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Csigoursa npo arecrayho saGaoparopin
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CEPTU®IKAT SIKOCTI Ne 4357

Jiookain-300poe’s, pozuun onn in'exyii 20 me/mn no 2 mn ¢ amnynax Nel0 (10x1) y 6nicmepax ¢

‘ Kopobui
[lioua peyosuHa 7 Mnr poavury Micmume: nidoxainy sidpoxnopudy - 20 me
Peect. nocsinyenHs UA/T525/01/02 8id 28.08.17 Na copit 111020
BaransHa KinedcTsy 8 cepil 340800 amn Dara supobHuirsa 10.2020
llepxasa NPUIHEHEHHA Yrpaina [lara snganns pesynbtary  06.71.20
Yrmoaun aGepiranns: 3bepiratn 8 opurinanbhii ynakoaui npu Temnepartypi He suine 25°C fpuparuusit go 10.23
AHania BUKOHAHNR 3riaHO:  MKH naxas MO3 Yxpainu Ne945 ¢)d 23.11.12 PT1 NeUA/T525/01/02, amina Ne1, amina NaZ, smiva Ne3,
amina Ned
" Ne | Hatimernysannn nokasuuxis Bumorn goxymunvauli PesyniTar awanisy
1 Onve fiposopuit Beabapannit abo anerxa aabapenenni ‘Mpo3opuN anerka aa&moﬁnh POSUMH B
pOINUH :
Konsopora peaxiist 3 po3unHOM kobaneTy sitpaty P: Konboposa peauys 3 posunHom koBanury nitpary P: ’
CHHIOBATO-38MaHUA ocan | CHHIOBATO-36NEHHN OCan
YO-CneKTp NOTNMHAKKA BUNPOGOBYBBHOTO POJUMHY B YP-CNeKTD NOT/IMHANHHA sUnpoBosyYBaHOIO POIUNHY 8
obnacti Bin 240HM A0 300HM NOBHKHEH MaTH ‘oBnact! sig 240KM A0 300HM MIE MEKCUMYMU 3B THX
i 2 jlpentudikauin MAKCUMYMM 38 TUX CHMUX AOBIMA XBAND, WO 1 pogunH | caux Q0EXHH XBWL, WO 1 POSHAN CTBHABPTHOrO
g STAHABPTHOTO 3pasKa nigokaivy rinpoxnopuay :3paaxa nigokainy rinpoxnopuay e
: Tomneparypa nnasnesns nixpaty mae Gyt 6nustko ‘Temneparypa nnasnesHs nikpary 230,5°C
; 1230°C

Mpenapar aac XapakrepHy peakuiia (@) Ha Xnopra :npenapa'r ABE XBPaKTepHY peaxuio (8) Ha xnopuan
Mpenapar mae GyTn Gesdapserum abo aaBapanenus fgsaoapamnun npenapary He iHTeHcusHilLe 33 8TANOH
npenapary mae GyTh He IkTeHcvaHiwe 3a eranok 87 BT

Crynine sabapanexns

" He Gimuwe 0,04% (400ppm) | Mewwe004%(00ppm) .
Buaumi vacTin: npenapar mae GyTu NPaKTHYHO ‘Buaumi HacTIM: NPenaparT BUTPHMYE BUMOMM.
BiNbHAM BIA BUAWMMX YaCcTOK, Hesnaumi yacTkn: jHesnnmai YACTKM: NPENApPAT BUTPUMYE BUMOMV

COpBAHA KiNLKICTL MECTOK He nepesuulye 60008 1 !
KOHTOAHOD! ANA HACTOK Po3MIpoM 10Mkm abo Binswe i
H6 nepesillys 600 B 1 XonTeHHepl AnA HacTox !

¢ 8 [MexaniuHl BrIIONSHHS

posmipom 25wkm abo Ginbwe
6 [O6em, wo ewsractoon  |Hewmewwe20mn . [Blnosise
7 ﬂ"poaoplﬂ os0picTs o Npanapar mac Bytu NPOIOPUM Enpenapav nposcpui
P8 lpH Bin50p070 §5.59
| 9 ICrepunibHicTs __ INpenapat mac GyT CTepUnbHUM . Crepunsio
10 |Baxreplanshl eHaOTOKCWHN Lpg;«:ﬂw KOHUGHTPALIR BHAOTOKCHHIB - MBHLLS 22 iMom.ue 22 MO/mn

g A Fipanapar Mac BUTpHMYBaTW BNPOBYBEHHA A | '

L o s s, s s s TOKCHUHICTS P
12 ; K‘m”“m svMauenns  (Jllaokaly rnpoxnopuay: 8l 19,0 mr a0 21.0 wr 2w
13 {Vnakoeka Bianoalgnicrs MKA ‘Bignoainae o o
i 14 [Mapxysarns Bimoo_iquim MKA
BUCHOBOK Bignosinae sumoram HT[

3acTynHuk aupekropa 3 akocTl - HavansHuk BKA
L{um A 30c8dvy0, Wo dena suwge ingopmayi & docmosipHow ma movhoio. Lo cepho IR

npoeedeno kormpans i gxoemi wa HusuenInavenit dashuul y noenid gidnosidnocmi 3 BUMR
peecmpauilitiomy doc%lp W BUROBHUL ma izl Byno NEPENRHY!

Adama r » '/'{ ’ zo_a_zﬁ.

