AEPKABHA CJIYIKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npos. CeiTimunoi Hagii, 3, m.Kuis, 02099, ten/tbaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK

1po AKICThL BBe3eHOro B Y KpaiHy JiKapcbKoro 3acody
17.01.2024

Ne 60456/24/1011

TAHTYM BEPJIE®

7

(HafiMeHyBaHHA TiKapCLKOro 3aco0y 3rifIHO 3 PeeCTpaLifiHEM NOCBIIYEHHAM)
Cupeii s porosoi noposkuuan 1.5 Mr/mu, o 30 ma y daaxoni 3 neGynaiizepom; mo 1

daakony y kapTonniii kopo6ui .

(dopma BHryCKy, T03YBAHHS, BHA MAKYBAHHA NTiKAPCHKOTO 3ac06y)

Howmep peectpauiiinoro noceiguenss UA/3920/02/01 crpox nii peecrpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne 2288

Kinskicts BeseHoro nikapcskoro 3acoby 80232,
Bupobuuk

Asienze Kimike Piynite Amkenini ®@panuecko - AJCP.A.D. - C.iLA,
ITanis

(naitmenyBaHHa BHpOGHHKA nikapeekoro 3acofy, kpalHa MOX0MKeHH)
Baeseno B Ykpainy

Tosapucrso 3 o6mexxenoro Binnosigaasuictio "JIIJIEO ®APMA",
inenr. koa: 36691994

(nafiMenysauns Ta koa 3a €[[PIIOY opunnunoi ocobu aGo npissuiLe, iM's, o 6aThkoBi hizpunol

ocobu - manpuemus, if Micue npoxuBaHHa Ta peecTpavifinuil HoMep 061IKOBOT KAPTKY ILIATHUKA
nojatkis abo cepis Ta HoMep macrnopTa)

Ilporokon BisyaneHoro koutpomo sin 28.11.2023 Ne 3852/5.

3a pesynbTaTamMM JEPHABHOTO KOHTPONIO BCTAHOBNEHO, WO JiKapchkuit 3aci6 pmeseHo B YkpaiHy 3
AOTPHUMAHHSAM BuMor 3aK0HOaBCTBa OAO 3a0C3eYeHH AKOCT nikapchKHX 3acobis.

ZPCT
anWi kg

~ Biraniit BOHTAPEHKO
A\

(istiuiany Ta npissHie)




[1a Gannxy xosmanil «AHDKENIHI ®APMA»)

[raxn "KOMA BIFIOBIIAE OPUTTHATY

BHAAHA BLOHIIOM 3ABESNEYEHHA AKOCTT"]

CEPTH®IKAT AKOCTI Ne 12320874

R TAHTYM BEPJIE® (TANTUM VERDE®), enpelt 219 poTosol nopoxtsttst

1,5 Mr/ma, no 30 Ma y paakoni 3 weSynaiisepos; no 1 daaxony y xaprorsifi
ynaxosui
(Aol pevosunu: 100 s cnpeto sicmams 0,15 2 Genzudaminy zidpoxiopudy)

Cepin Ne: 2288 Buytpiwniil xon: 129463
Obcar sunyutexof

Mata supobunursa; HoaTeun 2023 cepil: 129 384 ynaxoskn
Tepmin mpumaTiocTit Bepecens 2027
Kpaina-snpobunx: Itanin
Pecerpaniline nocainvenna Yrpalin Ne: UA/3920/02/01

Haipa napamerpa ; CHETHOIKALA Peayabtaty
Josniw ki Burana (eizyaasto, TIpo3opa Geafapeug pinsea 3 THNOBHM M ATHHM -
opzanonenmuno) CMAKOM
pH (nomenylosempunno) 5,3-7,0 6,5
06'em uanosuernn® (Dir/76/211/CEE) He mene 30 ma 30.12 mn
Onnoptunicrs mack (Spum. @ape. monozp. Bianosiauo no Bpnrancexol ©@apmakonel Bianosinae

"Benndamin cnpeil dna pomocol nopoxcuunu')

Inentudixauis
Beusnaaminy riapoxaopuny (BEPX semod A sz s N
abo BEPX memod B Eep. Gapy, 2.2.25) o nogin

Mernanapariapokcubensoaty (BEPX semoo A
abo BEPX memod B €sp. Papm. 2.2.29)

Tect na uuneroTy**

IneuTndicosana nomlka 1-6emana-1H-
innazea-3-on (AF 956) (BEPX Cap. @apm.

