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ARUTGIEPIE TONAMICTRD B ibAr T penapar”

Ceprudpikar axocri Ne 136972
Kopsazan®

Cepin

82212

v 20 wcrwmnicrn, nigaperia
dfpopnen T pocsaigy

TadNCTHIE, BEPIITT IRROR10 s onKm, 1o 125 mr,

ma 10 vaGeron y Guicrepi, 3 Gaicrepn m g

! raineTsa sicTitrs: kapremisany, y nepepaxysann wa L0 pessomnny 12,5
Mr

Hassa ta rencdion nupotnmng

AT aKuirsennpenapars, vip. (044) 490-75.22

Mpweserion ao

(¥ 2025

Hazma spaivond spain mpuensctenng Yiepaiia

JUA cepii ) B
Pecerpanifine nocrigeiim, TERIN MeUANITIN0Z, nic GercTpokons

i 3
Pocsaipy copi 5,595 Tie, yn

Hara mupoBunrrna 19.07.2023

Tepmeint npugamnocTs 2.0 .

Yaomn hepirains

B opurinannnii yiusoni TP TesepiaTypi e moinge 15 %

Butpodumaa gidnomms

s Ne2 nexy 4 wnpoGunirig TREPEN O FoTORIN tpeLKy
Aacofin

Adtpeca BHPOBIIHOT LI

Yipaina, s, Kntw, sy, Cascacancnmors, | 30

Adpeea Ta Micie nposeicing

RONTROCHD SKOCT

Yiepaiiea, 01032, M. Kutin, iyA. Cawcararicnrorn 139 R sonpaio sroet)

Minerrsia wa enpoGiinumoe

AE Ne295498

Chiioarrme npo arecTaning

NeSO7 ma 16.02.2022

Ceprndivar niamonimoeri (P

Cepridikan manoiamoer GMIP X030:202 TGN

NMpokoirpononais signoenian no
BHMOr

MK JI3 40 pecerpauiiinoro nocsinsenns NelIA 137110] 02, i Mol Ned
e (nakay MO Ma300 mia 23022027 po1, saing {iowas MUY Ness i
25022023 p). rexer sapkynanmg a0 P MLA 13T 10000 {nnirkors MOYY iy
ZE05. 2009 Nel186). ( Peaymirar ARy aneien w ) otarky 1)

Hoanonens g0 peanizauil
allm w  menimeym,

LR LT T
perCTpaiinomy  accte.
i P

Iipmosen

Ynonuorawena acoba 1 akocri

e vanenena mene  inpopuais ¢
[AEAICrAN I makyRanme T MAPKYRANNA) Ta npongacio
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% ARTEJIUM

AruioHepHe ToBapucTeo “Kufemeanpenapar”

Honatok 1 go Cepradixary axocri
Ceprudixar ananisy Ne 136815

Kopsazan®
TAGIETKN, BEPUTI NAiBKoOBOIO obonoukow, no 12,5 mr,

uo 10 ralineror y Gaicrepi, 3 Gaicrepn 8 nayui
I Tabnerka mietirn: ka pueatoay, y nepepaxysanui wa 100 % pewosnny 12,5 mr

Cepis 0082212

Kin-th 8 cepil 36,595 Tuc. yn

Hara wwpoGumuroa 19.07.2023

Jerca s 22.09.2023

Ananiz suxonano y sianosinnocri 3 MEH JI3 ao pecerpauiiinoro mocsinuennn NeUA/IITIO01/02, wina Mo, N2, warina

(mmicas MOS3 Ne360 sin 23.02,.2022 p.), wvina (makas MO3 X388 mia 25.02.2023 p.),
Texer mapkyranna a0 PITMUASITIO102 (wakaz MOT nig 28.05.2019 Nell8a).

