@ qu)a MyYBNIYHE AKUIOHEPHE TOBAPUCTBO «HAVKQBO-BHPOEHW-IK“ LIEHTP
«BOPLUATBCBKUM XIMIKO-©APMALIEBTUYHWUIA 3ABO»

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

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

CEPTU®IKAT AKOCTI

NIPAM
Tabnetku no 20 mr/10 mr, no 10 TaGnetok y Gnictepi; no 3 Gnictepu y nauui
Howmep cepii 0481022 Kpatha Ykpalna
KinskicTs B cepli 5775 wt PeecTpauiiHe noceiguyeHHn Ne UA/19600/01/03
Harta BHPOEHHI.[TBa 07.10.2022 TGPMiH iy peec'[pauiﬁ HOTro NocBig4YeHHA no 16.08.2027
BunpobysaHHAa nposeaeHe 3rigHo Metogis koHTponio axocti J1I3 Ne SFP-191-01
MoKa3HukK AkocTi Kpurtepil npuiAHATHOCTI (NPpW BMNYCKY) PesynbTari
Onuc Tabnevku 6inoro abo Maixe 6inoro konsopy, Kpyrmol
Biganosigae
thopMHK 3 ABOONYKNOK NOBEPXHELD
lnenmvdpikauin:
- nisuHonpun A. Metog PX signosigvo go Tecty Bignosigace
- amnoduniy B. Meton PX signoslgno 40 tecty Bignosigae
C. Mevoa C® BignosigHo 840 TekcTy Bignosigae
Cepepnn maca Bin 380 mr go 420 mr (400 mr = 5 %) 399,0 mr
Poauunennn He MeHwe 80 % (Q) niauHonpuny aa 15 xe 100,8 %
Ta He meHwe 80 % (Q) amnoguniny 3a 15 x8 100,3 %
OaHOopIAHICTb A030BaHKX OAWHULL:
- Ni3uHOMpuUn Mae Blgnosigatu Bumoram Y, AV S 15,0 %, 27 %
- aMnoduniy METOM NPAMOro BUIHAUEHHA 0,8 %
CynpoelgHi gomiwku:
- niauronpuny domiwka C He Ginbwe 0,2 % < 0,05 %
- nisuronpuny domiwka D He 6inbwe 0,2 % <0,05 %
- amMnoduniH OKUCHeHU He Ginbwe 0,3 % 0,06 %
- Bydb-AKa HecneyughikosaHa JoMiliKa He 6inbwe 0,20 % < 0,05 %
- Cyma OOMILWOK NizuHonpuUny He Ginbwe 0,7 % < 0,05 %
- cyMa domiluok amnodunivy He 6inbwe 0,8 % 0,08 %
KinbkicHe BuaHaueHHn
- nisunonpun (CH3yN3Os) Bla 19,00 mr g0 21,00 Mr (20 Mr £ 5 %) B oguli Tabnerui 20,03 Mr
- amnedunin (C,pH 55 CIN, O 5) Big 9,5 mr go 10,5 mr (10 Mr £ 5 %) B ogHin Tabneryi 9,9 Mr
Mikpo6ionoriuna wucroTa 3aranbHe yucno aepobHux mikpoopradiamie - <k
TAMC - He inbwe 10° KYO s1r
3aranbHe YMCNo ApIKAKOBMX Ta NRiCeHeBUX rpubis - <10
TYMC - He Ginbwe 10°KYOB 1T
BlacyThicTb Escherichiacolis1r BigcyTHl
Ynakoska MoeuHeH BlgnoelgaTu Bumaram HA Blgnosigae
MapkyBaHHa Mosuken slgnosigaTn sBumoram H Bignosigae
Tepmin npuaarHocTi 4 poKku Ho 10.2026

¥YmMoeu 30epiraHHs: B opuriHanbHiil ynakoBuj npy TeMnepartypi He euwe 25 °C.

BucHosok BKA:

HayanbHuk BKS: I'Ienel.uxoo.ni‘fg
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[YEJIYHE AKI[OHEPHE TOBAPHCTBO «HAYKOBO-BHPOGHUYMH LIEHTP
«BOPHIATIRCEKA N XIMIKO-OAPMALEBTHYHHA 3ABOL»

By Mupy, 17, m. Kuie, 03134, Vkpaina
Ten. (+38044) 205-03-10, 205-41-10;

(+38044) 205-03-83, (+38044) 205-03-14 (Y osHOBaXEHR ocoba)

15

CEPTH®IKAT CEPII JIJISI JIKAPCBKOI'O 3ACOBY

Jlipam, Tabnerku no 20 mr/10 Mr

HatimenyBaHHS N pogyKUil

Jlikapeska dopma

Cuna fii/akTHBRICTE

Po3mip i THI ynaKOBKH
Kpaisa-sapoluux
Homep peecTpaniiHOTO

NOoCBiT9eHHA
Howmep cepii

Posmip cepil
JaTa Bupo6HHOTBA

JaTa 3akinueHns TepMiny
NpPHAATHOCTI

Has3sBH, aapeca Ta HOMEpPH
Jinensiii Beix ZiABAHUL 3
BHpOOHHIITRA Ta
KOHTPOJI0 SKOCTI
Ceprudikate GMP
NiLHHLB, BKA3aHHX B 110
PesyasTaTo BHIpoSyBaHb

Komenrapi

3asgBa npo cepTHhixauin

pissuie, nignHc i nocana
ocobn, AKA HAjAJIA J03BLIT
Ha BHOYCK cepii

JIPAM

Tabnetku no 20 mMr/10 mMr

1 TabneTka MicTHTB: NisuHONpRIY 20Mr (¥ BHIISAL M3MHONPHAY
aurigpary); anMogmminy 10 mr (y Barasai anMoauniny Gecunary)

no 10 Ta6neTok y GricTepi; no 3 Gnicrepn y navui
YkpaiHa
UA/19600/01/03

0481022

5760 nak.
07.10.2022
no 10.2026

Bys. Mupy, 17, m. Kutg, 03134, Ykpaina;
nitenain AB Ne598003;
¢BinouTEO Npo atectalliro naGoparopii BKA Ne96

Ne 015/2022/GMP go 10.12.2024

Hasezeni B ceprvdikati AxocCTi

Lium 5 3acBiauylo, WO HABE/EHA BHILE inopMaLlis € ZOCTORIPHOKO Ta
rounoro. Llio cepiio mpoaykuil Gync BUTOTOB/NEHO (BKIHOMAKOHH
HaKyBaHHHfMapKyBaHHH) Ta npoBefeHO KOHTpomb il AxocTi Ha
BHLle3a3HAYEHi# AinsHHUl Y TOBHiA BiAmoBiAHOCTI 3 BUMOraMu
GMP, BCTaHOBAEHHMH MICLUCBMM PETYNSTOPHMM OPranoM, a TaKOX
pianoBigHo A0 crmeldixamif, 1o MICTATBCA Y peecTpauifHoOMY
mocwe. [TpoTokony BHpoBGHHNTEA 6YN0 NEPErAAHYTO Ta BCTAHOBIEHO
Bignogignicts GMP.

17.11.2022 p.

JlaTa nianucy
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