YLJITMHE AK[L!‘()}'IEPI-[E TOBAPUCTBO «HAYKOBO-BHPOLHUYMI IIEHTP
«BOPINATIBCHIHIT XIMIKO-OAPMAIIEB THIHUE 3ABO I
syn. Mupy, 17, m. Kuis, 03134, Vkpaina
Tes. (438044) 205-03-10, 205-4]-10;
(+38044) 205-03-83 (Yuosxosaxena ocoba)
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CEPTH®IKAT CEPII 1JIs1 JIKAPCBKOI'O 3ACOBY

Inponpec, TabneTky, BKpUTI MIBKOBOIO 06000HK010, 10 2,5 M

1 Haiimenysanus npoxyxuii IHIONPEC
2 Jikapenia gopma Tabnerky, BPUT IIHIBKOBOIO 0OGONOHKOIO, 110 2,5 MI*
3 Cuuna aiifakTusricTh 1 rabnerxa MICTHTH 2,5 MT iHIanamily, y nepepaxysauii na
Geapomny 100 % peuonuHy
4 Posmip i Tri ynakosky no 10 taGaerox y 6nicrepi; no 3 Gaicrepu y uauii
Kpaisa-supobunic Yxpaina
6 Homep peecrpauiiinoro UA/2153/01/01
nocsi{uenns
7 Homep cepit 1050424
Posmip cepil 82 708 uax. ‘
8  Jara pupobumursa 15.04.2024
9 JaTa sakinucnus repminy no 04.2028
NPHAATHOCTI
10 Ha3spn, agpeca Ta HOMCPH Bysi. Mupy, 17, M. Kuis, 03134, Yxpaiua;
SiueH3iy seix AinbuLLL 3 nisensis AB Na598003;
BAPOOHHITEA TA cpinouTBo npo arecrarii aaboparopii BICT Ne96
KOHTPOJSIO sIKOCTi
11 Ceprudixara GMP Ne015/2022/GMP po 10.12.2024
AAbUIUb, Bicasalinx 8 .10
12 PesymwraTn BHopobysaln IHaBejieni B cepmidikaTi siocTi
13 Komenrapi -
14 3aspa npo cepruixaniio Llum o 3acBimylo, 1O HaBeAcHa BUILE iHpOpPMaILis € IOCTOBIPHOIO Ta
Tounoto. Ilio cepito npomykuii Gyso BHrOTOBACHO (BIUIIOYAIOHH
NaKyBaHus/MapKyBaiis) Ta Nposefeno koHtponb i #kocri Ha
BHII€3a3HAUeHilt AinbyMii y nosuill BiAnOBiAHOCT 3 BHMOTaMM
GMP, BCTAHOBNEHHMH MICIEBHM DPCTYIATOPHHM OPTaHOM, & TaKkoX
pignosinuo po cuelm@ikanid, mo Micrarkes y peecrpaliinomy
pocbe. TTpoTokonw supoBrunTsa GYNO TEPErAMHYTO Ta BCTAHOBICHO
piatosinsicTs GMP,
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15 pissuige, nianuc i nocana (A ,\‘i}, Haranist AHTOIELL

0cobH, 1Ka Hagana 1038
HAa BHIYCK cepii

Ynonunonikena ocoba
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@ BXD3

MyBNYHE AKLIIOHEPHE TOBAPUCTBO «HAYKOBO-BUPOBHUUMIA LIEHTP
«BOPLUAMBCBKUNA XIMIKO-OAPMALIEBTUYHWUN 3ABO[»

Yxpaixa, 03134, m.Kuis, syr.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,

(044) 205-03-83, (044) 205-03-14 (YnoeHoBaxeHa ocoba)

CEPTUDIKAT AKOCTI

IHOOMPEC

TabrieTku, BKpuTi MNiBkoBOIO 060MOHKOID, MO 2,5 Mr, no 10 TabneTok y 6ricTepi no 3 6nictepu y nayui

Homep cepii 1050424 KpaiHa YkpaiHa
KinbkicTe B cepil 82747 wr PeectpauiitHe nocsiguenHs Ne UA/2153/01/01
Hata supo6HuuTea 15.04.2024 TepmiH pil peecTpauiiHoro noceig4eHHA HeobMmexeHUM
BunpobysarHs nposeneHe 3rinHo MeToais KOoHTposilo sakocTi N13 Ne SFP-068-04
Kpurepii npuAHATHOCTI
fokaaHuKu axkocTi MpoTArom Tepminy PesysnbTaTi
fMpy BUNYCKY .
npupgaTHOCTI
Onwuc TabreTkn, BkpuTi nniBkosoto 06onoHkolo, 6inoro KonLoOpY,
3 ABOONYKNOI noBepxHeto. Ha nonepeyHoMy po3pisi BUSHI Bianosigae
ABa Liapu pisHol cTPYKTYpH
lpexnTudikauin A. Y®-cnekTp NornuHaHHA p-Hy npenapary, NOBUHeH MaTn
MaKCcUMYM 3a [OBXUHY XBUNi 242 HM Ta Nneye 3a AOBXUHU Bignosigae
XBWUJIb 279 HM i 278 HMm
B. Yac yTpumyBaHHa OCHOBHOrO nika iHganamigy Ha xpoma-
Torpami BUNpoGOBYBAHOFO p-HY Ma€ cniBnagatu 3 4acom
o . . Bignosigae
YTPUMYBaHHA Nika iHganamigy Ha XxpoMarorpami p-Hy
nopiHsiHHs (c)
CepenHs maca Bin 78,8 mr no 87,2 Mr (83 mr £ 5 %) 82,1 mr
OaHOPIgHICTL O30BAaHMX OAWHUUD Mae signosigaru sumoram JoY/€Ed, L1 £15,1.2 < 25, 50
MeToz NPSAMOro BU3HAYEHHS
Po3uuHeHHs He merwe 75 % (Q) 3a 60 xB 87,6 %
CynpoBiaHi gomiuiku
- pomilika B He 6inbwe 0,3 % <0,3%
- Byab-aKa HeifenTUdikoBaHa poMiuka He 6inbwe 0,1 % <0,1%
- CyMa oMiliok He Ginbwe 0,5 % <0,5%
MikpoGionoriyna uucrora 3araneHe uncno aepobHUx MikpoopraHiamis - P
TAMG - He Ginbuwe 10°KYO 811
3aransHe YUCNO APDKAKOBUX Ta NiCEHEBUX rPUGIB - < 16
TYMC - He Binuuwe 10°KYO B 11
BigcyrHicte Escherichiacolis1r Bincyrhi
KinbkicHe BU3HAYEHHR
- inganamigy (C4;HsCIN;0;8), y nepepa- Bin 2,38 mMr o 2,62 Mr Big 2,25 mr no 2,75 mr 2.40 wr
XYHKY Ha cepeAHio macy ogHiel TabneTtkn (2,6 mr £ 5 %) (2,5 mr £ 10 %)
YnakoBka Nosuxen BignoBigaTi BuMoram HO Bianosinae
MapkyBaHHs MosuHeH BignosigaTy sBumoram HA Bignosigae
Tepmin npupaTHocTi 4 poku o 04.2028

Ymosu 3bepiranHs:

BucHoBok BKA: Binnosipae

BUMoram Memoaie KOATR) ,mgu

Havansnux BKA:

Mepewxo O.M. e

B opuriHaneHii ynakosui npu temneparypi He suwe 25 °C.
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