M | Hafmewy manns nokasmmnea Brsors MICHIAH]] Pesynerar ananiy Bucnonok

L | Onic Tatinerku oxpyriol (hopsy, axpiTi Biancninae Binnosinee
naiBROnOR 0GONOHKON POKEIOD
KOJTLOPY. 3 ABOONYRION NOBEPXHEH, 1
LBOME NEPIEHAHKYTADI0-EPECieH M
PHCKEMY 3 0Anic] eTopony Talnetion,

2 | Inewrudikacin A, YD-cnextp Bimopinpe Bimmoviane
B. BEPX Bianonigae Bianoninae
3 | Cynposiami nosism, % Hosinika A - e Glaswe 0.2 %, Bianonigae Bianoainac
Homiwxa € - e Ginswe 0,02 %, Bimnosizae Binosinac
Byin-ann inwn gomiwes — ne Ginsie 0,] Bignosigac Bignoanae
.
Cynim beix fostiwox - ne Giasiwe 0,5 %. Biwonizae Bimnosiaae
4 | Poaqmiennn, % [penapar sac surpusyseTy snsors Bianpeinac Bigmonigac

ADY, 2.9.3 npu pernaserTobanomy
CTYNEH] PO3MHHEHHA Kapaennnony () 75
% Bin BMicTy, TaHENENOMD B poAini
“Crnag Ha oany tafneTey™

5 | Qanopianicts nevosarmx o [penapay Mac BUTPMMYBITH BHMOIH, Bianosinac Bianonifae
Jasuasicii o ADOY, 2.9 40
6 | MikpoGionoriuma smcrora Kprrepil npnitsrrhoeri: Jaraanie mene Bianosinae ~ Bianosimne

aepolnnx Mikpoopraniasis (TAMO) -
1000 K¥Ow lr

Kpurrepil npuituarsocri: Juranse wicno Binnoeizac Bimesine

apisnskonn i maicenesny rpubin (TYMO)

-1 KYOnlr

Bincymicrs Escherichia colie | r, Bignoeinac Biwnosinee
123 Bianosigac

Jriawo MKA UEY )\ Bianosinse ~ | Bimnonue




2 AXTERIUM

AxuionepHe ToBapucTan 'Ku'rs,m,qnpanapar'

Jonarok | 5o Ceprudirary axoeri
Ceprréixar ananisy No 136815

Kopsazau®
Me | Haitsenysarmm nokaimmea Bamorn MEEAAHT Pexyaurar ananisy Buenonox
9 | ¥nakoma Irimee MICA Bianosigac Bianosianc
Tepuin npiaatiocTic 2,00 poxia Mpsaarinit qo: 30,06.2025
Yaromn 3Bepirana: B apurinankuiii ynaxonni neE Tewneparypi ne niue 25 °C,
Bucnonki: Bianonizac nusiaras MES 13 o ptccmnn'm‘h‘uumrmfﬁ dennn NeUASTITHO1/02, amina Nel, No2,
i (anas MO3 5360 nig 23.02.2 'p::l S Waina {hauﬂ:’r 3 Ne388 nix 25.02.2023 p.), rexer
Maprynanma o PIT NUASITIOL

ﬂ /1 MO i 240 A:"m
(S KoMTRamo \-o)
Havansuuk BKA ':é,_r 4 AKOCT] \Il' {Onis YHKONOBEI b

YT, mzﬂ\ ‘\...:t.::.*’:'::*.:.u /7 /’
\\\\ ,,/

AWCTPHEYLI

TA




£ ARTERIUM

Axuionepue Tonapucrao "Kuismeanpenapar”

Ceprroixkar sxocti Ne 186884
Kopsazas®

Cepis

0107540

Cuaa nii/ akTHBEiCTs, NiKapebKa
thopma Ta poamip

TabneTkH, BKPHTi naiBkosoto abononkowo, no 12,5 mr,

no 10 rabretox y 6aictepi, 3 Gaictepn B mauni

1 Tafierka MicTHTE: KappeaunONy, ¥ nepepaxysauni na 100 % pesosury 12,5
Mr

Hazpa 1a renedon supobuuka

AT «KuieMennpenapars, T/, (044) 490-75-22

Hazga kpainn/ KpalH npH3IHAUEHHS Yipaina

AJIs cepit

Peccrpanifine NOCBiLYeHHS, TEpMiH NeUA/1371/01/02, nie GeactpokoBo

bl

Posmip cepii 38,719  THC. YD

Jara BupoHHHLTBA 11.11.2024

TepMis NpUAATHOCT 2.00 p.