Ananis auxonaHul y nabopamopil: BKA TOB "®K"3d0poe’'A"; M. Xapkie, eyn. Lleeyenxa, 8.22
BupobHuqa dinsHKka: AMITynsHul yex; M. Xapuie, eyn. Ulesyenna, 6.22;
Cepmuchiam GMP Ne 043/2019/GMP 8o 17. 05.22
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Peecy. nocslnNasHs
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_ H50-PMNKK-20-018

<30opoa’n - aricms Teozo ummsls

Nluensia AB Ne598066

TepALK A3 17.10.2013

CBlAoLTEa NPO 8TECTalRko NAGOPATOPIA
N2199, Ne200, N9201 Tepmin all 3 20.12.2013

CEPTUDIKAT SIKOCTI Ne 4585
Jioerain-300pos's, posuun 0nn in'exuii 20 me/mn 1o 2 mn ¢ ampynax Nol10 (10x1) y Onicmiepax 6

xopobui
[litavia pexonusa 1 Ma posquHy Micmume: nidokaiky 2ldpoxnopudy - 20 Me

UA/7525/01/02 eid 28.08.17

BarancHa KinbiicTe B cepli 533080 amn

Depxaba npyaHausHHA

Axania BUKOHaHWR 3rigHo:

Vxpalna
Ywmoeu sGepiraHna: abepirami 8 opuriansHifl ynakosul npu Temneparypl He svie 23°C
MKFA Haxas MO3 Yepaiut Ne845 alé 23.11.12 PI1 NellA/7525/01/02,

sMina Neod

He HafimaHyBaHHA noxasHuKIe

1 Onuc

2 igentudikauin

: ~ Bumorn goxkymerTaull
‘Tipozopui Geabapekii aGo snorxa 3aGapanetmi

IpO3NMH

EKonnnpoaa peeKuln 3 poauKKkomM koBaneTy HiTpary P

‘cHHIIBaTo-2eNeHKA ocan

rY¢~CI‘IﬂKI‘p NOFNVHAHHA BUNPOGOBYBAHOTO PO3HMHY B
‘oBnacT alp 2404M Ao 300HM NOBAHEH MATH
MAXCHMYMU 33 TiX COLAWY AOBKWH XBINE, WO | pO3UKH
CTEHAAPTHOIO 3paika NigoKatHy napoxnopray
Tomnaparypa NNasnaxHA nikpaty Mae Bytn Bniabko

230°C

fNpenapar gag xapamepu{ b;é-ml‘l_aai};a_ ncpup.u

Ne cepli

Hata ampobavursa

[Nlara eganHa pesyneYarty
NpuaaTHHi [0

amina Noi, amina Ne2, amina Ne3,

131420
11.2020
20.11.20
11,23

) Pe3ynkrat aHaniay
Mpozopni anerxa 3aGapaneHui Po3uHH

Konboposa peakWn 3 poauMnom xoGanbry nivpaty P

cHHioBaTO-3BNeHMI OCaR,

Y®-CnoKTp NorN#HaHHA dunpoGosyBaAHGIC PO3

UHHY B

cHnactl 8in 240Hm Ao 300HM ME MBKCHMYMIA 32 THUX
CAMHUX AOCHNKMH XByNb, WO | pO3HYH CTanaapTHore

~ 3paske ninoxaiHy rigpoxnopnay

TemnepaTtypa nnaansHHA Nikpary 230,8°C

3 'Crynlie 2abapanaHia

4 2.6-auMeTANEHInlH
§ 'MexgHuHI BRAIIDYEHHR

Of'eM, WO BUTArAETHCH
Mpo3sopicte

rpenapat mae Gymw Geabapauum abo 3abapanenHa
npenapary Mag 6y Ke IHTeHcuBeHIe 38 evanon BY

He Binswe 0,04% (400ppm)

Buaumi yacTky: npanapar Mag By NpaKtM4Ho
slasHUM Bl BHAMMKX HacTox. HasuAWME HaCcTKH:
©apoaHA NLKICTE YACTOK Ha NopaariLye 60008 1
kOHTEANEPI oNA YacToK poakipom 10mkm abo Binswe i
He nepepwys 600 B 1 KOHTEHHEP! ANA YACTOK

poamipom 25mxm abo Ginbua
Ha mexwe 2,0 un
TMpenapar Mae OyTH NPOSOPUM

1pH L

Bla 50 a0 7.0

R mi~ &

:C-rnpmwlm
10 'Gaxraplantuul eHAOTOKCHHIM
. -1

1 -
14 - AHOMANbLHE TOKCUMHIGTD

C12 ;mnmdcue BUIHAUEHHA
© 13 |Ynaxosss

44 MaprypaHns

BUCHOBOK

Npenapar mae Gy ctaﬁuhbﬁ-nﬁ ’

I'Ipagaﬁéf__gge xgﬁaxrepuy paaKuil (3) na i;EEﬁnn

B7
Mauwe 0,04% (400ppm)

3aBapBNeKHA NPENAPATY HE IHTEHCUBHIWe 37 BYANOH .

Brgusl 4BCTH: NPANAPaT BUTPHMYE BUMOTW.
HesAAUMI HACTKIA: NPENANAT BUTRNMYE BUMOM

Blanoainae
NMpenapar npoaopna

TpaHHUHA KOHUEGHTPALIA HAOTOKCUHIB - MBHWE 22

MO/mn

fipenepat MAc BHTPUMYBaTH BUNPOBYBaHHA Ha

TOKCUYHICTD

TMinoxauy rinpexnopuay: sl 19,0 Mr a0 21,0 mr

Elgosimilor MK
BianosinsicTb MKA

Binnosinac sumoram HTH

3acTynHUK AMpekTopa 3 ARocTi « HavanbHUK BK#A

Lium 5 30caiduyio, wo Hosedena suine Inpopmattin ¢ docmoolpHOK MmB MOXHD, Lo cepiid’
npeaedens Konmpons il axocml Ho HUNeIosHauenll dnssuyl y noenlil eldnosfdwormi
pescrmpouitinomy doces. lpomokonu gupofiruymen, nanyaunnﬂ ma aHDARIe Byno Nepe,

v

Jamo nldnucannn « [

20 b

Atanii suxoraHull y naiopamopii: BKA TOB

~

Bupofnuua dinaura: AMAyasHUL LEX] M. Xapula, ayn. Wesyenxa, 6.22;
Cepniucbikam GMP Ne 043/2019/GMP do 17.05.22
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M upolnsemo Niku

Ha3ssa npenapary:

Z_
3T AHGe-Grr-06-%3
OPUTIHANDM

crop. |32

Ceprudikar cepii JikapcsKkoro 3acoby

Jlisapoa, necapii no 400 mr, no 5 necapiis y 6aicrepi, no 2 Gaicrepn y

KapToOHHIE Kopodui

Kpaina-supobnux;
Peectpauiiine nocsigueHHs:
Cuna givfaxTiBHiCTS:
JNixapcewka hopma:

Poasmip Ta Tun nakosaHua:
Cepig Ne:

Poamip cepii:

Hara supobuuursa:
Mpuzathuit no

Hinexnui 3 pupoburuTea;

HinbH#ALL 3 KOHTPOMIO AKOCTH:

JligeHsis Ha srpoBHULTBO

Yrpaiua

Ne  UA/17172/01/01

Keraxonazon 400 mr

Mecapiv

Ne 10 (5 x 2) y Gaierepax

0131120

7866 ynaKosox

24.11.2020

11.2022

Lex 3 rupobuuurasa M'akux gikapesxux 3acobis

TOB "®apmekc Fpyn”

08301, Yxpaina, Kuiscbka 06.1., m.Bopucning, sya. Wesuenxa, 6ya. 100
Binain wontponio akocri TOB "dapmexe Ipyn™

08301, Ykpaina, Kuischka 061, m.Bopucnine, syn. lesuenxa, Gya. 100

cepia AB Ne 598046 sin 04.12.2012 p.

Ceprubikar sianosinnocti GMP N 023/2019/GMP nic 10 06.04.2021

Ne n/n Moxasuuk akocTi Bumors eneaudirkauii PesynwTaT
Ounne Flecapit Ginoro 3
i : ; 1ATIHKOM
Mecapii Binoro, Ginore 3 XOBTYBATHM 4u cipyBaTHM AR R LM BIAT HKO_G .
i . 55 KOA i T 10HOT

. BiATIHKOM  KonbOpY,  Topneaonoaibroi  dopmu.| %’ bupyH SpISARIEL

& : . % BHI
HonyckaeTsea HaABHICTH BopoHkononiGHoro| POPMHY. Has

BOPOHKONOAIOHI
3arnubnents | NORITPAHI
CTEDAHI,

3arnubienHs | NOBITPAHOTG CTEPKHA.

Inenrudirania

A. Yack yTpHMyBakka NiKis keTOKOHA300Y Ha
XpoOMaTorpami BUMpoGOBYBAHOTO PO3LHHY |
XpOMaTorpaMi po3uuHy MOPIBHAHHA, ONHCARYX B PO3AINI
"CynpoBinHi AoMilUKK", nosruKi cnisnanaTy.

Bizmosinae

5 B. Haci yTpuMyBaHHsa mikis OyTHiriapoxcHaHiony Ha
XpoMaTorpami BUNPOBORYBAHOTO POIUUHY | . :
XEOM&TG:EaMi p03tr|’my ﬂ};piBHHHEﬂ‘ ormgamtx 8 po3nini BRI
“Kinbxicne susnauenHs. ByTunrinpokcuanizon”, nosusHi
cnisnanartu.
Onnopianicts macu Bin2,85rno3,I5r 29662 ¢
Maca ue Ginbiwe 2 necapiis i3 20, s3ameHmx
3 IHAHBIAYANLHO, MOKE BIAXHAATHCS BIA CEPEARBOT MacK 05 %
Binvwe Hik Ha 5 %, npu LLOMY KOIHA MACA HE MOXe ’
Py TEPEBMLLYBATH CEPEAHIO MacCy necapiio Binbwe #ix Ha 10 0.4 %
e %,
O,rmqp’iwgf}icn A0308Ba Hns nepuinx 10 A030BAHWX OAMHHUL MpHiManbHE YHCno
- =
R
4. K . 3.3
N
R
5 Poznspanusg Bianosizae

)




3[‘&%”%“ :)FTOP. 2ix2

Byab-axol neinentudikosanol gomiwky - ue Ginswe 0,5 "“‘ 0 10 %
6. |[Cynposiasi gomiutku %,
Cyma nomiwox - ve Ginvwe 1,0 %. 0.24 %
Mikpotinoridna aucrora  |3aransHe uneno aepobrux mikpoopradizmis (TAMC): He Menwe 100
Ginsre 100 KYO B i 1.
g . i i naiceHe 6i
3aransxe mc.nlo ApXIKOBKX | NaiceHeBux rpubis Merwe 10
7. {TYMCY): re 6insme 10 KYOB 11,
Bincytsicts Staphylococcus aureus 8 1 1. BincyThi
BincyrhicTs Pseudomonas aeruginosa s 1 r. BiacyTHi
Bincyrricte Candida albicans B 1 1. Biacyrhi
Kinbxicne pusnauenis: Buict ketokonazodty (CaeH2aClNgO4) nosusier ByTh:
8.1. KerokoHa3son:
Ha MOMEHT BUITYCKY 8in 380 mr 1o 420 Mr B nepepaxyHKy Ha CEPEAHIO MACY 4115 wr
necapis. !
8 npoueci 36epiranns Bia 360 mMr 1o 440 Mr B nepepaxyHKy Ha CepeaHio Macy
necapis.
8.
8.2. By ruarigpoxcuasiion: ] ] )
Bwsict OyTuariapokcuanizeny (C H,:0,) nosuHen 6yTu 0.48 mr
Ha Mosrenm gunyexaq ve meswe 0,45 mr Ta He Binswe '
0,55 Mr B nepepaxyHKy Ha CEPEAHIO MaCy necapis.
B npoyeci 36epizanns we 6inbuie 0,55 mr B nepepaxysky
HA CEPENHID Macy necapis.
9. [MMakyBanus Y Bianosianocti 3 sBuMoramu MKS Bianosinae
10. |Mapxyeanuns VY sinnosianocti 3 suMoramu MK Bianosinae
11. [¥mopu 36epirauns 30epiraTh B OpHriHaNEHik yNakoBl Npy TeMTnepaTypi He BuLe 25 °C
BucHosok: sinnosizae suvoram  MKA no PIT Ne UA/ 1 FTRAOA
Kowmenrapi:
. gy
Hauanbiux BKS Kuruakiscbka A, f]j/r’? ""ZL L

