I/Tozomun/ :
Hasea supo6uuuoi ainsauni: MARIFARM, d.o.o

Ten.: +386 2 620 82 00, cdaxc: +386 1 300 70 65
Asipeca Bupo6HuyO1 ainsHuL: Bynuua Minapikosa, 8, 2000 Mapi6op, Crosenis

Homep aiuensii va BupobuuuTso: 800-26/2019-18 Bix 05.06.2020 p.,
BunaHo JAZMP PecniyGriku CrnioBeHis
Homep ceprudikara signosigHocri Bumoram GMP: 401-10/2022-8 Bin 22.03.2023 p.,
BugaHo JAZMP Pecrry6niku Cnosenis

Ceprudikar ananizy Ne 22005
Jlonepamin, TabaeTku 2 mr, 10 Tabaerok y Giicrepi, 2 6xicrepu B mauni

Homep cepii: 005610
BHroTosieHa KilbKiCTb: 157 925 ynaxoBox
JlaTa BUrOTOBJICHHS: 28.06.2022 p.
Jara Bunaui aHanizy ceprudikara: 21.04.2023 p.
MeToa KOHTPOIIO AKOCTI: AND-FDF-(solid)-0152/R -
Ne apamerp Kpurepii npuitHaTHOCTI Pesynerat | BHcHOBOK
. aHamisy
1. Onuc Ta6nerxn Ginoro abo Matike 6inoro Bianosiaae Bignosizae
KOJIBOPY, Kpyrnoi GOpMH, 3 MIOCKOIO
NIOBCPXHEIO, 3 PAcKoI0.
2. Inentudikauis | A Binnoeimae | Biamosinae
Ha xpomarorpami Bnpo6yBaHoro po3uuHy,
onepxauiit npu BunpobysaHi «xinbkicHoro
BH3HAUYCHHSAY, 9aC YTPHMYBAHHS OCHOBHOTO
flika Ma€ BiANOBiAATH Yacy yTpHMyBaHHS
OCHOBHOTO Mika Ha XpOoMaropraMi po34nHy
NOpPiBHAHHA,
B: BimnoBinae | Bigmosixae
Mae criocrepirarucs 36ir nosioxeHs
MaKCHMYMiB Ta MiHiMyMiB Ha
ynsTpadioNeTOBUX CNEKTpax MOrMMHAHHS
BHNPOGYBaHOTO PO3YHHY TA PO3UHHY
nopiBHsHHs B o6nacti Bia 240 HM x0 300 HM.
3. CepegnHs Maca, Mr Bin 92,5 mr 50 107,5 mr 100,3 mMr Bignosinae
4. OnHopinHicTs Menme abo nopisHioe 15,0% 11,6% Binnosinae
JO30BaHUX OAMHHL
5. Cynposingui noMiliku | Homimka A — ue 6insme Hix1,0% He sussnedo | Bianosinae
Homimxa B — se Ginswe Hix 1,0% He Buspneno | Bignosinae
Howmiinxa C — e Ginsmre Hix 1,0% He Buarneno | Bianosimae
Homimka D — ne Ginbie xix 1,0% He Bussneno | Bianoeigae
Dominika E — He Ginsiue Hix 1,0% He BusBnedo | Binnosigae
Dowmiwka F — e Ginsue Hix 1,0% He pussiaeHo | Bignosigae
Howmimxa G - re Ginbie nix 1,0% He sussneno | Bianosimae
Homimka H — e Gimsue Hix 1,0% He susiBneso | Bianosinae
Byns-sika iHwa goMiika — He Ginbiue Hixk He susBneno | Binnosigae
0.2%
Cyma somitok — He Ginsue Hixk 2,0% He BusiBnexo | Bignoeinae
6. PosuuHenHs, % Mae BuTpuMyBaTH BHMOTH NpH 95% Bianosinae
PErnamMeHTOBaHOMY CTYNCHI PO3YHHEHHS
nonepamiay riapoxuopuay (Q) 75%
yepes 45 XBHAMH
7. Kinbkicue Bwmicr nonepamiay riapoxnopuay 1,9 Mr Bignosizgae
BUBHAYEHHS, MI (CasHnCINzO x HC) B omiit 128




IJTozomun/
. Ceprudikar ananisy Ne 22005.