MosuTrBHA Bianosinac

ue Ginswe 0,2% sianocio Gewsstnaminy %

]
2.2.29) rizpoxnopiny
Byab-nika ve inentudicosana nomitxa (BEPX e bineme 0,2% sianocuo Geisnaaminy %
Eap. Qapm. 2.2.29) . ;tnnmuwpuﬂy
in % Bi i
Cyma nomiwox (BEPX €ep. Dapm. 2.2.29) D l.ﬁﬁn:tﬁi:::;yﬁemmm i il
KiabkicHe BHIHAUCHNA
Bewnaaminy rinpoxnopnny (BEPX siemod A % _ 105% o
ado BEPX memod B Esp. apn, 2.2.29) =10 996%
Metnanaparinpokenfenioaty (BEPX memod A
5% - 105% %

afp BEPX memod B €ep, @apm, 2.2.29) ’ l St
MikpoGioaoriuna uncrora:
3araasun kinekicrs acpoGHnx Mikpooprauimin <10° KYOlmn <1 KYOlma
(TAMC) (€op. Papm. 5.1.4, 2.6.12, 2.6,13) -
3aragabHA KinskicTh ApiRmRoBEX/MUTICHABHX
rpubie (TYMC) (€sp. dapm. 5.1.4, 2.6.12, 210" KYO/ma <1 K¥YO/ma
2.6.13)
Pseudomonas aeruginosa*** (€ap. @apm. ’
5.0.4, 2.6.12, 2.6.13) placymuz (8 1 ma) BiacyTHs (8 1 mu)
Staphylococcus aureus*** (€sp. Papa. 5.1.4, i
26,12, 2.6.13) BineyThs (8 1 ma) BiacyTHa (8 1 ma)
* Tect nponouiTLes 8 nponeci BupofunuTaa i He siaobpaxacTres y Ceprudixari ananisy.

P Y:
** Tect nposonnTLea nin wac npouecy paninauii Ta sus4enns crabimenocri,
*4* TecT npoBoaMTLCR NHte ¥ Bimanxy, sxmo Gy/ro Bussaeno teyrnoproiasi i 6axrepiit Ta apixamosux/nnicunsux rpubis,

3ansa mpo ceprudicauio:

st 1 3acnlauyio, 10 HaBencHa e indopMaLia € nocToBIPHO TA TouRGO, o cepiro npoayxknif 6yno supobacko,
BKII09AI0MH NAKYBAHHA/MADKYBANNS T4 KONTPOAB AKOCTH, HA 3a3naenil NinbuiLi y nosuifl minnosiaxocTi 3 Bumorasin
GMP, BeTaHoBIEHUMH Micueaum peryanTopHis opranom Itanificska tapmauesTiana arequtia (AIFA), 2 Taxox BinnosioHo
Ao cneundikauii, mo micTaTbeR y peecTpauiiimomy nocse. MpoTokoam BHPOGHHUTEA, NAKYBAHIA T4 ananizis Gyno
NEePernanyTO T8 BCTAHOBACHO Blanosinsicrs GMP.

¥YnosHosauena ocoba
Cepisn cxsasiena i aonyuena no peanizauil Aunnapita Jacuinai

Anxous, 20 sosTHn 2023 p,

|niznue|
[WTamn: "Azicuae Kimixe Piynite
AHXEAIH] PPAHYECKO - Cin.A. A.K.P.A.O®.
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