ara

Lsv 4 sacsindylo, wo Haseaena BMLUE iHopMauis € ﬂOCTOBIpHDI{) T2 TouHOW. LIto cepito npoaykuii Hyao wpo(ine:-m
(BKiOUaIOUM naKyBaHHA/MapKyBanHa) Ta NPOBENEHO KOHTPOND 1T AKOCTI Ha BMLLE3A3HAYEHIH AINBHMUI Y NOBHIN BinnosiaHoCT
3 BumoraMi GMP, BCTAHOBNEHHMH MICLEBHM DETYIATOPHKM OPraHOM, @ TAKOX BIANOBIAHO A0 Cneundikalil, wo MicTATHCS Y

l};ﬁc"ﬂmulﬁ Okty nocke. [1poToKoANn BUpoOHULTRa, MaKyBaHHA Ta aHafi3is ByNo NepernsHyTo Ta BCTAHORNEHO BIANUBIAHICTH
/GMP ;

g O \- 5
f / P \Q\ \ 3 /
| 3 “@g}ﬁéﬁ\?}*eﬂa‘qcts ; Patoson O.B. ,‘jéﬁ JP‘Z /‘7( MM
L2 Mg i e of nianye — ‘—‘T—ﬂﬂ%.ﬁa 1
| 7 TOB «BATMELS TPY I |
e ACSBONEHC [10 PEANISALL
m":r:@g,;ummuc Fpyns Pharmex Group., LLC ’ g =

Ay ljeasar~a. 100

100, Shevohenka Q1.
Eapucaine. G830 1, Vikpaia

Boryapil. G83D1. ikrané

1. -38 (044) 381 19 15
asc 28 (Oed) 301 18 15
e-rogil nlo € plhRrmex COHT ul

phong: ~38 (D44) 361 18 10
daax- ~38 (O44) 3561 19 140
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b : h TOB «hapmanesraunuii sason «BIOMAPMA»
I O p a rm a 09100, Yrpaina, Kuiscaxa 00aCTh, M. Bira Lepea,
Bynuud Kuincsxa, 37 e (044) 277-36-10
Binnix xowrpesnto axocri

P 5 14-03-01

NO3BLI HA PEAJIBALLIO/CEPTUDGIKAT CEPIL

[. | Haimenypauns HpOAYKUIL; JLIA3A-BIOMAPMA
2. | Craryc npoaykuil: TOTOBHH JIKApesKHil 3aci6 ] o
3. | Kpaina-pupobnux: _— YKpaina

b & | Pecorpauiitne nociguenna (PIN): | Ne UA/S773/01/01 Bix 02.03.2017, nie Geserpoxono.

e 3o Aifaxrusmicrs: | 640]] e
6. | Jlikapebxa gopma: e HOPOMIOK [UIH PO3UMHY 11 (1 cxuiti o
' Posmip ra 1 naxysasus: 5 duaxonis 3 nopolukom y OuticTepi; no 2 GuicTepH y nawuj 3 KapTony 3

. MAPKYBAHHAM YKPATHCLKOIO MOBOIO ]
8. | Hostep cepii; 131120

9. | Poaip cepit, oannns BHMIpY:! 6 351 uakypaus

0. | Jlarta supoGummrsa; 16.11.2020 o

L1 Jlara sakinuenis TEpMIny 112022

. LPHAATHOCT .
2. | Hassirta anpeen neix RibHHLL 3 Bupobruureo (Bxuwuaioun HAKYBAHIS/ MAPKY BAHKSA);

30);

BUPOOHHLTBA TA KOHTpoIne sakocti: | TOR «DaApmanesTHU I 32801 «BIOPAPMAY (Kuiscura obnacrs, M. Bing
Llepksa, Bystnus Kuiscoka, 37

Konrpons sikoeti; Bigain kotTporo axoett TOB «Dapyanestuyannit 2aso)
«Biogapmay (Kuisenka olnacrs, M. Bina Lepxea, symins Kuisenka, 37);
Hepxasna nayxoro-nocninma nafopaTopia 3 KonTpome gxecri SHKAPCHKHX
3acobis JTV «IT3 im. Q.M. Mapicesa HAMH Y » {32 Kuis, syn. Monynpenko,

TaGoparopis 3 kenrpomo axocri Slonorivuux npenaparia iHeTHTYTY
MikpoGionorii i Bipycoaorii im. J1.K. 3a6onotaore HAL Ykpainn
(M. Kuis, synnus 3abosoTore, 154)

HAMHY» No4io

HAH Ykpainu Ne393

13. | Ceprudirarn pinnosigmocri GMP Jiuensis ua supobHULTRO NIKAPCLKIX 3aC06is Ne 193895, cepia AR
T& HOMCPH filensii s seix Ceinoureo npo avecratiio B KOHTPOIO skoci TOB
ALIBHHL, HABCAEHUX y «apManenTHBmil sapon «Biodapran Ne 395
NOUCPEANROMY TYHKT: CriA0LTES PO aTecTanio Hepuasnot nayroso-iocniuoi nafoparopit 3

KOHTPOIIO AKOCTI MiKkapeskux sacoGis IV «II3 in, O.M. Mapicepa

Ceizourso npo arecrawio maboparopii 3 KoHTpomG skocTi Glosorinny
Openaparis incTHTYTY MikpoGioiorii | sipycosnorii im. JLK. 3a6onornoro

Ymosu sGepirams: B OPHIIHANEHIE ynaxosii ms 3AXHCTY BIA A1 ¢BiTma np TemMnepartypi sig 2°C a0 §8°C.