Jlonepamin, Tabnerxn 2 mr, 1 0 ma6}temox y 6nicrﬁepi, 2 6hicméjm 8 nauui

Ne [Tapametp i Kpwurepii npuitasiTHocTi PesyneraT | BucHoBOK
o g aHanisy .
8. MikpoGionoriuxa 3aransHe aucAo aepobHux Mikpoopranismis | < 50 KVYO/r | Bignosigae

(TAMC): 1°KVO B 1T
3arabHe YHCHO APIKAKOBHX i TUliCEHEBUX <20KYO/r |Bi )mogmae
rpubis (TYMC): 102 KYO B I r.: o
Bincyrnicrs Escherichiacolis 1r. . . Bincymi o VBlun'ogmae

YUCTOTA

I[a'ra 3a1cmqemm TepMiny npuaaTHocTi: 30.06.2026 p.

yMOBﬂ 36epiraHHa: B oplmnam,mi ynaxkosui 3a Temneparypn He BHIe Bix 25 °C

" BucHoBok: © anonmac-numoram AN_D—_FDF-(s(_)lld)-OlSZ/R

Ke,pinnnic_ Bmiuy k&irpo{ud AKoCTi.

BIKTOPISI IIYTKA: Inidnuc/ 21.04.2023 p.
'Hinnnc/,uara

(Ba (Bmmqa:oqn KOHTPOJIb xxoc’n) i€l cepii roroBoro 3acob'y

Hum 3acnmqylo, Lo BCi eTaiy,
C T2 Bumonumo A0 BuMor JI03BoJTy Ha Mpojax y xpaiHi /

S R

Gy/u BUKOHaHI BIIIOBITHO A% umpt"GMP
KpaiHaX NpU3HAUYeHHT.

Csigoureo npo peec’rpaxﬁaq

Gy, LM"'

’ Ymam»h]&/% 81./01/01 mikicHe 10: HeoGMexeHH i yac.

Ynosropaxkena ocofa 3 sxocTis
Kapmen Teckau Ilnaiinmex: /nionuc/ 21.04.2023 p.
ITianuc/nara

CNYXKBA
OUCTPUBYL
TA

\ BIGBAHTAXEHS /&




Ceprudixar axocri No 97819

Jonepamin
e Hofimenysanns noxasnmxa ’Buuom MKs/AHL - Pesymrar ananisy
10 | Ynaxonxa 3riano MK 13 ' Binnosigee
Tepmin npuaarocri: 400p.- Mpusarnui ao: 05.2026

Vmosm 3bepirannsa;
Buexonxu:

Havansuux BKS
Hoazoneno ao peanivagiy

«llun & 3aceineyio, mo HaBenewa sume indopmauin ¢
(Bxmioumioun MEKYBAHHA  Td  MBpKYBEHHA) Ta nposeaexo
BIANOBIAMOCTI 3 BuMDramw GMP, scramoanemumy Micueaum
uo  micrmees  y peecTpauifinomy  pocke
BCTaHoRNE KO BiaNOBigHicTE GMPy
YnosHoBamena ocoba 3 AKOCTI

B opurinaasuiit ynakooyi npn TeMnepaTypi na pume 25 °C,
Bianoslase nnmrornm MK JI3 po peecTpaniiinoro nocsiguenyy MUA/7581/01/01, 3ntbna Nel, M2,
N3, Nad, S, aminm no MK S JI3 poaain "Mapxysanng "y amlin vexery MapKysauns go PII
MeUA/7581/01/01 (naxa3 MO3 nia 03.04.2019 M716).

- /_

cepilo  nponyxuif 6yno ampoBineno
HImeImuaneHIA  pimmuui y  nogwip
TEXOX  BiANOBIAKO a0 eneumdikauis,
aHenizis  Gyno neperasuyTo  Ta

Mpotoxonu




{a

BupoGuug: AT u!{u}nueﬂnpennm. T/th. (044) 496-75.22
Linsimnus N2 uexy 1 supobnniyrea ToEPAMX hopm roropux Nikapenkux sacobip
Anpeca supobiunyof ALHBY: Vipaina, u, Kute, vyn. Cakcumucl.mm. 139
Anipeca micys Nposcaetns konmponio AKOCTI: Yipaina, ( 1032, M. Knio, oya. Cexcarnicaroro 139, Bigain KOHTPOMIO SK0CT]
Niuensin ua supofunurso; AE MNi295408
Coinourno fIpQ aTecTNio: Na293 pig 30.03.2016 p.
Ceprusgyisar Bianosianocri GMP Ja001/2020/Gmp

Ceprugirar sxocri Mo 97819

Jlonepamin
TaBaeTKH N0 2 Mr, o 10 Tabacroic y Gaicrepi, 2 6aicrepn o nauyj
I Tanerxa MiCTHTH aAonepaminy rh,pomopu.uy Y nepepaxysauni nua 100 o, peyoBany
e . ~2mr
PI1 XaUA77581/01/01, pie Gescrpoxono

Cepis M 00597?£ . &
Kin-u o cepii 5‘-'[ 9&,'3‘.50‘;1..'@-,,," A
Aora onpobinirea l.. - 06.06.2022 '
Aara wunaui CepTHipikary 20062022 ¥

AHBNI3 BuxOHANG Y signosimiocriz MK 713 qo pecerpanitinoro nocoianenug MUA/7581/01/01, 3jna M1, Xe2, M3, Nod,
2aS, wilnn xo MKS 13 Posain. "Mapxysuums", suinn TexeTy Mapkysauus no PR
MUMS_E_]J(“@I (naxsa MO3 pig 03.04.2019 Ni716).

