@ BXCDB NMYBNIYHE AKLIOHEPHE TOBAPUCTBO ((HAYKQBO-BMPOSHMHVIVI LEHTP
«BOPLLUATMBCBKUM XIMIKO-®APMALEEBTUYHUIA 3ABOL»

PO3YMH ANA 30BHiWHBLOrO 3actocysaHHa 1 %, no 25 Mn y nakoHi

Ypaina, 03134, M.Kuis, Byn.Mupy, 17 Ten, (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 (YnosHosaxera ocoba)

CEPTUDIKAT AKOCTI

KNOTPUMASO-N

Homep cepif 1580324 KpaiHa YkpaiHa
KinbkicTe B cepii 14516 wr PeecTpauiitHe noceinuexns Ne UA/1645/03/01
Hara BupoGHULTEA 29.03.2024 TepmiH gil peecTpayiiiHoro nocBifYeHHs HeOOMexeHuiH
Bunpo6yBaHHsa nposeneHe 3rinHo MeTtogis koHTponto skocTi N3 Ne SFP-169-05
KpuTtepii npuiansitHocTi
[oKa3HMKK sKOCTI (MpM Bunycky) PeaynbTtatu
Onuc Mpo3sopa, 6esbapsHa abo Malxe Ge3bapBHa 3i 3rerka
. Binnosigae
HOBTYBATHM KONbOPOM piauHa
laeHTudikauin
- Krompumason A. MeTtop TIUX 3rigHo 3 TecTOM Binnosigae
B. Ha xpomarorpami sBunpoGoByBaHoro p-Hy 4ac yrpumy-
BaHHA nika KNOTpUMasony Mac cniananaTi 3 YacoM yTpumyBa- Bignosipae
HHA ika kNOTpMMasony Ha xpoMartorpaMi p-Hy NOPIBHAHHA (a)
3oBHiWHi# BUrNAQ npenapary Npenapat Mae 6yt npo3opum
3abapenerns npenapary Mac 6yTi He iHTEHCUBHIwWe 33 Bianosinae
etanok BY,
I'ycTuHa Bin 0,967 r/cm® oo 1,020 ricm® 0,994 r/cm®
Bwmict eranony He meHiue 24,0 % 351 %
(2-xnopdenin)andgeHinmeradon He 6inbe 5,0 % <50%
Mikpo6ionoriuHa uncroTa 3aransHe Yucno aepobHMX MikpoopraHismis -
TAMC - ne 6Ginbiue 102 KYO va ir <%0
3aranbHe “MCI0 APHKAKOBUX Ta ANliceHeBUX rpubis -
TYMC - e 6inbwe 10' KYO B 1 1 <10
BincyrhicTs Staphylococcus aureus s1r BigcytHi
BincyrHicTe Pseudomonas aeruginosa B 1 r BigeyThi
KinekicHe BuaHauyeHHs
Big 9,5 mr oo 10,5 mr (10,0 mr £ 5 %) B 1 Mn npenapary 10,2 Mr
- Knompumazon
YnakoBska NosuseH BignosigaTn sBuMoram HO Binnosigae
MapkyBaHHA floBuHeH Binnoai.qafu Bumoram HO Bignosipae
Tepmin npugarhocri 3 pok#u Do 03,2027

Ymosu 3BepiranHs: Y aaxulieHomy Big ceitna micyi npun Temnepatypi He Bule 25 °C.

Bucrosok BKA:

HauanbHuk BKA:

Nepewko O. I sopwaricuruil xivio-bapmaudsiie o

Bignosinae BuUmMoram Metoais KOH‘TpOJ‘ﬂO AkocTi J13 Ne SFP-169-05
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Bch IIYBJIYHE AKIIOHEPHE TOBAPHCTBO «HAYKOBO-BUPOBHUYM M LIEHTP
«BOPIIATIBCHKIH XIMIKO-®APMALERTHUEH 3ABO I
BysL. Mupy, 17, m. Kuis, 03134, Yxpaina

Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (YnosHoBaxcHa 0co6a)

CEPTU®IKAT CEPII JIJISI TKAPCBKOI'O 3ACOBY

KJIOTPUMA3OJI, po3unH /14 30BHIIIHBLOTO 3acTocyBanHa 1%

1 HafimMenyBanus npoaykuii KiorpumaszoJ

2 Jlikapcpka fopma Pos4uy 1)1 30BHILIHKOT'0 3acTOCYBaHHA 1%
3 Cuna piffakTuBHicTh 1 MJ1 ITpenapary MIiCTHTh: KIOTPIMa3ony '
(v nepepaxysauni Ha 100% cyxy peuosusy) — 10 Mr
4 Po3mip i THI yDIAKOBKH Tlo 25 M y dnaxoni; o | ¢raxony B nawLi
5 Kpaina-eupoGnuk Ykpaina
6 Homep peectpaniiinoro Ne UA/1645/03/01
NOCBiNYCHHA
7 Homep cepii 1580324
Posmip cepil 14 472 nax.
& Jata BHpoOHHITBA 29.03.2024
9 JMara saxinuenus Tepminy jo 03.2027
TPUAATHOCTI
10 Ha3sBy, agpeca Ta HOMEPH By Mupy, 17, M. Kuis, 03134, Vxpaina
JineHsid Beix JiAbHULD 3 nivenzigs AB Ne598003;
BUPOOHHITBA T2 cBiouTBO Tpo arecrauiio naboparopii BICT Ne96
KOHTPOIIO IKOCTI
11 Ceprudixatn GMP Ne015/2022/GMP no 10.12.2024
AiTBHMID, BKasauux B .10
12 PesyabTaTn Bunpobysausb Haseneni B ceprudikari gkocTi

13 KomenTtapi -

14 3asBa npo ceprudikaniio 1luM 5 3aCBiAMYIO, 110 HABEAEHA BHLIE iHdopMalis € JOCTOBIPHOIO Ta TOUHOIO.
LIro cepiro npoayKuii 6yNo BUrOTOBIEHO (BIIHOYAKOH NaKyBAHHA/MapKyBaHHA)
Ta NPOBEACHO KOHTPOib il AKOCTI Ha BUINE3a3Hauexiii AIBHMLI y LIOBHIH
pinmosimuocti 3 BuMoramu GMP, BCTAHOBICHMMM MICHUEBMM DPErYIATODHMM
OpraHoM, @ TaKOX BIAIOBLAHO 7O ceumdikaniil, [ MiCTATLCA Y
peecTpauifitomy gocse. IIporokonn BupoOumuTBa Oyno NEperiAHyTo Ta
BeTaHoBIeHO BinoBigHicTs GMP.

15 Ipizeawse, mignuc i nocajga
ocolu, AKa HANAIA A03BiN
Ha BHIYCK cepil




