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AkuioHepHe Yosapucrso "Kuismeanpenapar™

TAONCTIH, BKPHTI MIiBKOBOO 000J108K010, MO 25 M,
1 TabaeTiea MicraTe: KAPBEANJIONY,

Cepir

Kin-rn 5 cepii
Mara eupoGupnrng
HBara mipaqi

AHanis sukorano y signonimiocyd 3

Honarox 1 no Cepruixary sxocTi

Ceprudikar ananizy Ne 186087
Koppazau®

0107897
37,830 tue, yn

14.11.2024
13.12.2024

no 10 Tabaerow y Gnicrepi, 3 GnieTepH B naug
y nepepaxypmini ua 100 % peuorsny 25 mr

MK 3 no PIT NeUAJIZTINIO, 3mina Nel, N2, amina (nakaz MO3 Ne360 Big
23.02.2022 p.), amina (uaras MO3 Ne388 nin 25.02,2023 p.}, Texer MapKysanus ao PI

NeUASITI/01/01 (uaxeaz MO3 sin 28.05.2019 Ne1186),

Ne | Haiimeiymams noxasupxa Bumory MIGIAFT Peaynurar ananizy Bucrouox
I | Onue ‘TaBreTew oxpyriol dopu, BRPHT Bignosinae Binnoninae
niirKoso10 ofenatxoio posenoro
KOALOPY, 3 ABOOMYKIDIO MOBEpXHELD, 3
prcko1o Ta nanicos «KMIM» no o6uapa
GOKH pPHOKH 3 omHiet CTOPOHH TabReTKH.
2 | laenruixauis A, Yd-caekrp Binnosinae Binnoninac
B. BEPX ‘ Binnoninae Binnonigue
3 | Cynposinui pomi,% Hominrkg A - ne Ginbute 0,2 %, Binnozinae Binrioninac
HAoniwxra C - ne Ginsee 0,02 %. Binnosiznac Binnopinac
Byne-aus inin nonittika — ue Ginpwe 0,1 Bianowisoe Binooaninac
Y.
Cywa seix nominmok — ne Ginnwme 0,5 %. Binitonirae Bianouinae
4 ) Pogunuens, % Hpenapar mae purpisysars uustors Binnoninae Binnosinac
AWY,2.9.3 npu periaMerToBasHoMYy
CTYNEN posMmieny Kapsefsanony (Q) 75
% nin myicry, sa3uaverioro o po3xini
“Crnay na ontty ToGneTy™,
5 | Onuopismicts mosonamsx o, Npenapar mac surpisyeary BHMOTH, Bianozinac Binnosiaac
3azuatcui s AdY, 2.9.40
6 | Mikpobionorivua uicrara Kpurepii npuitnarioeri: 3aranuie weno Binnoninac Binnoaigac
acpaluix Mikpooprayianin (TAMC) —
1000 K¥Osir
Kpurrepit npniteamiocti: 3aransue WHCIo Binnopigae Bianocinae
APBRAMOBHX | nRiceHenmx rpubis (TYMC)
~100KY¥YOnir,
Bincythiers Escherichia colin f r. Binnonigae Biznoninac
7 | Kinnkicoe owanauenya, mr Buticr apneasnony n omiiti vabuerni sac 25 Binnosinac
GyTH 81 23,8 Mr 20 26,3 Mr B
NEPEPAXYHKY 11a eepemino Macy TaGneTicH,
8 | Mapxysartita 3rinuo MICS Bignopinac Biunoninae
1.2
3 3
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@ ATEJIUM

AkUioHepHe TosapucTao "Kulemesnpenapar”

Honarox 1 no Ceprudirary sxocri
Cepradikar anamizy Ne 186087

Koprazau®
Ne | Hafisenysann noxasimxa Buacors MES/AHL Pesynwrar aranizy Buexonox
% | Ymakonka 3riano MKS Binnoninac Bimnaninae
Tepstin npunaritocri: 2,00 poKin Npuparanii ao; 31.10.2026
Ymonu 36epiranun; B opurinasauiit ynarconui HPH TeMneparypl e nnue 25 °C,
Bucnonku: Binnooizae niatoram MICS JI3 Ac PII NeUA371/01/01, 3miua Nel, Ne2, ansina (nakaz MO3 MNe3Go

Big 23,02,2022 p.), satina (narn3 MO3 Ne388 pin 25.02.2023 )y TeKer anprysannsg po PIT
NeUA/IITIO1/01 (uaxas MO3 pig 28.05.2019 Ne1186).