N Holtmenypanug nokainuka Bimor MICGI”AHD ? Peayaurar aHanizy

! | Onue ' TaGnetiw 6inoro 860 martwe inorg KomOpY, Kpymol Bianoniane
Popmm, 3 naocxoio floeepxHeso, 3 thackoip,

2 | laewrudirauia A. BEPX Bignosiaue
B. ¥@-cnexrp Bianosizac

!_3 Cepenna Maca, Mr Big 92,5 ur g0 107,5 mr, 100,4

4 | Oawopimnicr, RO30RAHKX 0aMHMLE Npubtsansie uyenp M2€ ianosinamy BHMOran, Bianosinac
IETHACHIM AdY, 2.9 40,

5 -Cynposinui aoMimno, % | Lomiwa A - e Ginse 1,0 % : Bianosinae
Hosituxa B - e Ginewre 1,0 % i tit Bianosinne
Lomitne C - ye Ginswe 1,0 % Bianosinac
Howmiva D - 11e Ginsue 1,0% ' Bisanoninae
Hovinna E - e Ginswe 1,0 %, Bignosinae
Aomituna F - vie Gingue 1,0% Binnosinac
Jomimxa G - ye Ginuuwe 1,0 % . Bianosinge |
Aomiwka H - e Ginsue 1,0 % . Bignosinac
E};-sn iHwa nouiwkg — pe Ginuure 0,2 % Bianousianc
Cynlnouinmk—nedinmez,()% . Bip#6binae® A

6 | Posun Hewn, % Npenapar mge BHTPHMYDSTH BuMoru OV, 2.9.3 npn ) .“"’?"5
PpernamenTosaiomy CTYNEHI posuHneHMy fAanepaminy 2 & | ‘:_‘%
rizpoxnopmay (Q) 75 % MEPeT 45 Xumnmp. w X NANOL |2 &

7 MixpoGionoriysg 4HcTOTR Kpwvepir npuiHsTHOCTS: 3aranvhie yueng oepobumx x ;Ilﬂl! vy ;’.;

}iinpooprmhnil (TAMC) - 1000 KYO 5 | . O] s ‘6% ¥

* - WOTPORIOETLCA Korkna 10-Tq cepis I o081 204 @
Kpurepi¥ npuitnsocr: 3oransie uneno ppi . NE Ly
nhiceHeamx puGis (TYMC) - 100 K¥Op|r,
* - KOHTpOmoETLEs xowHa 10-1g cepin
Bi.nmuig_m Escherichia coli p 1 1,
* - KOHTPPNIOETLCA ke 10-1a cepin

8 | Kinuicue owaiavenns, wr Bumicr nonepaminy rinpoxnopuny s onmifi rafin
By wig L9 mr 02, MI, Y nepepaxyamumi ya da

-y Mocy Talgerxy, ! W\ 5
9 | Mapysnma |3ciavio Micst 13 NS Ry
T N,

e e - e e - e Y ————




& ARTERIUM

Axuionepse Tosapuctso "Kuismeanpenapar”

Ceptudixar sxocri Ne 110899
Jlonepamin

Cepis

0064312

Cuna gil/ akTBHicTb, Nikapcbka
dopma Ta poamip

tabnerku no 2 Mr, no 10 taGnerok y 6aicrepi, 2 Gnicrepyu B navui

1 Tabnerka MicTUTH Jlonepamify riapoxnopuay y nepepaxysanti Ha 100 %
peHOBHHY

-2 Mr

Hassa Ta TenedoH BHpoGHHKa

AT «KuiBmeanpenapar», 7/¢. (044) 490-75-22

IHasBa kpaiHu/ kpaiH NpH3HAuEHHA
Ans cepiv

Ykpaiua

Peecrpauiiine nocsinueHHs, TepMiH
ait

NeUA/7581/01/01, nie bescrpokoso

Poamip cepil 95,513  Tnc.yn
Hara supobHuuTBa 18.10.2022
Tepmit npuaarHocTi 4,00 p-
IMpunarinii no 09.2026

YmoBH 36epiratts

B opuriHansHil ynakosui npu temnepatypi Ha suite 25 °C.