TepMin npuaatiocTi — 2 pokn,
P

14. | Pesynvratn auasisis: Hageneni B cepridixari ananisis (P 5.14-03-03) - A0JAETHCH

I
,,,,, —

e 5 2aceijuyso, no yaseena BHUIC IHPOPMALLS € A0CTOBIPHOIO T3 TOHO, Wio cepito upopykuii 6yno srpobieno
(BruOualoun HAKY BAHEA/MAPKYBAHHA) Ta 1POBEACHO KOHTPONS 1T AxOCTI Ha TOBR «®apmanestiumnii 3804 «BIODAPMAY y
BUIHOBIANOCTI A0 aitoqo] AOKYMCHTALIY, 2 TaKoX BIANOBI1HO Ao CIETRPIRALIH, Wo MicTshex Y peceTpauiitnony gockc.

Hporokosi supobunuTes, [AKYBAHKA T2 KOHTPOAIO cepii Gyito riepernsuy o’y

CTAHOBICHC BIJUTOBIIRICTD.

o
Jlesnuexa C.B. n/ycf// ﬁd"féi;/

{mata ninmcani)




Py biopharma

TOB «®@apsmanestuanrii 3asod «BIODAPMAY
09100, Yxpatua, Kniscoia 06nacTh, M. Bina Liepxsa,
Bynuig KuiBeska, 37 e, (044) 277-36-1¢
Bimuin KOHTPOA10 AK6CT]

CEPTH®IKAT AHAMIZY
NeB/252/23.11.2020/UA nin 28.01.2021

JLAABA-BIO®DAPMA

D 5.14-03-03

Haiimenypanis npoaAyKLii MOPOWOK 1t posunny Ans in’cxuiii no 64 Oy dpuakouax Nelg (5x2) y 6aicrepax
Crarye upouyiuii TOTOBHE JIKAPCHRHIL 3acif
Homep cepii 131120 Posaip cepii, ommming BHMIDY 6 351 naxysans
— 201140 —_— 501 naxysar e
Buyrpiwmii koy B/252/23.11.20720

Hara sanyeky npoaykuii - 28.01.2021

Hera sacinresg TEPMitly 112022 BunpoGysarns UpoBeacHi 3ritio MK o PIT No UASTIID01 axinn
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TOB "dapmauesrunna xomnsnis “3nopos'a”

Yrpaina, 61013, m. Xapuia, ayn. Weauenxa, 22

Ten.: %38 (057) 757-0-777, 727-57-18, 727-57-15, 700-97.28
Email: okk@zt.com.ua; http://www.zt.com.us

_
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«38opoe’s - saxiems Teozn kummsals

Niensin AB Ne598068

Tepmin 4t 3 17.10.2013

Calaoursa npo arecrayin Aabouparogii
Ne189, Ne200, Na201 repmis A3 20012.2013

CEPTU®IKAT SIKOCTI Ne 4647

Jiookain-300poe's, pozuun ona in ‘exuiti 20 me/mn no 2 ma 8 amnyaax Nl (10x1) y

Kopofyi
Livova pevosuna 1 s Po3uuHy micmums: nidoxainy eidpoxnopudy - 20 Mz
Peecr. nocsinyenns UA/7525/01/02 8id 28.08.17

3aranbHa dnokicTs B cepil 166820 amny
Dlepxasa npusnavennn Yrpaina

YmoBu sbepiranns; sBepiraty s opurinanoHit

YRAKOBUI NPU Temneparypl He suwe 25°C
Ananis BukoMannit srigHo: MKS Haxas MO3 Ykpaivu Ne945 eid 23.11.12 PIT NeUA/TS25/01/02, amina Net, amiva No2, 3ming Ne3,

onicmepax ¢

Ne cepii 161120
Hara supobuurea 11,2020
Aara supanus pesynerary  30.71.20

Mpugaraui po 11.23

amina Nod
N Hadmenysannn nokaswuxis : Bumory gokymenrauli e T CSYNBTAT BHanlly
Npo3sopuit SeaBapsuuit 880 anerxka sabapenemnit Mposopuit anerka saBaponeri posuus
-1 [Onue v posuM
; v Konsoposa peakiin 3 posunHom xoBanury sitpary P Konwoposa pearyin 3 posmeom «oBanuty wivpary P
i CUHioBaTo-3eneHAl ocay ... CUMOBATO-deneHmAocAy .
' Y®-cnextp nornunarts BUAPOGOBYBAHOTO POsuMHY B YO-CNeKTp NOrnuHaHHS BunpoSosysanoro POSHY B
i " ofnacri sig, 240MMm A0 3004M nosHeR MaTs ‘ofinacti el 240mm [0 300HM Mae MAKCUMYMI 33 TUX
[ 2 lgewtudixauin MBKCUMYMIA 38 THX CEMUX JOBNMH XBINL, WO | DOMUN Camnx ROBAGIH XBIATT, W0 | DOIMMK CTARABPTHOR
STBHASPTHOMO 3paska nigokainy rigpoxnopuay ...3pasua nigokaihy rigpoxnopugy
‘ Temneparypa nnasnewHs fikpary mae Syru Bnvdoko Temneparypa nnasnenss nikpary 230,9°C
230°C
. ; Npenapar gae xapakrepny peakuiio (a) Ha xnopuan Mpenapar nae xapakrepry pearyiio (a) na Xopuau
3 Cryninb sabapenenss Npenapar Mae Bytu Beabiapatmm abo 3abapanedHs SaBapsnenns npenapary e inTercuaMilLe 33 QTANOH

rIpenapary Mac 6yTv He InTencusHiwe 33 eTanoH B

ry i;é;muernnaumiu He Ginbwe 0,04% (AGGppi'n) _

i Bupusmi yacrion: npenapar mae Gyt npacTryHg

; BiTSHVM i BUGUMMX YBCTOK. Heasugumi vacTiu:
5 Mexauli BRIONEHNS CapanHa KnbKICTs HaCTOK He nepesuwulye 000 & 4

KOHTEHHED! ANs MacTOK poamipoM 10MKM a0 Binpiwe |
: He nepesmiye 600 8 1 xonTenHepi 4na vacTox