Hevannuuig BICST
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@ ARTERIUM

Axuionepye Topepucro "Kniumeanpenapar™

Ceprudixar sxocri No 186259
Kopeazan®

Cepis

0107897

Cuna nii/ axrupuicts, nikapceka
thopma Ta poamip

TaBNeTkY, BKPHT] TNiiBKOBOIG ofiononkoro, no 25 Mr, no 10 rabierox y
Gnicrepi, 3 Ouierepy B navmi

1 Tabnetka MicTiTs! KapBCIMJIONY, ¥ Iepepaxysauui na 100 9% pewoBHHy 25
mr

Hasva 7a Tencdion BUPOGHHKA

AT «KniMmeanpenapary, 1/. (044) 490-75.22

Haspa xpainn/ kpain HpPH3HAMEHH A VYipaina

AR cepii

Peecrpariiine TOCBIIMEHN A, TepMiH NeUA/T371/01/01, mie Gescrpoxono
it

Poamip cepif 37,830 Tue. ynr

Zara BpoGunurna 14.11.2024

Tepmin npuaaTthocs 2.00 P

Hpunarnnii go 10,2026

Yuobu 36epiranna

B opurinanuhifi ynarosni Npu TeMireparypi ke suie 235 °C,

BupoBunva ginbimng

Hinnunng Ne2 nexy 3 BHPOGHMLTEA TBEPAUK dopm rotosmx TiKApCRKHX
sacobis

Apnpeca BUPOBHAMOT Ainpauui

Yrpaina, M. Kuis, yn. Caxcaraneskoro, 139

Allpeea T Micue nporeenms
KOHTPORIO HKOCT

Yxpaiua, 01032, M. Kufn, syn, Caxcarancoioro 139, Binnin KOHTPONIO AKOCTI

Jinensia w2 supobagToo

AE N2295498

Caizoureo npo arecrayiio

Ne307 sin 16.02.2022 p,

Ceprudixar siamosinocti GMP

Ceprudixar signosianocri GMP Ne03 0/2023/GMP

Mpoxonrporosane sianoeiane no
BimMor

MISTJIB go PIT NeUA/1371/0 1/01, amina Nal, Ne2, amina (haxas MO3 Ne360
BN 23.02.2022 p.), smina (narxa3 MO3 Na388 six 25.02.2023 p.), rexer
MapkysanHs go PIT NeUA/1371/01/01 (naraz MO3 nix 28.05.2019 MNel186).
(Pesynerary ayanisy nasenen; g Honarxy 1)

Hoseosnero o peamisanii
«llus a1 sacoiguyto, mo HasefieHa  pHE

indopmauiz e AOCTOBIPHOW  Ta  Tounow. 1o cepito  mpomyknii  Gyno BHpOGACHD

(sxmoumount naxysammy Ta MAPKYBAHHA) Ta [IPOBCHCHO KOHTpONE 1I axocti wa nHmesasnaveniit AineEnul ¥ momiti nimnoninmocti
3 BUMOrAMM GMP, serauonnensmi Mictenine DCTYNATOPHHM OpPraHoM, a Tarox Bignopigno no cremudixauifi, me mictarscy ¥

peecrpauiiinomy  noetc, IIpoToxonn BHPOOHHUITAY, N2kyBAHHA  T&  dHanizis  Gyno TICPETTIAHYTO TA  BCTAHOBNCHO sipnoningicTs
GMP»

Yronnosanena 0coba 3 sxocti Mapiua FAJTIYEHKO
13.12.2024
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ATEUUM

Axujonepre Torapuetse "Knismenupenapar”