Bupobuuua pinbHULA

JinbHuus Ne2 uexy 3 BApoOHHUTBA TBEPAKX (OPM IOTOBHX JTIKAPCHKUX
3acobis

Anpeca BHPOGHHUOT MinbHHLI

Ykpaiua, M. Kuls, syn. Cakcarancbkoro, 139

Anpeca Ta Micle nposeaeHHs
KOHTPOJIIO AKOCTI

Ykpaina, 01032, M. KuiB, Byn. Cakcarancsioro 139, Biatin koHTponto akocti

Jliuensis Ha BUpOGHHUTBO

AE Ne295498

CsinouTso npo arecrauilo

Ne507 sin 16.02.2022 p.

IMpokoHTponLOBAHO BiANOBiAHO KO
BHMOT

MKA N3 po peectpauivivoro nocaigueHHa NeUA/7681/01/01, amita Na1,
Ne2, Ne3, Ne4, Ne§, amiHa (Hakaa MO3 Ne901 Big 31.05.2022 ), amiHu ao
MKA N3 posain "MapkyBaHHA", 3MiHW TEKCTy MapKyBaHHA go PN
NeUA/7581/01/01 (Haka3 MO3 Big 03.04.2019 Ne716). (Pesynsratu auamsy
HaBeaeHi B [logarky 1)

Jlossonexo no peanizauii

Llnm 1 3acBiavyio, mo HaBeaeHa BHiLe iHdopMaLLif € AOCTOBIPHOIO T2 TOHHO!
(nxmoqaxotm naKyBaHHu Ta MBpKYBaHHA) Ta MPOBEACHO Kox-n'pom, ii axocti i gu

cneundikauiit, wo MicTaTses y peecrpaumuomy Anocse. [Iporokonu nupo iyTB
IICPENSHYTO Ta BCTAHOBAEHO BiANOBIAHICTD NiLCH3IHHIX BUMOT. ’ '

02.12.2022 !

YnosHoBaxeHa ocoba 3 AKocTi




1 raGnerka micraTs Jﬂonepaumy rigpoxsopuay y nepepaxynanni na 100 % pe-loany
; -2Mr-
Cepis 0064312
Kin-1s B cepil 9s,5g3 HC. YN
Tara supoSimmrsa 1&1(1.2022‘
Nara synasi 02.12.2022

AHam3 BHKOHAHO Y BiZNOBIHOCTI 3

@) ARTERIUM

T

AxujoHepte TosapucTeo "Kulsmeanpenapar” -

Honarok 1 1o Ceprudix
Ceprudixar anamizy Ne 110842

Jlonepamin

Tabnerxn 10 2 Mr, 1o 10 Tafirerok y Gricrepi, 2 Guictepn B navmi

MKS] JI3 po peecrpaniitnoro nocsixzeans NaUA/7581/01/01, amina Nel, N2,

265, auista (nakas MO3 Na901 mix 31.05.2022 ), amimm 5o MKSI JI3 poanin

(aTy AKOCTI

N3, Naq,

"Mapxysanus"”, suing vexcry Mapkysamux A0 PIT NaUA/7581/01/01 (maxcss MO3 nix
03.04.2019 \a716).
Ne | HathucHypanHA noxashuka Bamvors MKY/AHJ Pesyntrar ananmizy Bucrosox
1 |Omc Tatinerxa Giznoro abo Maitwe 6inoro Bimosizae Biamoninae
FOMLOPY, KPYTTiol (popMH, 3 ILIOCKOI0
TIOBEPXAC:O, 3 (hacknio.
2 | lncurndixania A. BEPX Bianosinae Bimoninee
3 | Cepeman naca, ur Bin 92,5 Mr 710 107,5 M. | 100,2 Bizmoninae
4} OxmopiAHicTs KO3OBAHHX ONMHHINb Tpulisamsie THCHO MaE BANORIATH Bimmozinae Bizmoginae
BEMOraM, sasuaseHHM B IOV, 2.940.
S | Cynposinni gominmas, % Jlomimxa A - re Gimme 1,0 % Bimmosinse Bizmoninae
Rosinxa B - ne Giimme 1,0 % Bimnosinae Bimmosinae
Jlomimxa C - ne Gimme 1,0 % Binmoninac Bizmosinae
Jomimxa D - ne Ginbuze 1,0 % Bianozinae Binnosinae
Jomimmxa E - e 6imme 1,0 %. Bismorinae Bizmosinae
Jlonimmxa F - e 6innme 1,0 % Bimmosinae Binnosinac
Jlominnea G - ve Ginsme 1,0 % Binnoeinse Binnosinae
Jlomimmica H - wo Gimane 1,0 % Binnosinae Bizmoeinae
Bym-sxa inma nosimea — e Gimme 0,2 Bimmosizse Binmonize
%
Cyma niomimox — e Gimae 2,0 % Bixuoninae Bizmosiziae
6 | Posumucsns, % Ipenapar mMae nmpnuyntfu BHMOTH Bizmorizae Bimmosinae
IOV, 2.93 mpu pernaMeHTOBaHOMY
rinpoxnopany (Q) 75 % wepes 45 xprummn.
7 | MixpoGionoriuna uncrora ; Binmosizae
Bignonizae
Bizgmioninae




NEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npocnekt Banepist Jlobanorcwskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APITIOY 37078774

BUCHOBOK
po SIKiCTH BBe3eHOro B YKpaiHy JiKapcbKoro 3acody

22.06.2023 Ne 29056/23/10

JIOTEPAMI I

(naliMenyBaHHs JiKapcbkoro 3aco0y 3riHo 3 peecTpauiliHuM MOCBITYEHHAM)
TaGjaeTku no 2 mr no 10 Ta6jaeTox y 6Jicrepi; mo 2 dJicTepd B Ha4ili

(opma BuMycKy, 103yBaHHs, BH ITaKyBaHHs JiKapchKoro 3aco0y)
Howmep peectpaiiiroro noceiguenns UA/7581/01/01 crpox aii peectpauitinoro nocsinuenns 01.01.2099
Cepis nikapewkoro 3acoby Ne 007404 Kinbkicts BBe3eHOTO Mikapeekoro 3acody 152200

BupoGuuk ITAT "Kuismennpenapat", YkpaiHa

(naliMeHyBaHHs BAPOGHUKA JiKApChKOTO 3ac00y, KpaiHa OXOKEHH)

Bsesero B Ykpainy Kopuopauis "APTEPIYM", igenr. xoa: 33406813

(nattmenypanus Ta koj 3a CAPTIOY ropuandnoi oco6u abo npizsuie, im'a, o 6aTekoBi (izuunol
0cobu - mianpueMil, ii Micie HPOXUBAHHS Ta peecTpallifiHuil HoMep 06iKOBOT KAPTKH TIATHHKA
nojiaTkis abo cepis Ta HOMEp TTacHopTa)

[ipoTokon BisyansHoro kontpoio six 20.06.2023 Ne 1882/1.

3a pesyNLTATAMM  JEpXKABHOTO KOHTPOIIO BCTAHOBJIGHO, MO JNKAapchkui 3aci0 BBeseHo B VYKpaiHy 3

AOTPHMAHHSM BUMOT 3aKOHONABCTBA 1100 3a6e3MeUeHHs SKOCTI JIKAPChKNX 3aC00IB.

A i (‘7;"\ "

3acTynHuK quﬁﬂ{m@g 5 A, Ipuna [TAJIAMAP
(nocanosa ocif/ Qg‘mu?,;xeﬁmfmucim '@;rrﬁqnm) (rianuc) (iniuiann Ta npissuiye)
E 3

S\
AOKYMEHTIE
¥ 1 ’

/



Ioeomun/
Hassa BupoOuuuoi aiieHuni: MARIFARM, d.o.0
Ten.: +386 2 620 82 00, axc: +386 1 300 70 65
Agpeca BupoSHuUoi AinbHuL: Byanis Minapikosa, 8, 2000 Mapi6op, Ciosenis

Howmep ninensii Ha BupoGuuMLreo: 800-26/2019-18 Bin 05.06.2020 p.,
Bunano JAZMP Pecny6aiku CrioseHis
Homep ceptudikara sinnosigHocti Bumoram GMP: 401-10/2022-8 Bin 22.03.2023 p.,
sugano JAZMP Pecny6aixu CiioBeHis

Ceprudikar ananizy Ne 22517
Jlonepamin, Tabserku 2 mr, 10 Tabaerok y 6icrepi, 2 OuicTepu B mavuui

Howmep cepii: 007404
BuroroieHa KUIbKICTb! 152 200 ynakoBsok
Jlara BUroTOBNEHHHA: 05.2023 p.
Ilara Bujadi aHamizy ceprudikara: 06.06.2023 p.
MeTo/1 KOHTPOJIIO KOCTI: AND-FDF-(solid)-0152/R
Ne [lapameTp Kpurepii npuiHATHOCTI Pesynpratn | BucHoBok
aHaizy
1. Onuc Tabnerxu Ginoro abo maibke Hinoro Binnoeigae Bianoeinae

KOJIbODPY, Kpyriaol ¢opmMu, 3 ITOCKO0
HI0BEPXHEIO, 3 (ackKolo.

