JEPKABHA CJHYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU V KUIBCHKIN OBJIACTI

npos. C Bi'rnwmo'f Hagnii, 3, m.Kuis, 02099, Ter/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koy €IIPTIOY 37078774

BUCHOBOK
Npo AKICThL BBE3EHOI0 B YKpaiHy JiKapebKoro 3acody

29.01.2024 Ne 1576/24/10

TPOKCEBA3UH®

(raliMeHYBAHHS TIKAPCLKOTO 33C00Y 3TIMHO 3 PEECTPALTHHUM TIOCBIYeHHSM)
kancyym 1o 300 mr; o 10 xaneya y 6Jicrepi; 1o 5 6iicrepiB y kapTonuii kopooii

(hopma BINYCKY, JO3YBAHS, BUA TaKYBalis HiKaperroro sacody)

Homep peecrpauiitnoro nocsimuenns UA/3368/02/01 crpok nii peecrpauiiinoro nocsixuenns 01.01.2099

Cepis nikapeskoro 3acoby Ne 197323 Kinsxicts BBeseroro aikapeskoro sacoby 10220
Bupobruk banxandapma-Pasrpan AT, Bostrapis
(nafiMenysans BUpoOIHKa NTKAPCHKOTo 3ac0o8y, KPaiia MOXOLKCHIS)
Breseno B Vipaiiy Tosapucrso 3 obmexenolo Bignosizanpnicrio "Tera Yxpaina", ixenr.
wom: 34770471

(nafimenysanms ta koi za CIPTIOY wopnmranot ocobu afio npissuine. iv's, 1o Garkkosi (Gizndiol
OCOBW - TAMPHEMITA, 1 MICIIC MPOMIRAHAS TA peecTpaltiinmil HoMep 06:1IKOBOT KapTIH TARTHIKA
nojaTkin abo cepist Ta ROMep rracTopra)

MpoTtoroa sizyannuore worrposio sin 19.01.2024 N2 0121/8.

34 pesyaLTATAMM  JIEPWABHOMO  KOWIPOIO  BCTAHOBICHO, 1O Jikapeskuil  zacif  seeszewo B Yipainy 3

AOTPUMAHHSIM suMOr 3aK0HOAABECTBA WOLO 3a0e3IICUEHHS AKOCT] JIKaPCRKAX 3ac00iB.
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antibiotic

CEPTUDIKAT AKOCTI

JlikapcbKoro 3acoby
No. 1788

Hassa npogykTy: TPOKCEBA3UH®, Kancyau no 300 mMr Ne50 (Ne 10 x 5)
KpaiHa npusHaueHHs: YKPAIHA

Homep peecTpauifiHoro nocsigyeHHs: UA/3368/02/01; Jlie 6e3cTpoKoBo
BMicT gitouoi pevoBUHM: 1 Kancyna MicTUTb: TpokcepyTuHy 300 mr
JlikapcbKka copma: Kancynm

Posmip i Tun ynakosku: 10 Kancyn B 6nictepi NBX/anomiHiesoi donbri, 5 6nicTepis pasom
3 THCTPYKUi€I0 N0 MEAUYHOMY 3aCTOCYBAHHIO B nayui

Cepis Ne: 197323; posmip cepii: 10226 yn.
Lata Bupo6HuuTBa: 11.2023
Crpok npupgaTtHocTi: 11.2028

Hasea i agpeca BHpo6HMKa - BUPOBHMUOT BifbHULI:
bankandapma-Pasrpag AT
bynbsap Anpesibckoro BoccraHis, 68, 7200 Pasrpag, bosrapis

Homep floseony Ha BUpo6HMUTBO /NliLeHsii abo Ceprtudikarty signoeigHocTi Mpasuiam
BMPOBHMLTBA | KOHTPO/IA AKOCTI NiKapCbKMX 3aco6is (GMP) Bupo6HMKa:

1.4103Bin Ha BMPOGHMLTBO NiKapcbKuX 3aco6is Ne BG/MIA-0382 /22.06.2023, BugaHui
Bonrapcbkoto  nikapcbKolo  areHuieto, Pecny6niku bonrapia, y signosigHocTi i3
CepTudikaTom BiAMNOBIAHOCTI BUPOBHULTBA BUMOraM HaslexHOT BMPOBHUYOT NpakTHKM Ne
004/2022/C-9; gie go: 30.07.2024.

2.CeptudikaT BiANOBIAHOCTI BUPOBHULTBA BUMOraM HasleKHOI BMPOGHKMYOT NpaKkTUKK
NeBG/GMP/2021/185, BuaaHo BonrapcbKoto NiKapcbKow — areHuielo, Pecny6aiku
Bonrapis.

IHdopmauis npo gitouy peuosuHy
HazBa gitouoi peyoBuHu: TpokcepyTuH, cepis NeCO02K230303.
HasBa Bupo6HuKa: CuuyaHb Kcieni dapmacestikan Ko. JiTa.

