@ qu)B -MYBMYHE AKUIOHEPHE TOBAPUCTBO «HAVKQBO-BVIPOSHWWIVI LIEHTP
«BOPLLUATBCBKUA XIMIKO-GAPMALEBTUYHUM 3ABO»

Ykpaixa, 03134, m.Kvis, syn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,

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

CEPTUDIKAT AKOCTI

TETYPAM

tabnerku no 150 mr, no 10 Tabnetok y Gnicrepi, no 5 Gnicrepis y navui

Homep cepli 1261124 Kpaina Yxpaina
KinekicTe 8 cepii 17354 wr PeecTpauiiiHe noceiguetHs Ne UA/6325/01/01
Hara BupoGruuTea 20.11.2024 TepMiH Oil peecTpauifiHoro NocBia4YeHHA HEOOMEXEeHUH
BunpoGyBanua nposegeHe srinHo Metoals koHtponio sikocTi 13 Ne SFP-148-04
i . Mokaanuku sikocTi Kputepil npuiHaTHocTl (npu aunycky) Pesynkrari
Onuc TabneTku 6inoro abo Ginoro 3i anerka XoBTYBaTO-38M@HY-
. BaTUM BIOTIHKOM KONLOPY, Kpyrnoi opMu, 3 NNOCKO Bignosigae
i noBepxHero 3l CKoOWeHUMH Kpasmu (packoio) | puckoro
Ineﬁm&:ikauix ol A. Ha xpomaTtorpami Bunpo6GoByBaHoro posuuny (b)
Adéynbtﬁlpéu b NMOBWHHA BUABNRATMCA OCHOBHA NNAMA Ha PiBHI ocHOBHOT Bhioninae
e NAAMM Ha XPOMATOrpaMi PO3UUHY NOPIBHAHHR (a},
sianosinHa i 3a po3MipoM Ta IHT@HCUBHICTIO NOrMUWHAHHSA
. B. AkicHa peakuin 3 posuunoM 100 r/in nampiro cyneghimy P,
po34yuHOM aMiaky pozsedenozo P1 i poaunnom 10 rin Binnosinae
Mmidi (ll) cynbchbamy P
Cepeaxs Maca Bin 237,5 mMr no 262,5 mr (250 mr = § %) 249,0 mr
OpHOpIgHICTL A030BAHUX OAWHKUL Mac signosigatu sumoram [OY/EQ, AV < 15,0 %; 10 %
pPO3paxyHKOBO-BaroBUMM METO4
Cynposigsi nomimku He 6inbwe 1,0 % <1,0%
RieTunguriokap6amar He 6inbuwe 0,015 % (150 ppm), y nepepaxyHKy Ha <0,015 %
ancynbdipam
Po3yuHenHA He meHwe 75% (Q) aucynudpipamy 3a 60 xa 97,9 %
Mikpo6ionoriyna yucrora 3aranbHe yncno aepobHUx Mikpoopraniamis -
Bignosinac
TAMC - He Ginbwe 10° 8 1 r
3aranbHe YnMcno apikpkoBux Ta niiceHeBunx rpubis -
Bianosigae
TYMC - He Gineme 10°8 11
BigcyrHicte EscherichiacoliB1r Bignosinae
KinbkicHe BU3HaueHHA Bin 142,58 mr no 157,5 mr (150 mr £ 5 %) 1488 mr
Hucynapipamy (C1oH 10N S ¢) y nepepaxyHKy Ha cepeaHio macy onniel Tabnerku
Ynakoska MNosuHen Binnosinarw Bumoram HY Binnosigae
MapkyBaHHA MNosukeH BignosigaTn sBuMoram HO Bianosinae
TepMiH npuaaTHocTi 4 poxu Ro 11.2028

YMoBy 36epiraHHs;

BucHoBok BKA:

Bianosinac  Bumoram Meroais KoHTpono akocTi /13 Ne SFP-1

Havanbuuk BKA:

Negewxo O.N.

B opurinanshiin ynakosui npy temneparypi He suvuie 25 °C.
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Bx(DB NYEJIYHE AKINOHEPHE TOBAPHCTBO «HAYKOBO-BUPOBHUYUH EHTP
«BOPHIATIBCHKIH XIMIKO-®APMALEBTHYHUA 3ABO»
ByiL. Mupy, 17, M. Kuis, 03134, Yxpaina

Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (VnopHosaxena 0coba)
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CEPTU®IKAT CEPH JJIsI TIKAPCBKOI'O 3ACOBY

Terypam, Tabierku no 150 mr

HaiimenyBauust ppopysii

Jixapceoka gopma

Cuaa piakTHBHICTD

Po3mip i TN yHaKoBKH
Kpaina-sapobank

Homep peecrpauiinoro
NOCBIXEHHS
Homep cepil

Po3mip cepil
Jlata supobuuuTBa

Jarta sakinyenus Tepminy
NPHAATHOCTI

Hasen, anpeca Ta nomMeps
Jginensii Beix AILHUDD 3
BUPOGHHITBA Ta KOHTPOJIO
AKOCTI

Ceprudikarns GMP
AIBHMUB, Brasannx B 1.10
PesyanTaTi Bunpobysann

KomenTtapi

3asa npo ceprudixaunio

Ipizsuiue, nignuc i nocaga
0CO0H, KA HAXAJIA N03B1I
Ha BHIYCK cepil

TETYPAM

Tabnerky no 150 mr

1 Tabnerka MicTHTL: AHCYIbdipaMy '
(y mepepaxysauti na 100 % i cyxy pewosnny) — 150 mr
o 10 Tabnetox y 6aicrepi; ro 5 Gnictepis B navui
Yxpaina

UA/6325/01/01 ;

1261124

17 346 nax.
20.11.2024
o 11,2028

By Mupy, 17, M. Kuis, 03134, Yxpaina;
ninenzis AB Ne598003;
cBijtonTBo 1po arecrauito nabopartopii BKS Ne96

Ne015/2022/GMP o 10.12.2024
Hareneni B ceprudikari sKocTi

Llnm 5 3acBingyio, 110 HaBeAeHa BuLie iH(opMALlis ¢ I0CTOBIPHOIO Ta
tounoto. Lo cepito npoxykuii Gyno BUIOTORIEHO (BKIIOHAOUH
NaKyBaHHsA/MapKyBaHRs) Ta MpoBefeHo kontponb 1 sxocTi Ha
BHIIE3a3HAYCHIH NiABHMIT Yy NOBHIM BILANOBIAHOCTI 3 BUMOramH
GMP, BCTAHOBAECHHMY MICLICBUM DETYISTOPHMM OpPTaHOM, a TakOX
pignosizHo a0 cremudixanif, 1o MICTATHCA Yy peecTpatiiHoMy
nocke. ITpoTokonn BUpoGHHUNUTEBA BYNIO EPEerisHyTo T4 BCTaHOBICHO
pignosinnicts GMP.

Haragin AHTOHEID

/¥ nosiosancua oco6a

29.11.2024'p. . /;
Tata nianuey
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