JIEPIKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceimuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JPTIOY 37079055

BUCHOBOK
npo AKicTL BBe3eHOro B YKpainy jikapenKoro 3acoby
13.11.2024 Ne 60326/24/26
TOHI'THAJI®

(HafiMeHy BaltHA TiKapeLKOro 3acoly 3riayo 3 peecTpaLifiHIM NOCBiLMCHISM)
Kpaiuti opaabhi, no 20 M y ¢nakoni 3 KPaNeJbHUM J03ATOPOM; 10 1 pnaxkony y
kapTonuiil ynakosui

(dopma BUITYCKY, I03YBAHHS, BH/L MAKyBaHH nikapckkoro 3acoBy)
Homep peecTpauiliHoro nocsiayeHHs UA/5009/01/01 crpok xii peecrpauifiHoro noceiatenHs HeOOMEeWeH
Cepis nikapcbkoro 3acofy Ne 2421 105A KinbkicTs BBE3EHOrO Nikapcbkoro 3acofy 8424

BupoGHuk Pixapa Bitruep AL, Apctpis

(nafimenysatHs BupoCHuKa nikapebkoro 3acoby, kpaika FIOXO/KEHHS)

Beeseno B Ykpainy ToBapucTBO 3 00MEKCHOI0 sinnosiganpnicrio "IEPPIIO
VKPATHA", inent. wox: 37063312

(safisenysariis Ta koa 3a EAPNOY Jopuaryloi 0CoBu abo npissHIle, iM's, no 6aTLKOBI
$iznynol ocolbu - nignpremus, it MicLie TPOXHMBAHHA Ta peecTpaniftni HoMep oGikoBof
KapTKK naTHMKa nojaTkis aGo cepis Ta Homep nlacnopTa)

TPOTOKOA Bi3yaibHOr0 KOHTPO/IO Bil 13.11.2024 Ne 3914/4.

32 pesyAbTaTaMK  [EPKABHOTO  KONTPOMIO  BCTAHOBACHO, wo nikapebkuii 3aci6 Bsesewo B Vipainy 3
AOTPUMAHHAM BUMOT 33KOHOABCTEA LOO saGesneneHns AKoCTi JikapehKux 3aco0in.
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Pixapn bittHep Al KOHTPOJIb AKOCTI
Occiaxepuwrpacce 7 noro  OMETA CropiHka 13 1
9560 ®enbakipxeH/ ABCTpis BITTHEP

CEPTU®DIKAT AKOCTI Ne Ukr 2421105A-20/24

Hassa npoaykuii : TOHTIHAIM®

KpaiHa-imnopTep : Ykpaixa

Homep peecTpauifiHOro NocsigYeHHs, UA/5009/01/01

Tepmin gil: HeoBMeXeHun

Cuna fjii/akTUBHICTb: 100 mn npenaparty MictuTs: Camphora D2 2 mn, Tabacum D6 10 mn,

Veratrum album D6 10 mn, Glonoinum D12 10 mn, Acidum
hydrocyanicum D12 10 mn

Nikapceka dopma: Kpanni opanbHi

PoaMip Ta Tvn nakyBaxHs 20 Mn y bnakoHax 3 KpaneribHUM [103aTOpoM, 1 dIiakoH 3
KpanenbHUM [03aTOPOM B YNAaKOBLY|

Homep cepii: 2421105A

Poawmip cepil: 16848 ynakoBoOK

fata supobruuTea: 06/2024

[laTa 3akiHueHHn TepMiHy npugatHocTi: | 06/2029

Hassu, anpecut Ta HoMepH nileHaiit Beix | Pixapa BitTHep Al
AinbHUUb BUPOBHULITBA Ta KOHTPOIH Occiaxepuwtpacce 7, A-9560 ®enbpkipxeH, ABCTpist
AKOCTI Ne: INS-480748-101435909-17828458

CepTudikaty BifnosigHocti GMP ans Ne: INS-480748-101435909-17828456
BCIX AiNbHULb, HaBeeHUX BULLe

PesynbTaTu aHanisis

Moka3Huku Bumoru srigHo cneuudikauii PesynwTaTty
OpraHonenTUYHUWA KOHTPONb

Onuc MNpo3sopa GeabapeHa pianHa Bignosigae

3anax Cnabkuit 3anax kamdopu Bignosinae

Di3UvHiI noKasHUKKU

ryctuHa (r/mn) 0,925 - 0,932 0,929
BmicT eTaHony % (no maci) 415-445 42,9

laeHTudpikauin

Uac yTpuMaHHsi OCHOBOHOTO Miky Ha xpomatorpami apaska
["azoea xpomartorpadis BignoBinae yacy yTpuMaHHA Niky Ha Bignosigae
XpOMaTOrpamMi CTaHAAPTHOro PO34nHY Kamdopu

Mikpo6ionoriuxa yucroTa

TAMC / MR <10% 0/mn
TYMC / mMn <10’ 0/mn

E. coli/ mn BigcyTHi BigcyTHi/mn
Ob’em

HoMiHanbHuiA 06’em: CepepHiii 06'em BCiel cepil nosuHeH 6yTh He MeHLLe 20,0 Mn

HoMiHanbHoro ob’emy.
Josa i opHopigHicTs [03W TpaHuuHi nokasHuku Eur. Ph. «Pigki npenapatu ans

Bignosigae
NS nepoparsHuX Kpanens opanbHOro 3acTocyBaHHAY»

KomeHTapi: YmoBy 36epiranHs: 36epiratn 8 opuriHaribHin KapTOHHIl ynakoBLi Npyu Temneparypi

He suwe 30°C B HEAOCTYNHOMY Anst AiTel Micui.

3aABa npo cepTudikauito: Linm A sacsigyyto, Wo HaseaeHa suile iHpopMaLisi € AocToBIpHOK Ta TouHow. Lito cepito
npoayKuii Byrno BupoGnexo (BKIoHaroum nakyBaHHs/MapkyBaHHsl) Ta NPOBELEHO KOHTPOMb i AKOCTI Ha BULLE3a3HaUEHIN
AiNbHWL Y noBHii BignosiaHocTi 3 Bumoramu GMP, BCTaHOBNEHUMMU MICLEBUM PErYNATOPHUM OpraHoM, a TakoX
BiANOBIGHO A0 cneumdikalliii, WO MICTATLCA Y PeecTpauiiHoMy AOCHE kpaiHu-imnoptepa. MMpoTokonu BUPOGHULITBA,
rakyBaHHs Ta aHanisis 6yno nepernsHyTo Ta BCTEHOBIEHO BignosigHictTe GMP

MpissBuie Ta nocapa/agaHHs ocobu, JunnomMoBaHuit InxeHep Tomac Banbpg
fika BUOana fao3sin Ha BUNyckK cepii: YnosHosaxeHa ocoba 3 AKOCTi

Nignuc ocobu, fika BUAana A03BiN Ha BUNYCK cepii:

Hata nignucanxa: 08.07.2024