2. [nenTudixanis A Bianosigae | Biamosigae
Ha xpomarorpami BUNIpoOyBaHOTO PO3UMHY,
oflepxauili npu BUnpoOyBaHi «KigbKicHOTO
BU3HAYCHHS», 4AC YTPHUMYBAHHSA OCHOBHOIO
nika Ma€ BiNOBIAATH Yacy YTPUMYBAHH
OCHOBHOTO TiKa Ha XPOMAaTOPraMi PO3UuHy
HOPiBHAHHA.

% Bignosigae Bianoeinae
Mae crioctepirarucs 36ir MOJ0XEHb
MAKCUMYMIiB Ta MiHiMyMiB Ha
yabTPpadhioNeTOBUX CHEKTPAX NOTIHMHAHHS
BUIPOOYBAHOTO PO3UHHY Ta PO3IUHY
nopisusins B obmacti Big 240 uM 10 300 HM.

3. Cepenus maca, MI Bin 92,5 mr qo 107,5 mr 99,8 mr Binnosinae
4. OpnHopigHicTs Menme abo gopistioe 15,0% 6,1% Bigmosinae
J1030BaHUX OAUHULB

5. Cynposini foMimku | Aowiuika A — ue Ginsue nix1,0% He BussieHo | Bianosigae
Jlomimxka B — ue Gisbiue Hix 1,0% He Bussieno | Bignosimae
Homimka C — ue Ginsiue Hix 1,0% He Bugsneuo | Bianosigae
JTominka D — ue 6inpure nix 1,0% ()’()9% Bianosinae
Jlomiuika E — ne 6insiue nix 1,0% He Busisneno | Bignosinae
Jlomimka F — He 6inbiie Hix 1,0% He suseneno | Biamosinae
Homimka G — He 6inplue Hixk 1,0% He susisneno | Bianoeinae
JHowmimka H — e Ginsiue Hix 1,0% He susienieno | Bignosigae
By/ap-sika iHia gominika — He Oiablie Hix He sussnexso | Bianosigae
0.2%
Cyma gomimok — He Ginpie Hixk 2,0% 0,09% Bianogigae

6. Posuunenns, % Mae BUTPHMYBATH BUMOTH HPH 93% Bignosigae

DPerIAMEHTOBAHOMY CTYTIEH] POSYMHEHHS
noniepamijy rinpoxsopuny (Q) 75%
yepes 45 XBUUH

% KinbkicHe BumicT soniepaminy riapoxaopuiy 1,9 mr Bignoeijtae
BU3HAYEHHS, MT £C29H3?CIN202 x HCI) B oaniit Tabnetui viae
6ytu Bin 1,9 mr ao 2,1 Mr, y nepepaxyBanHi
Ha CepEIHIO Macy TabseTKH.




IJTocomun/
Ceprudikar ananizy Ne 22517

Jlonepamin, Tabaerku 2 mr, 10 mabnemox y 6nicmepi, 2 daicmepu ¢ nauyi

Ne [apameTp Kpurepii npuiHATHOCTI PesynbraTti | BucHOBOK
aHaizy
8. MiKpOGiOHOFqua 3arajibHe 4KCii0 acpoOHKX MIKpOOpraHizMis <50 KYO/r Bianosinae
YHCTOTA (TAMC): 10°KYO sl
3arajbHe YUCIO JPDKIPKOBUX i MJ1iCEHEBHX <20 KVO/r Bignosigae
rpu6is (TYMC): 102 KYOsB 1T
Bincyrnicts Escherichia colip 1 r. BigcyTni Bianosinae

Iara 3akindeHus Tepmidy npugatHocti: 05.2027 p.
Vmosu 36epiranns: B opurinassHiii ynakosui 3a remnepatypu ne Buine Hick 25 °C

BHCHOBOK: Binnosinac sumoram AND-FDF-(solid)-0152/R

KepiBuuk Bigaijly KOHTPOJIIO SIKOCTI

BIKTOPISI HIYTKA: [nionuc/ 06.06.2023 p.
Tlignmuc/nara

LM 3acBiadyro, 10 Bei eTanu BUpoGHUITBA (BK/IHOYAI0HH KOHTPOJIb IKOCTI) 1ieT cepii rorosoro 3acofy
Gynu BHKOHAHI BinosiaHO 10 BuMor GMP €C Ta BignosinHo 10 BumMor Jl03Bosty Ha IPOjaX y KpaiHi /
KpalHax [pU3HauYeHHS.

Csimourso npo peecrpattito B Yrpaiui: UA/7581/01/01, nikicae 10: HeoOMexeHui vac.