Ceprudikar sxocti No 181652

Kopgazau®

Cepin 0101255

Cuaa nilf akTHBHicTS, Nikaposka TabeTkH, BKDHTI N71iBK0BOIO 0bcnonkoio, 0o 25 mr, o 10 Tafineror y

dopma ta posMip Gricrepi, 3 Guicreps B nauni
1 rabnerxa MicTuTs: KapBenunoNy, ¥ Nepepaxysauni na 100 % peaosuny 25
MT

Hagra 1a Tenedon supobuuka AT «Kuismeanpenapar», T/, (044) 490-75-22

Haspa kpainu/ kpaiu nppsnavens Yrpatua

JU1s cepit

Peecrpanifine nocsiguenns, TepMin NeUA/1371/01/01, nic beacTpokoso

Al

Pozmip cepii 38,415 rHe.ym

Jara BupobHyITRA 01.10.2024

Tepmin npuaartsocTi 2.00 p-

[pupatuuii go 09.2026

Ymonu s6epiranns B opdrinanerilt ynaxoBUi Mpu TemuepaTypi e Brwe 25 °C.

Bupobruva pineHns Rinprnng Ne2 uexy 3 supoBunurea Teepaux GOPM FOTOBHX JKEPCHKAX
3acobis

Anpeca BUPOOHEMOT ALTLHHENI Ykpaina, M. Kuis, eyn. Cakcaradcpkoro, 139

Anpeca Ta Micie IPoBENCHHS Vipatna, 01032, M. Knis, Byi. Caxcaranceroro 139, Binain kontpomo skoeri

KOHTPOJ/IIO SKOCT]

Jliuensis #a BHPOGHAITRO AE Ne295498

CsigonyTeo mpo arecTauin No507 Big 16.02.2022 p.

Ceprugixar signosianocti GMP Ceprudixar sinnosigHocti GMP Ne030/2023/GMP

[IpoxcHTponL0BaHO BIANOBITHO 10 MK JI3 no peecrpauilinoro nocsiagenns NeUA/1371/01/01, smina Nel, No2,

BHMOT amina (iaxes MO3 Ne360 in 23,02.2022 p.), smina (waxaz MO3 Ne3 88 gin
25.02.2023 p.), Texer Mapkysarnus 1o PTT NeUA/1371/401/01 (naras MO3 bix
28.05.2019 Nel186). (Pesynrtatu ananisy nanenewi 5 Jonatky 1)

JlozBoneno oo peanizanit
«JuM 5 saceiguyio, 1m0 HaBedeHA  RMIUG iopmanis €  AocToipHO Ta TouHow, [0 cepiw npopykuil  6ync  Bepofneno
{(BRIIOHAIONH  MaKyBAHHA Ta MApKYBAHHA) Ta NPOBEACHO KOHTPOML 1 AKOCTI HA BHINC3MHAYEHIH AiMMHMUI vy noBHIK Bigmomiasocti

3 BHMOramMu GMP, BCTARHOBICHHMH MiCIERHM DEryHATOPHEM OPTAHOM, 8 TaMee TIRTRImAIHO no cnenddikanid, mo Mictatees y
peccTpauilinomy  mocke. IipotokonH  BupoGHMITBE, NakyBaHHA TA  AHARISH « Bie SPEAEN T4 BCTAHOBNEHO  BIANOBIIHICTS
GMP»

VroBHOBaKEHA 0005a 3 AKOCT

29.10.2024




o ARTIRIUM

AxuioHepHe Tosapucreo "Kuismegnpenapat”

Hoxarox 1 go Ceprudixary axocti
Ceprrdixar agamizy Ne 180921

KopBazan®

TafieTicn, BKpHTI n1iBKOBOIO 0GONOHKOI, 10 25 M, 1o 10 Tabnetok y GaicTepl, 3 GnicTepy B navni
1 Tabnerka MICTUTL; KAPREANIIONY, Y Nnepepaxysandi ua 100 Y% pevosuny 25 Mr