Ipunaranit no 103.2026 .

YmoBH 36epiraHHs

B opurisanbyiii ynakosui nps Temneparypi e sume 25 °C.

BrpoGuuua AiTbHALA

Hineuvus Ne2 uexy 3 BpoGHHuTEA TBEpAHX GOPM FOTOBHX NTiKAPCHXAX
sacobip

Apnpeca BupobHHYOT ALNERMUI

Vkpaiua, M. Kais, Byn. Cakcarancexoro, 139 S

AJipeca Ta Miclle TpOBEAEHHA
|_KOHTPOMIO AKOCTI

Vipaisa, 01032, m. Kuis, syn. Caxcararcexoro 139, Bimain koutponio AKOCTI

Jiyen3in ua BHPoOHUNTBO

AE No295498

CsizouTso nNpo atecTailino

Ne507 sig 16.02.2022 p,

Cepradixar signosignocri GMP

Ceprudixar pignosinnocti GMP Ne030/2023/GMP

TpoxonTponsosano sigrosigio a0
BHMOT

MESI JI3 o peeccrpauitinoro nocsiguensa NeUA/1371/01/02, amina Nel, Ne2,
amina (Haxas MO3 Me360 nin 23.02.2022 p.), amina (Haxas MO3 Ne388 sin
25.02.2023 p.), Texct mMapxysasks 00 PIT MeUA/1371/01/02 (naxas MO3 sia

JHoaponeno a0 peanisatii

«IlpM #  38CRiAMYI0, 10 HaBSOEHa BHLE

3 BUMOIraMu
peecTpalifiioMy  AOCHE.
GMP»

VnesHoB&KeHA 0cofa 3 AKOCT

By que. v~ 0228

28.05.2019 Nel1186). (Peynstatst aHanizy Hasenesi B onarxy 1)
inopMania €

nakysauHA Ta aHamizB  Oyn0 TEperNAHYTO T2  BCTAHOBMNEHO

Mapuua FAJIIMEHKO

19.12.2024

&y 1203 Gt

gocrosipuore Ta Tounow. [lio cepito npomyxuwil Oyne supobaeto
(BKMOUANOMH TAKYBEHHA T4 MApKyBamps) TA [DOBEJEHO KOHTpOAs 1T AKOCTI Ha mumelasHawenilt Alabnumi y nosHift  BLAROBIAHOCTI
GMP, BCTaHOBNEHMMH MICUSBHM pErYMATODHMM ‘OPTaHOM, @ TakOX BiANOBiAHO 40 cheuubirauiif, Wo MICTATRCR Y

TIporoxonu  BHPOOHHLTEA, BiANOBIAKICTS




& ATERIUM

AktioHepHe ToBapucTeo "Kuiameanpenapat”

Honatok 1 no Ceprudikary sxocti
Ceprudrixar ananisy Ne 186742

Kopsazan®

TabneTicn, BRpUT] naiBkosoio ofiosoukoio, no 12,5 mr,
no 10 TaGaeTok y Gaictepi, 3 Gnicrepu B naumi
1 TaGreTka MiCTHTE: KAPBEANNOTY, ¥ Repepaxypanni na 108 % peuosnny 12,5 mr