B7
Menwe 0,04% (400ppm)

Bugumi wacrin: npenapar SUTPIMYE BMMOTY.
Hesnaumi vacTre: npenapar BRTPVIMYE BAMOI

v ‘ posmipom 25mim abo Binbiue ;

_1O6'em, wo suTArasTLOR He mexiwe 2,0 mn Binnoainae

NposopicTe penapar mae Byt npoaopum MNpenapat nposopuit
‘ pH Bin5.0007.0 8,77 ]
! Crepunshicrs ) Mpenapar mae Byry crepunsHnm CrepunbHg
“10 BakTepianshi eHaoTokeUAN ﬁg}a‘:‘:m KOHUBHTDALIR @HA0TOKCHHIS ~ MeHwe 22 Menwe 22 MO/Mmn
11 Avomane: 2 ToKCuaMIcTS ?&ecr;a;ﬁ?; :ae BUTDUMYBETY BUNPOGYRaHA HY .He TOKCUYEH
12 Kinexicne m@na}oenaa ] Pinoxatuy rigpoxnopuay: sin 18,0 mr 80210 mr 20,19 wr
|13 Ynarosa Bianoslauicrs MKA _Bignosinae
LM Mepmars  Bianosigwier MKR Blanoeinae . o
BucHosok Binnosinae sumoram HT[]

3acrynuuk aupexropa 3 sikocti - Hauanshuk BKSI

Lum # saceiduyio, wio Hasedewo suuge inhopmauia € Jocmosipror Mo MowHEIE. Liw s 1
nPOSECHO KOMPONG Il AROCIMI HG HUNNEIOINAYEHT Sinvrunyl ¥ noenill sidnosidsoc 'i &
pescmpayilinomy docee. Npemoxeny SUDOBHUUMSE, AOKYEAHHA MU UHGIIE 6yno nepdny

Loma nldnucanns «-3 »

AHanis aukonanull y nabopamopit: BKSI TOB
Bupobiuua dinsrixa: AMDynLHu uyex;
Cepmucbixam GMP No 043/2019/GMP

20447p,
"®K*300poe'n"; M. Xapxie, sy,
M. Xapuie, eyn. leavenxa, 5.22 /
do 17.05.22
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T Ne
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TOB“Oapw Cisi B e s TeAffake +38 044 281 23 33
Yepuhua, s, Ku¥n, Syitunap Bawmmna Taseun, Gyanncic s « [),,/ 7t Fol .(:)O:.-{- = p __E-mnil: \'ndiin.Srclmzk]x@auinu_swiss
“Tiensist nz vupoGungrse cepist AR Ne 502328 A s (}' o (,\J/?;-‘_

Cepmgivar siansimioeri GMP 00772010/G31p LKASICEKE rocnogapcTteo

Me peeerpanitinoro

CEPTHDIKAT AHATIZY Ne 994/2020 _
JAMOTPHH 50,

TallNerKy o 50 mr
B duicrepax Nel0, 3amarosani g nauxy Ne30 (10x3)

NOCBInYCHEA:
UA/2112/01/01
Tepain niv
peectpanitnore
MOCBLe s
Beactpokoso

Cixnan na oany rabnerxy nitounx PUHOBHH! nanoTpRIIHAY - 50 Mr

Ne cepits 161120 Kintders Apoaykuiy e cepil: 91352 OLYIL
Aata 2upoGunnrpy: 27.10.2020 Tepuin npuaaraoct: 10.2023
Hara kontpose: 28.11.2020

Kotrpoi, signosime 20: MICA JI3 Bin 17.02.2020 Ao PTT Ne UA/2112/01/01
I-MIMEHYBAHHS[ BUMOIH® HOPMATHBHOT
HOKAZHHKA AOKYMEHTATIL
Tabretkn Ginore adg Madxe Ginoro KON50Dpy, kpyriol opwu, 3 ABOONYRICIO
NOBEPXEEID, 3 puckon. 3a SOBHILILIM BHITaz0M MIOTL BiARoBiMaTH BRMONA
HDY, crarra «T: abnerkuy,

PE3YJILTAT

2.1. Ha NpaMarorpani BHIPOCORYBaHOrG POSMHRY, oTpumanoro IpH nposeacini
BHNpoGysanks  «Kinnicicke BH3HA4CHESY, uyac YTPHMYBAURA  ockomnare miky
AEMOTPHICKMIY Mae ciiBnangry 3 1aCOM YTpHMYyBAIRg Ky IAMOTPHILRMNY f1a
Xpomarorpami posuupy VOPIBHSHNA 3 TOMHICTID - 2 %,

lacitadivais

oz v
2.2 Y®-cnexrp TOFAHHAHS hunpaborysanoere PO3YKHY B aianaroni JOBKHH
XBAME Bin 220 uy o 340 uv nosuuen MATH M3KCHMYyMH | MidimMypa HOIIHHAHER
TIPH THX e oskunax XBHJIE, D | be-czrcx'rp POIUHILY nopisnsas (= 2 HA).

Binnosizae

e s S

Cepenng saca

Big 152 ME M0 168 mr
(160 nr = 5%)

160 mp

Osmopimicrs

. : « ; Binnosinae
Kpurepii NpHHHATHOCT] Marors BIANOBIAATH s8HMOras H®Y, 2,940, Aiteninge

A030BAHHY OAWHENE

Bl He menuwe 80 v, (@ AAMOTPHIGK MY Bij Kilthiocti, BKA3AHOT D po3niii «Crnan ma B iiEiae

OAILy TABAETRY ) — 32 30 xp.
—_—
Cynposini Homika A — pe Binbue 0,2 Y%, Binnopinac
JOMIIIKK Byiib-sroi THOIOT poaMing — He Ginsuie 0,2 %%; Binnosinae
Cysa fomiwok - e Ginpive 0,3 %, Binnoginae

Jonitga B He Ginnne 0,1%, Binnoniaae
s .