YnoBHoBaxKkeHa 0c00a 3 AKOCTI:
Kapmen Teckau Hlnaiinmex: /mionuc/ 07.06.2023 p.
[innuc/gata




JEPHKABHA CIIYKBA 3 JIIKAPCHKIX 3ACOBIB TA KOHTPOIIIO 3A:
HAPKOTHKAMM Y KMIBCHEKIA OBJIACTY
ipos. Coiinaaol Hapit, 3, mKuis; 02099, tesi/daxc: (044) 363-06-50.
B-ingils dissko@dls:povad, Kog €LAPIIOY 37078774

BUCHOBOK
PO SKICTH BBeseHoro B Vipainy smikapesrore saco0y
18.08.2023 Ne-40155/23/10
CJOUEPAMI ..

(m»wenynmnm RiKAPERKOTH 3AcoBY 3rifio 3 peecrpaulmmm nocmmrcmmm)
Tabaerkn o 2 mr; no- 10 Tabnerowx y Giicrepi; mo 2 6nicrepu v LGRS

{thopMa BATTYEKY, HOBYRAHIN, BUA, TAKY BAMES, JKAPCHROT 30C0GY)”
Homep peectpattifinoro nocsinueiiie UA/T581/01/01 erpoeuit peccipanitinoroe iioesinieans 01:.01:2099
Cepiiikapcirors sacody Ne 007710 Kissicrs syegerioto sixapetikoro saéo6y 178054

Bupobting TOB "MAPIGAPM"; Ciroseuis

(HAltieRyRaBHT BRPOGRNKA. mfmpcmmm 3acoﬁy, f(pﬂlHd uoxomtccrmsr)

Bpeseno s Yipainy Kopropawin "APTEPTY MY, iieir. iconz 33406813

(xmmvmxynanux 2 ko 3¢ EAPTIOY wopuriunol ocobu abo rtpxaauu\e, iM's, 1o Gatwoni Bizuanol
-ocofy + minnpuesus, i Micue, TPOIHBALIHSL T2 peccrpamm{m soMep oBmixopol «aprku noaTHAKE,
rofuriis abo cepis Ta womep nscaop1d)

Tiporokon sisyansroro worrpomo sin 16.08.2023 N 2535/1.

Ba. PesyMyTATAME CPEABHOTG KOWIPOIO. BCTAHOBNGHD, 1IN0 -JKAPCRKHIT F4¢i6. engdcio & Yipaliy. 3
JOTPUMANHSAM: Buvor 3aKOHOAABCTEA. WONO 326830EUeHHS AKOCTI KAPCEKHK 3ac0bin.
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Hasia supoGrnaot insrans: MARIEARM, d.o:0

Ten.r 3862 620.82.00, paxc: +386 13007065
Anpeca. Bupoﬁmmm JsBHHIT Bynmm Minapiosa, 8, 2000: Mapi6op, Cionsiii

Howmep siteaii na supoGraureo: 300-26/2019<18 six 05:06. 2020 pis

Bpmano JA? MP Pef‘nvomm Cuonemsx

BUIRAHO JALMP Pecny6mm Lnoaemx

Ceprudixar ananizy 23212

Jloriepamig rabiaercu 2 mr, 10 tabneroxy Gicrepi, 2 GRICTEPH B Madil

Homep cepiis

Burotonnena kiinkics:

Hara purotosneuss:

Jara puai asanizy cep'm(bnca'ra
Me o KOHTPOMO K0T

007710

178 054 yiiakoBow,
06.2023 p.

01.08.2023 p.

AND-FDF- (tmkd) 0152/R

& periamenTosaony CrLyre pmqmwmm '
Sonepapiny. Fiapexio ppmy ( :
| uEpes 45 KeHIHI