Cepin 0107540
Kia-1s B cepii 38,719 Tuc. yu
Hara supoGrnursa 11.11.2024
Rara supasi _ 19.12.2024 . .
ARani’ BUKCHAHO ¥ BiAMORiAROCTi3 -~ MKHA JI3 ao pee&paniiinoro nocsigvenna NeUA/M371/01/02, amina Nel, Ne2, smina
: (nas3 MO3 Ne360 pin 23.02.2022 p-}; smina (Haxes MO3 Ne388 sia 25.02.2023 p.),
Teker mapKysanna g0 PIT NeUA/1371/01/02 (naxa3 MO3 six 28.05.2019 Ne1186).
Ne |} HafimeryranHa nokasunka : I Busorn MKH/AH}I ] Pesynvrar ananisy Bucrorok
1 | Onuc Ey g Tafinetics oxpyraci popmu, BxpuTi Bianoeinae Binnonimac
- TUIIRKOBOI0 0GONOHKOIO POKEBOTD
KaBopy, 3 JIBOOTIYKACLD r:onepx;ie;o, 3
ABOMA NePIeHAHKYIAPHO-TIEPLeSIYEHUMU
PHCKAMH 3 0AHIET CTOPOHM TABNETKH,
2 IzenTndiranin A. Yd-cnexrp ) Biznoeigae Bianosigac
. B. BEPX Bignosinae Bianosijac
3 ) Cynposinui momimku,% Homimxa A - e Gitsme 0,2 %. Binnosinae Bianopinae
Jomimka C - ve Giasrme 0,02 %, Biaroainae Bianosinae
Byae-ska inua gomimea — se Sinsie 0,1 Bianosinae ~ Bignosinae
%. )
Cyma BeiX oMiloK - He Gigsme 0,5 %, Bignosiaae Bimnosigac
4 | Posunnenns, % Ilpenapar mae BHTPHMYBaTH BUMOTH Binnosigae Binnosifae
ODY, 2.9.3 npu pernaMeRToBaHOMY
CTYMeHI POSHHHEHHA KapBeaunony (Q) 75
% Bia BMicTY, 383HA%eHOTO B po3nini
“Ciuiag Ha ogHY Tabretiy”.
3 | Oanopignicts aosoBanmx oAKHHLEL Tlpenapar Mae 8HTpHMYBATH BUMOrH, Bianoinae Bianozinac
3asuayedi b JdY, 2.9.40
6 | Mixpo6ionoriuna uuctoTa Kputepii npuiisatiocti: 3aranske yncno Bignosinae Bianoeinac
acpobuux Mixpooprauismis (TAMC) —
I000KYOs 11
Kpurepii nputinatrocri: 3araasHe uncno Bianosigae Bignosinae
APBRKOBAX | naicenerux rpuGis (TYMC) ‘
- H0KYOs It
Biacyrnicts Escherichiacolin | . Bianoeigac Binnoeizae
T | Kinskiche pusnasenns, Mr Bwict xapsemunony B ouniil TabneTi Mac 12,9 Bignosinae
GyTH Bin 11,9 Mr 10 13,1 w8
TIEDEPAXYHKY Ha CEPE/IHIO Macy TaBNeTKiL
8 | Mapkysansus 3riano MK Bignosigac Binnozinac




#% ARTERIUM

AxuioHepse TopapucTao "Kuismegnpenapar”

Honarox 1 ao Ceprudixary axocTi
Ceprrobikar agamizy Ne 186742

Koppazau®

Me | HatiMeHnypaHug noka3lHuKa Bumoru MIGI/AB Pesyastar ananisy Buchopox

9 | Ynawobxa 3rigno MKA Biamosizac Binnosizace
Tepmin npuzaraocti: 2.00 poxin [Mpuparaui xo: 31.10,2026
Ymosu 36epiraua: B opurinancniif ynakosui npu Temneparypi ne snme 25 °C,
BucHoBKH: Binnosinac umorav MKSI JI3 no peccrpauiiinoro nogpinyenna NeUA/IITLL/02, aming Mel, Me2,

: BV .N'!SSS Bia 25.02.2023 p.), Texer
1186},

Hauaneuuxk BKS .