Azpeca BupobHuka: Ne 588, Migan CeKwwH MyznaH AseHio, micTo T’ sHbneHr, MeHrxoy
Ciri, CnuyaHb 611930 nposiHuis, Kutak
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PesynbTaTy aHanisy: TPOKCEBA3U

cepisa Ne 197323:

H®, kancyau no 300 mr Ne 50 (Ne 10 x 5),

No. foKa3HMKKU SKOCTI Bumoru Pesynbtati Metoam
1. onwmc BizyanoHe
- Kancyn Teepai uuniHapuuHi Teepai UMNIHAPUYHT | BUSHAYEHHS /
senatuHosi kancyau, No 1, senatuHosi Kancyau, | n.3.1
KOPNYC - KOBTUM No 1, Kopnyc -
KpULLEYKa- XOBTa XOBTUH
KpyLLeyKa ~ }KoBTa
Onmc Mopoluok Bif} )KOBTOro A0 flopowwoK KOBTOMO
- BMICTY YOBTO-KOpU4HEBOI O KOMbOPY, HaABHICTbL
KONLOPY, AOMYCKAETHCA KOHI IOMEpaTiB, AKi
npucyTHICTb npu HaTMCKaHHI
KOHrnomeparTis, AKi Npu pOo3nagfatoThea
HaTMCKaHHI po3nafaTbCa
2. [aenTudikauin TWX Mo3uTuBHa n3.2.1
€sp. ¢. 2.2.27
Konvoposi peakuil MNosuTMBHA n.3.2.2
3. Po3najaHHs, XB He 6inbLue 30 7 n.3.3
€sp. ©. 2.9.1
4, PozunHeHHs, % He meHie, Hix 70.0 yepes MiH. 92.4 n.3.4
30 x8 MmaKc. 94.3 €sp. ©.2.9.3
93.2 €sp. ®.2.2.25
5. Maca BMmicTy ogHiei 350 (Big 332 Ao 368 mr) 349 n.3.5
Kancysu, Mr €sp. ¢.2.9.5
6. OpHopigHicTb mMacu, % | £7.5, He Ginblue HiX B 3.2%++2.6% n.3.5
ABOX Kancynax €gp. ®.2.9.5
JONYCKAETLCH BiAXMNEHHA
Bif cepeaHboi MacK * 15
7. OAHOpiAHICTD gsp. Papm. TecT Bianosigac n.3.6
[030BaHNX OAUHKUD €sp. ©. 2.9.40
8. BmicT TpoKkcepyThHy, Bin 290 pgo 315 305 n.3.7
Mmr/kanc. €sp. ®. 2.2.25
9, Mikpobionoriyxa n.3.8
yucToTa €sp. ®. 2.6.12
3aranbHa KifbkicTb He 6inbie 103 <10 €sp. ¢. 2.6.13
aepobHUX
GakTtepin (TAMC),
KYO/r
3arasibHa KineKicTb He 6inbie 10% <10
rpu6iB /NNiCHABU
(TYMC), KYO/r
Escherichia coli, 8 1.0 | He aonycKawTbeA BiacyTHi

r
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Crop. 233
KoMeHTapi/3ayBaXKeHHS:

36epiraHHa: npu TemnepaTtypi He Buwe 25°C.

3asBa npo ceprtudikalilo:

JdaHnm A 3aceigyylo, WO BuWe BMKNageHa iHdopmaluis € [0CTOBIpHOW Ta TOYHOMW.
Cepia Ne 197323 nikapcbkoro 3aco6y TPOKCEBA3MH® , kancyam no 300 mr Ne 50 (Ne 10 x 5)
BUFOTOBJIEHA, BKJIHOYAHOUM YMAKOBKY i KOHTPOAb AKOCTI, BULLEBKAa3aHWM BUPOBHUKOM Y
noBHiM BignosigHoOCTi 3 AitounMu BuUMoramu [paBuMA BUMPOBHULTBA i KOHTPOIO AKOCTI
nikapcbKux 3acobis (GMP) €sponeticbkoro Cotosy i Boarapii i 3 BuMoramu PeecrpallifiHoro
NoCBiAYeHHA KpaTHK Npu3HadveHHsA. [PoToKoN Ha cepilo, YNakoBKy | NPOTOKO/M aHanisy cepii
6yv nepernaHyTi i BU3HaHi Taknmu, Wo BignosigHicTe MpaBunam BUPOBHULITBA i KOHTPOD
AKOCTI NiKapCbKMX 3aco6iB (GMP). MpoAyKT BUNYLWEHWIA Ha PUHOK.

IM’a YnosHoBaxxeHoT ocobu, wo BUNyCKae cepito:
Jariena fJimoea

YnosHoBaxeHa ocoba
bankaHdapma-Pasrpag AT
bynbBap Anpenbckoro BocctaHis, 68, 7200 Pasrpaa, bonrapis

Mignuc YnosHoBaxeHoT 0co6M, L0 BUNYCKAE cepilo:

Aara nignucy: 27.11.2023
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