MixpoGionoriuna 3aranke ukeng aepebuux Mikpoopratismiy (TAMC) — ue Giasue 10’ Ky Orr, Bignoningae

“ncrota 3aransire uneno apixmiconix [ naicenerny rpudic (TYMC) - ue Ginblne 10} KV O/ Binnosinac
Hassnicrs, Escherichiacoliz 1 r- He gonyckacrnes, Binnonpigae

Kinbkicne

BHZTHZJ.LFCHHS{Z

JIRMOTI IR Bix 46,25 50 52.5 sivirac, 49,24 M_L‘)/'( ad.




PE3YJILTAT

HAHMEHYBAWHSI BUMOrH HOPMATHBHOf
MOKA3ZHHKA AOKYMEHTAI]

Ynakoska

Nowsnua innosiwary Bumoras MICH JI3,

Binnorinae

Mapxysangy Toeunno bianesinars Bryvoras MICST J13.

Binnopinac

Bricnonok; Bignosiaac sumorass MICST 13 nig 17.02.2020 ;10 PIT Mo UA/2112/01/01

Kepinung JIK1 LB, Kocegro /—D — e 428y A 2 2o,

HLLE. waime T TR

Buenosok:

v a MiATBEpLRYI0, WO NPHBEJCHA BHue indopsauia ¢ Tocrowipnow i Teungg, Ha ce
YRRKOBKY/MapryBauns) i 6y mpopexennii KOHTROIL 1T axocTi wa BHIMCBKAIANI My
GMP, a rakom Y BiANoBinHocT 3 cncunéﬁmuismm, #Ki MiCTHTLeR B peccrpauiiinony nock
T3 aHaniziB Gy leperssnyTi i Beranonneny BIANOBIAHICTE RHAOraM GMP.

Ipenapar agsnonceno B0 peaaizanii,

pist 6yaa Brroromsnena (Brturosatoyy
ui y noswuiii BidnoBipg0CTi 3 BHMOIaan
€ Hporoxonn BHDOBHNUTEA, ynaxopky

Yiosropaskens ocola H.O. Crenbsax
LA Lorenbyax
TLLE.

MR D ey
[JLJG/l\f‘.}E—E.!/.:/{
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30poB'S

dapmaLesTHIHa KOMNaHia

TO8 “Gapmayguruuna komnanis “3popos’s®

Yrpaina, 61013, m. Xapuie, syn. Lleavenna, 22

Ten.: +38 (057) 757-0-777, 727-57-19, 727-57-15, 700-97-28
Emall: okk@azt,cam.ua; hitp:/fwww.zt.com.us

CEPTU®IKAT SIKOCTI Ne

VO0g

«3dopod’sn - axicms Tao20 scumms!s

s, DE0-PTI-KK-20-018

Hiuensia AB NOSIR066

Tepmin Al 3 17.10.2013

Calpouras npo srecrauio aaboparopii
Nel98, Ne200, Ne201 vepmin 4ii 3 20.12,2013

4804

Jidoxain-300poe'n, pozunn dns in'exyiii 20 m2/mn no 2 mn ¢ amnynax Ne10 (10x1) y 6nicmepax a

Kxopobyi

Rioua pevoruna 1 M1 poswuny micmume: nidoxainy zidpoxnopudy - 20 ma

Peecr. noceinyenns

UA/T525/01/02 eid 28.08.17

SaranbHa KinokicTs 8 cepll 166720 amn

Hepxasa npusHaueHHR

Ymosu s6epiranns: sGepiratu B opurinanewin ynaxosyi npu Temnepartypi He suwe 25°C
Anania sukonanuli arlaHo:  MKST saxas MO3 Yupainu Ne945 eld 23.11.12 Pr1 NeUA/T525/01/02,

Yepaina

Neo cepfi 231120

Hara supoBHuurea 11.2020

[ata euaanvs pesynerary  03.72.20
Mpuparuui o 11.23

amina Ne1l, amina Ne2, amina Ne3,

amina Ned
N2 | Hallmemnysaunn noxaswucia Bumoru goxymenraull { Pesynwray ananiay
1 Onue fpozopuit Geatapsrmit abo snerka 3abapsneHwit Flposopuit anerka 3aBapsnennit posuus
. posme :
Konwoposa peaxiis 3 posuuHoM koBanbTy Hitpary P Konwoposa peakyis 3 poguuom koBarnsry witpary P
CUKIOBATO-38NOHUA oCan - CHHIOBETO-30NBHK 00
YD-cnekTp nornunaHHs sunpoboBysatore posunHy B YO-CnexTp nOrnubanHR suwipoboByBaHOIO POSIKHY B
obnacri ain 240um 110 3004m noBMiHer MaTw obinacrl ain 240Hm 210 300HM MBE MBKCHMYMI 38 THUX
i 2 lpewrudikauin MEKCUMYMM 38 TUX CMUX AOBKMH XBUNb, 140 | POUMH | CAMMX JOBKHH XBURL, IO | POSUMH CTAHABPTHOrO
H CTBHABNTHONO 3pasKa nigokainy rigpoxnopuay _1apaaka nigokaiHy rigpoxnopuay
Temnaparypa nnasnenns nikpaty mae 6yTv 6nusbko TeMnopaTypa NNasneHns nikpary 231,1°C
ac H
Npenapat nae xapakrepny peaxiiic (a) va xnopuanr  [lpenapar nae xapakTepHy peakuiio (a) Ha Xnopuwan
; Npenapar mae Byrv Gesbaperum abo sabapenenss  3alapANGHHA NPENAPATY He IHTeHCHBHILE 38 BTANOH
3 |Srymine safopanais npenapaty ma Oyt e inemcuemiwe sa erencnB7  B7
4 2,5-pumernnaninin Ha Binuwe 0,04% (400ppm) ‘Mewwe 0,04% (400ppm)

