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TipuBatHe akyionepHe ToBapucTss "TEXHOIOM
Ten.: {04744) £4.03-02
{04744) 4-03-01

{04744) 4-03-09
haxc: (04744} 4-41-43

syn. CTapz npopizka, 8
. ¥YhtaHb, Hepracexol afin,
20300, Ykpaina

APHAMANSHA
ynosHoRaKena ocofa
eingin 3 papMakoHarnay
sinain 3GyTy

fAyna QepHauesTUUHIK KOMEBRIG

Jliuemb} 33 BHpOSHIITEO Aikapesiuix 3acofin Cepin AD Mo 598079 2 14.02.2014 POKY
Ceprutixar Ha cuctemy yopasminng gxicnio ICTY 1SO 90012015 e UA.MQ.OES-Dé’I—Zl

Caiaourso Hepwasnol crywdu Yipainm 3 nikapcbinx 3aco8is Ta KOHTPOIO 34 HApKOTHRAMH Ne

Bi131.10.2023 p.

Kpaisa supoGuus

Homep DPEECTPALHHOTO NOCBIMeHH Ta Horo Tepmis il P. Me UA1671/01/01 Tepmin aif Gezerpokoso o Ry
Cuna piifaxruenicTs | kancvia micTaTe: rabarmestan — 300.0 M1 Lo e R
Homep cepii 40724 o3 A
KinpkicTs mpoaykiii B cepii (vo.. mr. Ta i) 389 vn Fe /™ ofp S N\ES
Ilata BupoSHuLTES 08.07.2024 poxy RS N
Jara 3axinyeHES TepMiny TpHAaTHOCTI - 10 07.2026 poxv Bl a7 o 4
Hazga ginenvmi TIpAT «Texnonors B2\ KX @/

Anpeca niasHuud TIpAT «Texyuopor. 20300 Yepkacska 66n., . Yvars sy, Crapa mpopiaga. §

Cepradikar cepii Mz 4

EIIITABA, xarcyxu teepai o 300 npr Ne 160 (1 0x10) y 6nicrepax

YxpaiHa

551 apo arecrauite nefopartopil BKA

Cepradixar sinnoeinrocti GMP __(864/2021/GMP a0 03.09.2024 poxy

N

PEIVILTATH BUIIPOGEYBAHDL

N ETTITY A
‘?J('-,U" Q?-":B}&

No ] N
a/n Hoxasunku axocri Bumori HopMaTHBHOT NOKYMEHTALTY Meron PesynuraT
KOHTPOI0
Bisyansiuii.
: . : - - 3a z0BHiMHIM
Teepai XenaTHACBT KancyNu UHmHApHYHOT GopMH, Binoro . .
1. Omnue . BHITIAIOM MATE Bionosinae
KOTBOPY. Kancyny 3al0BHEH] DiIAM IOpoLIKoM . .
gianoginarn
pumoram 19V
A. Indpavepronnl CNEXTp NOrTHHAHES BMICTY Kancyll Mae . .
[Eppadep P MICTY Y TV, 2.2.24 Bigmosinae
Bignosigary [Y cnextpy normmunauds C3 zabanenmuny
2 InenTudiauia: B. Ha xpomarorpami uipofoBYBAHOTO POIUHHY, Pimimita
) TabarnenTHA OXePKAHIH IPH KLILKICHOMY BHIHAUEHH], HaC YTPHMYBaEHHA . - -
: - : . XpoMaTorpadia Bianosizae
TiKa zafanenmury Mae BIINOBIAATH Yacy YIPAMYBAHRA rika PV, 2.2.29)
C3 zabanenmuny Ha XpOMATOTPEME DO3YUHY TOPIBHAHHA P
CepenaHs Maca BMic "
3. pex Ty 400 wr £ 5,0 % IV, 2.9.3 397 ur
Kancyn
He Ginbrre 2 ingusigyanbumx Mac i3 20 xancys MoxyTs
- BIIXMAATHCS BiZ CepeiHL0l MACH Ha BETHYHKY, IO BurpumyoTs
] Macu . - - -
4, OHHOP HieTE ' nepeBuimiye + 7,5 Y. FIput Hp0MY KO0HA IHIHBILYSNLHA IV, 2.9.3 -2,38%
paieTy Kancys . - - 990 9,
Maca He Mae BiIXuiaTHeH BiE cepeiHbol MacH Ha BERHHHNY, +2,29 %
o nepestmye + 15 %
ye q . a
s Busua HHA TAIBKY, He Ginpme 3,0 % OQY, HJonatox 1 1,5%
THTAHY FIOKCHAY
Hoamiwrca 4 - ve 6inbize 0,1 % Pinunaua 0,024 %
6. | Cynposinai gomimxr | Syde-axa reidenmupivosana domivica — se 6imsme 0,1 % xpomaTorpadis He suaeneno
Cyaapnuil emicm domiwox — He Gineme 0,5 % {ADY, 2.2.29) 0,024 %
HIns 6 Karcyn CTYNEHs pO3UMEEHHA 2abanenmuny depes 30
XB TIOBHMEHO BIfNOBIAATH BHMOTaM piaHa Sy He Menmme Q+5
% quta kosH0T Kancynn (Q=75 %).
JIKIIO He BEKOHYIOTLCHA BEMOTH PIBHA Sy, 10 cepeaHe
3HAYEHHA CTYNERA POSTHHeHHS 2abanenmuny depes 30 xz
Ha pisni 82 13 12 Kancyn (S,+852) Mae nopismoBaTH abo IOV, 2.9.3 98,5 % -101,8
6yTu Bimbuie Q, I ne noBuxHO OyTH ®OAHOT KanCy Y 3 Pim:m}—{e; %
1. Po3yudeHusn CTYIIEHEM PO3YHKEHHR MeHIe Q—15 %. KN He xpoMaTorpadis
BEKOHMYIOTLCA BUMOTH DiRKiB 5 i S2, TC IPOROBAYIOTE (DY, 2.2.29)
BunpoOysannug Ba piBkl S5 Cepenye sHauenng crynens T
posyHHenHs zabanenmuxy depss 30 xB i3 24 kancyn
(Si+8215;) mac nopismosary abo OyrH binene Q, i ne
Giasiie 2 KATCYN MOKYTh MATH CTYIIHb PO3UHHEHHS MEHILE
Q15 %, i He noBUHHO EYTH KOTRO! KANCYAH 31 CTYTeHEM
peddHHERHs Merme Q25 %
- 3aranbHe THCIO KUTTE3AATHIX aepotHnX
3 Mikpobionoriuna MiKpOOpraHizmis: D, 261212 -
' YHCTOTA™ He Gintpioe 10° Gaxrepiit | ue Ginswe 10* rpuSie 8 1 ¢ 2.6.13 -
- Bincythics E. eolis 1 r -