Cepin

Kin-tb B cepii
Hara nupoGuuirea
Jlara sypaui

Anani3s suxonano ¥ nignosiaocri 3

& ATERIUM

AxlioHepHe TosapucTeo "Kuismeanpenapar”

Honarox 1 mo Ceprrdixary sxocti

Ceprudikar ananizy Ne 184909
Koprazan®

Tabnerry, BrpuTi nniproBoI0 ob0sroHKo10, 110 12,5 Mr,

no 10 vaBaerox y Gaicrepi, 3 Gnicrepn B nauni
1 TaGneTia MicTHTH: KapBepUNOILY, ¥ nepepaxyeasti ua 100 % peyosnny 12,5 mr

0106348

38,284 rue. yn

08.11.2024
29,11.2024
MK JI3 go peeerpauiiinore nocsinscins MNeUA/1371/01/02, 3nsiise Nel, N2, amiua

(narcas VO3 Ne360 Bin 23.02,2022 P)s avtinn (irazas MO3 Ne388 ix 25.02.2023 P
Texer mapkysaunn o PIT NeUA/I371/01/02 (raraz MO3 six 28.05.2019 Ne1186).

Ne | Hafimerynennus nokasamka Busorn MICSYAH Peaynsrar ananizy Bucwonox
i1 | Onne Tabnetxu oxpyriof opas, BrpuTi Bianopinae Binnosinae
RBKONOIC 0GONOHKOID POMKCBOrD
KORGOPY, 3 ABOONYKIIQIC NOBEPKHEIO, 3
ADOMA NEPREHANKYAADHO-NEPECTIEHIMY
PHCKaMH 3 ofHie] CTOPOHK TAGNETKH.
2 | Imentudixanin A, YD-cnexrp Bignozigae Binnosigae
B. BEPX Bignosinae Binnosizag
3 | Cynposiani gomiwsm, % Howmimka A - te Gistie 0,2 %. Binnoninae Binnopipae
Howituka C - e Ginswe 0,02 %. Binttorinae Binnonizae
Byne-sixe inwa gomike — ue Ginsue 0,1 Binnozinae Bianosinae
%.
Cyma Beix noMisox —He Ginsme 0,5 %. Bianosinae Bignorinae
4 | Posyuneimg, % Tpenapar Mae BUTPHMYBATH BHAMOTH Bignosinae Binnonigae
BV, 2.9.3 npu perstamentosanamy
cTynen! podssnensa xapeenunony (Q) 75
% pig sMicTy, saznauenore v poanini
“Cxnan Ha ofHY Tabnetky”,
5 | Onwopinuicts Ao30BanuX onHuHLEL [Tpenapar mae BUTpHMyBaTH BHMOTH, Binmoninac Binnoninae
sazHayex| 8 DY, 2.9.40
6 | MixpoGionoriyua uncrota Kpurepil npufiusriocri; 3aranue uncno Binnonizae Bianoninae
aepobiiix Mixpoopragismis (TAMC) — i
1000 K¥O3s i,
Kpnzepil npsiinaraocti: 3aransue uncno Binnopinae Binnosiaae
Apixxonix § aniceneanx rpubin {TYMC) .
~10KYORlr.
Biacytiicrs Escherichiacolin | I, Binnooinae Binnorinae
7 | Kinsxicne suanavenns, Mmr Busict xapeeruiony n oawili Tabreri mae 12,8 Binnosinae
Gyt Bin 11,9 Mr a0 13, Mrp
NIENEPAXYHKY HA CCPCAHIC MACY Tabneri,
8 Mapkypanusa 3rigsoe MK ‘ Binnopipac Bianosinae
L=2
Pyx cthe A2 066G

/0.01. 25 700




@ ARTERIUM

AxUioHepHe TosapucTao "KuisMennpenapar”

Homarox 1 no Ceprudikaty sxocri
Ceprudikar ananizy Ne 184909

Kopsazau®
Ne | Hatistenynanns noxesiica Buntorsn MIGHAH)T Pesyngrar ananisy Bucronox
9 | ¥Ynaxonxa 3ringo MK Bianosigae Binnosigae
Tepmin npuneariocti: 2.00 pokis Fpuaataiil no: 31.10.2026
¥nionn 3Gepirauna; B opnriuansiiit ynarosui npu Testneparypi ne nmue 25 °C,
Bucnosxkit: Bianoniaac pistoram MK JI3 no peecrpaniitzoro nocsimens MNUA/1371/01/02, 3ntinna Nel, Ne2,
3minn (nawaz MO3 Ne360 ein 23.02,2022 p.), smina (nakaz MO3 o388 nig 25.02.2023 p.), Texer
maprysaniia no PTI NeUA/1371/01/02 (nakas MO3 i
HauansHuk BKS