Cepis 0101255
Kin-ts B ¢cepit 38,415 THe, ¥R
Jara pupobuuiaa 01,16.2024
Jiara pumaui 22.10.2024
ANani3 BRKDHEHO ¥ BIANOBIZHOCTI 3 MK JI3 no pecerpauiiinoro nocsizuenia NeUA/1371/01/01, amina Nel, Ne2, smina
(nawas MO3 Ne360 rin 23.02.2022 p.), amina (naxas MO3 Ne388 pix 25.62.2023 p.),
TereT Mapkysaxus 20 P NeUA/1371/01/01 (nakas MO3 sin 28.05.2019 Ne1186).
Ne | Hadinenypanns nokazsuka Bumorn MEST/AH]] Pesynsrar ananisy BucHoBOX
b | Omre Tabnetxkn oxpyrnot hopmu, sepuri Binnosizae Bianosinae
ILTRKOBGIO OGONCHKOIO POMEBOTO
KOMLODY, 3 ABOOIYKIION MOBEPXHELD, 3
prerore Ta HanuceM « KMIT» o oGnasa
GOKM pHCKH 3 OIHIE] CTOPOHY TAGNETKH,
2 | Ineurndirarga A Yd-cnexrp Bimmosizae Bimosiaac
B. BEFX Bimosigae Bignosigae
3 | Cynpoigni gominixw, % Homiurka A - e Ginswe 0,2 %. Bingnosigae Bignosiaae
Homiwka C - ge 6inpme 0,02 %. Binnosipae Bimnoninac
Bynw-sxa jnma gomitmka - we Ginswe 0,1 Biznorinae Biznosinae
Y.
Cywma Beix nomimok — ne Sinsme 0,5 %. Eiamopizae Binnosigae
4 | Posunneuns, % Tlperapar Ma€ BUTPUMYBATH RUMOTH Bimnosinae Bianonigae
JIdY, 2.9.3 npr pernamerTopanoMy
CTYne#i podunnenns kapeenunony (Q) 75
% Bif BMiCTY, 383HauEHOTO & PO3LIN]
“Crnas Ha ogHy Tabuerky”,
5 | Onmopianicts Bo30BAHEX OMHHALE TIpenapar Mag BUTPEMYBATH BHMOTH, Binnosizae Binnopinae
3a3Havedi B 1OV, 2.9.40
§ | MixpoGionoriuma yucrora Kpwrepit nputinsriocti; 3aTansHe SucHo Binnosinac Binnosinac
aepobHHX MikpoopraxiaMis (TAMC) —
1000 KYOB 1T
Kpurepii npuimstaocti: 3aransue wicno Bignosizmae Bigronigae
Apixcpxorux § nniceHennx rpubis (TYMC)
~-100KYOnslr
Bimcyruicrs Escherichiacolia | r. Bignopizae Bimnosinae
7 | Kinbkicue susnauenns, me BuicT KapReMunony B oAmil Tafnerui Mae 243 Bignosinae
6yTi Bin 23,8 Mr 0o 26,3 Mmre
TIEPEPEXYHKY HA CCPEHHIO MAcy TaBGNeTk.
8 | Mapkysanus 3rigno MKS Bimnosinae Bimorixae




¥ ARTERITUM

AkuioHepHe TosapucTee "Kuiameanpenapar”

Honarok 1 no Ceprudikary sxocti
Ceprudixar anamisy Ne 180921

Kopspa3zan®
Ne | HaiimeryBasns nokassuka Bumory MIST/AHT Pesynurar ananizy BucHobok
9 | ¥naxkosxa 3rinuo MKST Bianosinae Binnosinae
Tepmin npuparsocti: 2.00 poxis Upugaruui ao: 30.09.2026
Ymosu 36epirauns; B opurinannuili ynakosui npu remnepatypi e ume 25 °C,
BucHoaxy: Bianosinae pumoram MKS JI3 Ao pecerpaniiinors nocsinsenna MNeUA/I371/01/01, 3mina Nel, No2,
adina (naxaz MO3 Ne360 ein 23.02.2022 p.}, smina (waxaz MO3 No388 sin 25.02.2023 P.)s TEKET
smapkysanng go PII NeUA/1371/01/01 (nalcaa Air2805, 2019 Ne1186).
Hauansnux BICT " ; ".,‘ YUKOJIOBEL
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