Bupwmi wactku: npenapar mae Sy npaktuuso
BiNbHIM Bzl BHAWMNMX 48CTOK. Hesupumi vacTkm:
CapefHs KinexicTh YacTox He nepeswulye 60008 1
KoHTeRHepP! Ans YacTok poaMipom 10mMxm aBo Ginvwe i ¢
He naepesuutye 800 8 1 konTeiinapl ANR YACTOK

- Braumi YaCTRM: NpeNapatT BRTPIMYE BAMOTH,
HesuauMi HacTIN NPENapaT BUTPUMYS BUMOTK
§  Mexanluni BRIoO4eHHS

v poamipom 25men abo Blwe »

§ Ob'em, Wo BUTRIECTLOR ~He merwe 2,0 Mn o ‘Bignosigae »

7 [poaopicre Mpenapar mae Gyt nposopum Mpenapar nposopuil

8 pH Biu50p07,0 564
;8 Crepunphicte Npenapar mac ByTy cYepunuHm ‘ o Crapuneho

i iB - MO#

10 | Bakveplanshi HAOTOKCHHM %}m&u& KOHUSHTRAWIS BHOOTOKCKHMIB - MeHLID 22 Merue 22 MOn
TN S ﬁpéﬁé;bérﬁgémaﬁgﬁﬁyéa{h‘b nnpo'ﬁyaém"iamua e e

11 AHOMANLHA TOKGUYRICTE TOKEUIHICTS

12 Kinuxicne BusHaveHns Ripoxalky rigpoxnopugy: ain 19,0 Mrao 21,0 mr 20,08 mr

13 Ynaxosxa Bignosigsicts MKS Binnosinae

14 Mapkysauns Bianowsigricts MKA Bignosinae
BHCHOBOK Bianosinae sumoram HTA TR 4

3acrynHuk apupexropa 3 sikocri - Hauanbhuk BKA

Lium 5 3aceiduyio, wio Haeedena suwe indopmayin € docmosipiow ma moysow. Lo ce) \

npoaedero Koumpone il axacmi va HuwvesasHaenit dinouuyl y nosnill eidnosionocmi IR

peecmpayitinomy docse. (lp supobrugmen, YBIHNA MO Byao nepezn]
20&‘.2_.@#‘

4 rpone 1=

Anxanis gukornanull y nabopamopli: BKS TOB "®K"3dopoe s ”; m. Xapkia, eyn. leeuenxa, 6.22
Bupofruwg dinanka: AMnynnHull yex; m. Xaprie, syn. leovenxa, 6.22;
Cepmucbikam GMP Ne 043/2019/GMP do 17.05.22
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_ JEPYOTIKC BA . e =
IIEP)KABHA CJIY EBA 3 JIKAPCBKHX 3ACORIB TA KOHTPOJ{K)SA 2
‘HAPKOTHKAMMH Y KHIBCHKII OBJACTI ' e
npocnekt Banepis Jlo6anobeskoro, 51, m. Kuis, 03110, Te/dakc: (044) 363 06—50_ N
E—man] dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €I_[PHOV 37078774

BHCHOBOK
PO AKICTL BBe3eHoro B Ykpainy Jiikapenkoro 3acaﬁy

1022021 m4s95f 0

JIOPAKCOH '
- {Haﬁueuywm nAikapcokoro 3aco6y arimo 3 peecrpaniftunm nocnmanmu) i oE
uopnmolc Aas pozanny g in'exnii mo 1000 mr; 12 daaxonis 3 nuponueom ¥y xap"mnﬂiﬁ
_ Kopobui
(d}opma BHRYCKY. HO3YBAHHI, BHJ naxyaaum: ;richsxoro 3acoby)

] HoMep peccrpaitioro nocsizsaa UA/8584/01/02 crpox it peccrpatiinoro nocaizsems O1.01, 2099

ﬁ - Cepw mxapcblcor‘o sacoby Ne 0231120 KinsKicTs BRe3eHORO iKapesKoro 3acoby 7033 &

- ---;;Bupo&.mx - _Excip ®apmacsiotnkan Komnani, Ipan = -
el S e (HalMeHyBaHHS BHPOGHHKE NIKAPCHKOTO 3acoby, Kpmnaﬂoxomum}
- Baeseno 8 Vipainy Torapuerno 3 o6Mmexenoro BiznosizanLHicTo "Menﬁecrmaﬁ”,inf '

" xon: 32158509 555 =
(Haﬁueuynanm 1a ko1 3z €APTIOY 1opranunoi ocobu abo npmmue., m’s, HO Ea'mmm llf' of

0cobu - miznpreMus, ¥ MiCLe TPOAHBAHHES Ta peecrpauzmmﬁ Homep o6ixonol xapwl mﬂmta o
nozatkis abo cepis Ta HoMep nacnopra) et

- Tiporownn sisyaissore wowrpanio ix 09.02.2021 7 029175,

_{3a pasynma'raux .uepmamora KOHTPOMIO BCTAHOBAEHO, W0 JiKapehiuii 3amﬁ naeseuo B Ychamy %
}IOTpHM&B!m M BIMOT 32KOHOJRBCTEA OO 3a6e3nexeHHs ﬁcoc*n aiKapehKmX 3acobis.

Onexcxﬁ COJI‘ Aﬂ

(niznme) ' ummas_m'ra.npisag}uc) o




[EPEKIAR

= [JIOrOTPIII Exkcip ®@apmaceiotuxan Komnanil

CEPTUOIKAT AHAI3Y

JIopaKcOH, MOPOIIOK A/ PO3UHHY
exnilt mo 1000 mMr y ¢pnaxonax Nel2
1ep aHATTHYHOTO 3BiTY: 99/23
Vﬂﬁﬁiﬂiﬂ. HSP, BP, IH

Howmep cepii: 0231120
Mara supoGannTea: 21.11.2020

Po3smip cepii: 84396 pnaxonin

Tepmin npmxa’moc'ri. 21.11.2023

Kpaiua mqmﬁsﬂw Ipaﬂ
,Bﬂpeﬁmwa RiABHAUS: Excip
.a;aMacmmm Komnani
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