Haa nepunx 10 kaneyn apuitvanshe uscac (AV) aac OyTu
mexwme ado gopisaoBary 15,0. Sxunie AV 6igeme 15,0, To JPpY, 2.9.40,
o OmmopingicTs BHHPOGyBaHH}o HATAKTH H&CTyn_Hi 20 kaneya. Kinuese _PBM
. [ PHEAMAIIBHE HHCTD, pozpaxopane iz 30 Ka7CyIT, Mae Gy'Zm Piavnna 4.2 %
meHIe abo aopisinoe 15,0 { wosen inaspi qyansaui BMicT xpomMarerpadis
Kancyn Mae 6yTH He MenrmmyM 32 (1- 25,0 x 0,01)AL i He (JIdy, 2.2.29)
Oimpunm 3a (1+25,0 x 0,0 DA
Kinpxicne Buicr 2abarernmuy B onuifl xanoyai mace GyTy Pimnua
10. BHIHAYCHHSA Bin 285,0 Mr 10 315,0 mr, 5 nepepaxyeanui Ha cepemio xpomarorpadis 293,8 wr
rafaneHTHHY MaCY BMICTY xancysn (oY, 2.2.2%)
11. ¥Ynakopra 3a posairom «¥Ynakosray MKS Ne UA/I1671/01/01 MEKA Bianmosizae
12, Mapxysanss Teker maprysanug no PT1 M UA/T1671/01/01 Ta 3aTBepikeHOTO Bimnosigac
OpHTIHAI-MaKeTY

* KonTposs NposonnTses BUSIPKoBO: Repily T2 KOWHY T’ ATY HACTYUHy Cepil, aj1c He piAlue 0AHOTO pasy B pik.
Kometrrapi: 30epirat mpu temnepatypl He sume 25 °C |

Buciosor: 3aznauena cepin npodvestit EITIFABA, kancvay maepdi no 300 mz X 100 (10510} v DIRECHIEDAY GIBHOBIGUE CILAMO20M
MEA T3 P, N UAAT6TINIAN] ¢id 07.10.2021 pory ma_3usinear sid 02.12.2021 poxy { ¢id 18.10.2023 POKY .
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3anpa npo cepTRpikagino:
«llun 2 3acainyyTo, Mo HAReINeHa BUINE IMGOPMalia € NOCTORIPHOK Ta TodHOiC. Lo cepilo mponywnil 8yio pupobaero (REACTAIGUH

HUM CPTAHOM, @ TAKOK BIAMCBIONO A0 cnetdbikaniil, Mo MICTATRCA ¥ peccTpailifiHoMy Rocke.
Ta aHani3ie fyAC NeperisHYTO T4 BCTRHOBACHO BinaosizHicTe GMP».
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