@ BI(DB NYBNIYHE AKLIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHUYMUI LIEHTP
«BOPLIATIBCBKUM XIMIKO-®APMALIEBTUHHUA 3ABOA»

Yxpaina, 03134, M.Kuis, syn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,

(044) 205-03-83, (044) 205-03-14 (YnosroBaweHa 0coba)

CEPTUW®IKAT AKOCTI

TEOIMEK

Ta6neTku nponoHroBawol Aii no 300 mr, no 10 TabneTok y Gnicrepl, no 5 Gnicrepis y nauui

Homep cepii 0860624 Kpaina Ykpaida
Kinskicte B cepii 11168 wr PeecTpauiiiHe nocsigueHHA Ne UA/7387/01/01
[ata BUpoBHUUTBA 13.06.2024 Tepmin all peecrpauitHoro nocsigueHHA HeobMexeHKA
Bunpo6ysaHHa nposeaeHe ariaHo Metoais koHTponio akocTi /13 Ne SFP-185-02
Moka3Huku sKoCTi KpuTepii npuitHaTHocTi PesynbraTh
Onmc Ta6netku kpyrnol popmu, 6inoro KosLOPY, 3 NNOCKOW
NOBEPXHEIO 3] CKOWEHNMH KPaAMK | PHCKOIO, Bignosigae
[lonyckaloTbcA BKPANSIGHHA KOBTYBATOro KONLopy i
InenTudpikanisn A. Y®-cneKtp NOrAWHAKHA: BUNPOGOBYBaHUA PO3UKH
Bianosinae
TIOBMHEH MaTh MaKCMMYM 33 AOBXHHK XBUAI 275 HM
B. Ha xpomarorpami Bunpo6oByBaHOro po3yuny (b), onepxa-
Hi% npu BU3HAYEHHI CYNPOBIAHUX QOMIILOK MAE BUABNATUCA A )
Bignosinae
nnama Ha piexi naMu Teodininy Ha xpomarorpami po3unHy
nopisHAHNKSA (@)
C. Axicxa peaxuis Ha Teodinin Bianosigae
D. XapakrepHa sikicHa peakuin Ha KNH Bianosinae
CepeaHa maca Bin 380 mr no 420 402,2 mr
Cynposinni Romiuku: He Ginbwe 0,5 % <0,5%
- OAMHKYHA fomilka
Po3unHeHHA:
- cTagin Cepedosuuie Ne1 (0,1 M HCI) 142 %
He 6inbwe 25 % smicty Teodininy 3a 1 roa
Cepedosuuwie Ne2 (gpocpamuuil Gygreprud p-+ pH 7,5);
- cragia li He menule 15 % i He Ginbiue 40 % smicTy Teodininy 3a 1 roa 29,6 %
He meriwe 30 % i He Ginbwe 75 % BmicTy Teodininy 3a 2 roa 59,2 %
- cymapto (cTaain | Ta cragis ll) He meHwa 75 % (Q) BmicTy Teodiniky 3a Tpu ronuHu 8 cepa-
AoBHWI po3unHeHHA Ne2 Ta 3a O4HY TOAKHY 8 cepeaoBuwi 92,0 %
po3ymMHeHHA Ne1
OpaHopiaHicTL A030BaHUX OAMHKLL Mpenapar mac BUTpUMYyBaTH BUNpoGyBanHA. PospaxyHok
APUIManbHOro uucna {AV) NnpoBOAATL PO3PaXYHKKOBO- 35%
BaroBUM MeTOAOM
Mikpo6lonoriyna uucrora 3aranbHe YncNo aepobHMX MiKpoopraHisMis . .
(TAMC): He Bintwe 1000 &1 r Bianoeinac
3aranbHe YMCNO APDKIKOBUX Ta NAICHABUX rpubia .
) Bignosinae
(TYMC): He Ginbwe 10081 r
BincyrHicTi Escherichiacoll 81 ¢ Bianosinac
KinbkicHe BH3HaYOHHA: Bin 285,0 mr no 315,0 mr 208,3 mr
- meo@inin (C,HzN,O,) y flepepaxyHKy Ha COpeAHIO mMacy oanicl Tabnerku
Ynakoska NosuHew Binnosigatk sumoram HA Binnosinae
MapxyBsanHus Moeunen sianosinaru Bumoram HA Bianosinae
Tepwmin npupaTHocyi 5 pokis o 06.2029

Ymosw sbepiranHs; B opuriHanbHii ynakosui npu TemnepaTypi He suwle 25 °C.

BucHoBok BKA:
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IIYBJIIMHE AKIIOHEPHE TOBAPUCTBO «HA YKOBO-BUPOEHUYHIA LHEHTP
«BOPUWATIBCHKHHA XIMIKO-®APMANEBTHYHYI 3ABO [I»
ByJ1. Mupy, 17, m. Knuis, 03134, Ykpaina
Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (YnosHoBaxeHa ocoba)
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CEPTH®IKAT CEPII JJIs1 JIKAPCBKOI'O 3ACOBY

Teonek, Tabserxkn nposionrosanoi aii o 300 mr

HaiimenyBanus npogyxuif
Jlikapcbka popma

Cuaa fiaxkruBHicTH

Po3amip i THI ynakoBkH
Kpaina-BHpoGHHK

Homep peectpaniiinoro
NoCBiYeHHH
Howmep cepif

Po3mip cepii
JaTta BupoGHHuTRa

Hata 3akiHyenus Tepminy
MPHAATHOCTI

Ha3sH, agpeca Ta HOMepH
Jdinensiff Beix AiabHHOL 3
BHpPOGHHITBA Ta
KOHTPOJIIO SIKOCTi
Ceprudikarn GMP
RinbHHIG, BKa3aHuX B .10
Pe3yabTaTH BHNpo6YyBaHb

KomenTapi

3asaBa npo ceprudikauiro

IIpizsume, nignuc i nocana
ocobu, KA Haga a A03BiJ
Ha BHIYCK cepil

TEOITIEK

Tabnerxky nponourosauoi aii mo 300 mMr

1 TaGrnierka MictuTo Teodininy (y nepepaxysausi Ha 100 % cyxy
peuoBuny) — 300 Mr
no 10 tabnerox y 6xictepi; o 5 Gnicrepis y mauni

Vxpaina
UA/7387/01/01

0860624

11 160 nak.

13.06.2024

no 06.2029

ByJ. Mupy, 17, m. Kuis, 03134, Ykpaina;

ninensigs AB Ne598003;
CBiOUTBO NPO aTecrauio naGoparopii BKS Ne96

Ne 015/2022/GMP a0 10.12.2024

Haeepeni B ceprudikari sxocri

LluM s 3acsinuyio, mo HaseneHa BHLle iHGOpMAaLis € JOCTOBIpHOIO Ta
TouHo. Lo cepito npoaykuil 6yn0 BHUIOTOBJIEHO (BKIIOYAKOUU
NaKyBaHHA/MapKyBaHHs) Ta TIPOBENEHO KOHTPONbL il skocTi Ha
BHILle3a3HaueHill AinbHMLI Y MOBHIM BianosiaHocTi 3 BuMoraMu GMP,
BCTAHOBJEHMMH MICUEBHM  DEryJsSTOPHHM OpPraHoM, a  TaKoX

BiANOBiAHO 10 cnenudikanii, 1Mo MicTATbCS Y peecTpauifiHOMy NOChE.
NeperisHyTo

IMporoxonu BupobHuuTBa 6GYINO T4 BCTAHOBJICHO

Bianosignicte GMP.

28.06.2024 p.
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