) ARTERTUM

Axuioxepre Tosapucteo "Kulsnennpenapar”

Ceprudixar sxocti Ne 184936

Kopsazan®

Cepin 0106548

Cunia xi¥/ axrusticrs, Alkapeska " | raGmerw, srpyti natikorolo 0BonoHKoI0, 110 12,5 Mr,

dopma Ta poauip no 10 Tabnerox y Gnicrepi, 3 Gnicrepn B navni
1 rabnevka MicTuTs: Kappeuunony, ¥ nepepaxysannl Ha 100 % pevosuuy 12,5
MP

Hasra Ta Tenedon supobiuKa AT «Kuiemennpenapam, 7/d. (044) 490-75-22

Hassa xpaius/ xpaln npranetens Yrpaina

Ans cepit

Peccrpauiitne nocsiauenns, TepMin Ne(JA/1371/01/02, nie GeacTpokoBD

aif

Poamip cepil 38,284 THe. ¥R

Jara supobuuursa 08.11.2024

Tepmin npunarsocti 2.00 p.

Mpunarauit no 10.2026

YMoBH 30epiranss B oprrinaieHiil ynakoBii IpH TeMnepatypi He aute 25 °C,

Bupobunya qinsHEIA Hinpruis No2 exy 3 BHpOGHHITEA TEEPHKX QOPM FOTOBMX JiXapChKHX
3acobin

Anpeca supobHnyol ginsuKui Yipaita, M. Kute, syn. Caxcaraucskoro, 139

Appeca Ta Micle NpoBeIeHHS Yrpaina, 01032, M. Kuis, pysr. Caxcarancixoro 139, Bimain kourpomo axocri

KOHTPOMIO AKOCT]

Jlinensia Ha BUpoGHUUTEO AE Me295498

Csainouwrso npo atecrauiio NeS07 six 16.02.2022 p,

Ceprudixar ignosianocti GMP Cepridixar sigmosianocti GMP Ne030/2023/GMP

ITpoxoHTpOAROBAHO BIATIOBIAHO HO MK JI3 a0 peecrpauiiinoro nocsinuents NeUA/1371/01/02, amina Nel, Me2,

BMMOT aMiua (naxas MO3 Ne360 sig 23.02.2022 p.), smina (naxas MO3B Ne388 sig
25.02,2023 p.), TexcT MapKyBaHHa 40 PTT NeUA/1371/01/02 (naxas MO3 pin
28.05.2019 MNe1186). (Pesynwrary ananisy Hagefeni 5 Tonatky 1)

Hozsoneno no peanizanii

«Llune A 3acBiguyro, wo HapegeHa Bume iwopmanin € pocronipmol T Tousow. Il cepito npoaykuii Oyno pupoGneno
(BXMOYAMOYN MAKYBAHHA TA MAPKYBAHHA) TA TPOBENEHO KOMTPORk I AKkocTi Ha DHWesmHayewilt RimpHpmi y nomuili mignosinuocri
3 BHUMOraMy GMP, BCTAHOBNCHHMH MICUCBHM PEryJSTOPHUM OPTAHOM, 8 TAK®K Diguosimso Mo cnemmdixauiii, wo MictaTncR ¥
peecrpauiiiiomy nmocke. ITpotoxonnt sppoBHuUTBA, [akyBaMus Ta auanizie  GyA0 TEPEMANYTO TA  BCTAHOBACHO  BiAOBIGHICTH
GMP»

!

ViosHOBaKeHa ocoba 3 AKoCTi // Mapiua TAIYEHKO
29,11.2024
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