023
Hpsaariai g0 10 2026
. Poawip eepit 10620 ynaxopox
- ininoprep: Al «Crana-Ypainay Komnauit «bEITXA
Beraitairyureresenmmuadr dirop Dapmasepre M6Xn, Vipaina
Alpinus 16 supoSunursy, YORKOBYI | «Xemotapyn AJL Bputaw, sigiin BUPOGHIIA Aispruun HlabGay
| ROHTPOMIO Cepif: 8yJ1. Xalayr Benwxosa G6. 15000, v, 1Habau, Pecnybaixa
Cepdin - j
Jliuensin Ne 513-04-00479/2019-11 wiy 11.02.2019
Abuanus no sunycky cepit: «Xemodapmn AJ

bearpancokuit wasx 6/u, 26300, . Bpuway, PeenyGaixa Cepia
Jlinensis No 515-04-08166/2018-11 pig 03. 122018
- Ceprudikar sianoniznocri GMP supobuuka: | 093/2019/GMP

Auajis BUKORANO ¥ BlanosixnecT! o MICH
Hassa reery Bumorn Pesyanrars

' O {BIsyaliue BHBHAYCHHM, B, MeTOA) binoro KOJUBLOPY TOMOressmi Bianosinae
! KPEM 3 XAPACTCPHIUM 3aHx0M
?\K)H'!"()J'!’y

Liewmndiranis: 3

! g ¢ .
- renapui marpho (Gioxorivuait, su. seron) HOANTHBRY Binnosinac

- anawroin { THIX, sn. meron) wonip 1 Rf My i | Bianosinae
XPOMATOrpasMi  sHNPoBoBy panoro
i CTAHAAPTHONO POIHHRY
CIiBnanae

-~ Aekenagrenon (BEPX, s aeron)
: uac  yrpusmysanss  gas niky | Bianosigac
ACKCHANTEHONY Ha Xpomarorpami
BrnpoBosyBaRoro DOYHHY
BIAOBItAE  uacy  yrpuMmyBanus
s niky JeKCHANTeHONY  Ha
KPOMTTOrPAnt POTULIIY
TOPIBHAHNE

O e o gy men g



BHH;JO@OB}"‘ BAROIO PoOsMHHY

BiANOR{IAC  wacy  yTpuMyBaHmus
s omiky  Gpononoay  wua |
XpoMarorpasi PO3UHHY g
TOPIBETHTs

- MisiMaTbHe HANOBHEHS He Mmesme 40 r 40 r
- (weron sianosinac USP «Minimaapuce
| HETIOBHE AN <755>)

5,0 ~5,7 5.3

! pH {(noteauiomerpuunuil, Lp 2.2.3)

» Kizbricue susuayeHus
| TENApHH HATPHO (Gionoriunmi, sy, Meton)

500 MO/ 495 MO/r
Ha BrOYCK: 475-525 MO/, 4. 95 "'

| KisexicHe sysHnuerig

- Kinvkicne mitsnavenus

i
Srers s e,

. —
| Kinsgicse BHINEMCHI

i

- Mirpobionoriuna uncrora®
(Cup. Papm. 2.6.12, 2.6. I3

-~ 105%
3 wmr/r (2,7 3.3 midr), T.a, 90 - 3.0 mer

AN { cnexrpodoToMeTpuIHI, By, MeTox) HO% i
4 8rfr (3,6 — 4.4 mr/r), ru. 90 - 3.9 mr/r

dexenanrenon (BEPX, pu. meroy) H10%
b/ 0.9 mr/r

- Opononon (BEPX, s, METOL) wa panyes: 0.9 ~ 1,1 s/, oy, 90

=~ 110%
3aranbHa KiABKICTH acpobri Bignosinac
Mikpoopranismis (TAMC) < 10° | 5 KYO/r ;
KYO/r, Binnosinae

aransua kinekicTs npirmkesns i | 5 KYO/
nrichasux rpudis (TYMC) < 10!
KYO/r Bignosigae
He micrurs ;
Staphylococcus :
aureus/r, Pseudomonas |

acruginosa/r

He nounen micrwen:
Staphylococcus aureus/r,
Pseudomonas aeruginosa/r

L fuacTora sunpoByBanus; koxra 10-a cepis

s

eseres rao:

Mu nanmy THATBEPDKYEMO, 10 BHIICHABEACHA IHDOPMaNN IBIsETLCS HOCTOBIPHOIO | TOMHOK,

Hana cepis nponyxty Oyna Burorosneua,

BIINOYAIONH  DAKYBAHHS/MapKyBaHHs | KOHTPOIn cepil, Ha

BrICsasnaveHii BupoSumailt Ainpnuui ¥ noBHi# Biamosiagocti suMoram GMP MICIEBHX PeryiIaTopmux
Opranis Ta cuenngiKani peeCTpatHOro aocke Kpaiu-iMnoprepa,

Hpouee supoGumirraa cepii,
BLAoBiAHOCT GMP.

YUAKOBKM | pe3ynpTarTy anamisin Gy pOSTISHY T i

Oasyorees ua

Biauaenwns y siauowenni skoetd | BHITYCKY Ipoayviil:

L Blasienns sigeyTui

Komesrapi/nprsitas

Taxk, yen neoOxinna nojarcosa HopManis HagsHa

Hara sunycery: AL g

YrosHOBaMEHR 0Coba (QP), in'n
npissunte ocody, wo niin

-y I