Me Hapamerp Kpmepi'f ;i‘puummocn Pesynvraty | BUCHOBOK
. : o e e Aananizy
I, Oruc Tabaerin Giroro ato matbe Hinoro Binnosigae Bignosixae
! KOABOPY, KPYIIoT GopMe, 3 (IoCKOIO
) » TOREPKHCIO, 3-DACKOIO, . o
2. rerruidixatis Al Bigriogigae | Bixroinae
Ha xpomarorpaMi sunpebysanoro pozumuny,
oxepaariil pu panpoGysani ckinkiicoro
BUIHAUCHH O, HAC Y TPHMYBHH QCHOBHOTG,
[k MAe BTORIATH Hacy. YIPHSyRatHi.
| .OCHOBHOTO (HKa HAXPOMATOPIAMI PO3UKHY
OPIBUIHHL, N T
By _ : Biuwmosigae | Bimnosizae
- Mag ctwmcpix e 30IC NOAOeHE
vakeuMymin Ta-didivymin i
N yﬂb’l‘pdf&)l()ﬂ&’f‘(m”‘( Lnempm I’I()FHV[UHHHH
- BIIPOGY HAHOTO POSTURY. TA POITHILY-
| popisusuns-g ofmeeti RA240 M po 300086, Lo e
13, | Cepepus Maca, Mr Bin 92,5 mr o 107,5.ur 100,0 wmr Binrosinae
1.4, | OmuopiiicTs Vet a6o nopinmioe 13, % 6,8% Binnosinae
) AOBOBAHKX OJIHHUIE _ V ) e )
5, Cynposii gominicy. | HomimkaA — we Ginsiue Hix1,0% He uspreno | Bignosinae
1. HJouinika B — we Gutewe . l;()_% Hc ausaieHo | Bimnosigac
Howmiutia G- e Siase ix 1,0% | He pusisneno. | Bignosinae
Homiurca D~ ne Gimsue wix 1,0% 0,08% | Binnowinae
[omiugii I - pe:Ginpure. (i 1,0% He puseaeno | Biuosinac
Hominxa [ e Ginoe wi 1,0% 1.0,05% Bijonigae
Hominiei G ~ ve Ginsute nixe 1,0% He suspaeno | Bigmorigae
| Homiua H -~ e Ginbiie wix 1,0% | He sromssieno | Bigosinae
Bysr-ska v romimka - ue Blimute 1k 0,1 9% Bixrosigac
0.2% ¥ -
CyMa.LOMIIoK = U Buibwo ik 2,0% 0,32% | Binroninae
Mae BUTPHMYBATH BUMOTH npvs 95% | Bignosinae

7. Kinpxicue
BHSHAYGHHES, MD

BumicT: nonepammy rmp
{CapFliCINGOs X HC
Gym B l 9 MI‘}IO 2

Biamosijiae




(Mool

Ceprudicar ananizy No23212

JHowiepanmif; iabnevien 2 mr, [0 mabremorny Giicinept, 2 6niciepi g naini.

Ne [Tapametp Kpurepil npuiiaraocti Pegynsrarn | Buchosox
‘ . : . U | AHATSY.
2. M ikpoﬁionori'-ma' ‘ S3aransie yueno aepo(inux mixpoopraxismis  [-< 50 KYO/r | Binnosigae
HUCTOTA: JLTAMCY 10 KYOBI R | R A
» ' 3arankHe aHCao APHRIDKOBKK L HTICEHEBIX. 20 KYO/ | Binnosinae
Lrpubis (TYMEC): 102 KYO .11 o NS
| ‘Bineyruicrs Eschetichia colin i Bi}_’(cy’rﬁ‘i‘ Bigttosinge

J&Ta 3akinueHES TePMIRY TpHIaTHOCT: 06.2027 pi-
Vo 366piranis: B opurinasihuii yiacosii an remitepaty pu we sumge wik 25 °C
Bucrosox:  Bipnosixac sumoravt AND-FDE-(solid)-0152/R.
Kepiniiic By €oiTpome seoeri

BIKTOPISI LAY TKA: Jiiomue] .. 01082023 P oo
[Mipumae/nara

Liun 386BIRY10, 10 #61 eTart mipoGHrITEA (BEAOYRIONH KOHTPOSTH AKOCTI) wiel cepit roronor sacoby”
Gysmu BuKoHani BIATOBIAHO- 40 BiMOT GMP-€C T4 Binmosinto Ao BuMor JIozsony na npogax y xpaixi /
KpalHax HpU3HaYeHHs. S

Crizionitso tipo peecipatiio s Vicpaitii: UA/7S§1/01/01; nilicse so: seobiesenut ac:

YooK 06002 3 HKOCTIE -
AJEN VJIAHAPAY; iy 01082023 p.

Iiarae/mara




lTozomun/
Haspa BupoGHM4OT AinbHMLj: MARIFARM, d.o.0

Ten.: +386 2 620 82 00, daxc: +386 1300 70 65 _
Anpeca BupoGHIYOT ALTEHULI: Bynuiia Minapikosa, 8, 2000 Mapibop, Cnosenis

Howmep nivensii Ha BupoGHuLTBO: 800-26/2019-18 Bix 05.06.2020 P
BupaHo JAZMP Pecny6iixu Criosenis
Howmep ceprudixara signosinsocti Bumoram GMP: 401-10/2022-8 Bix 22.03.2023 p.,
BuAaHO JAZMP Pecnty6ixu Cnosenis

Ceprudixar ananizy Ne 23237
Jlouepamin, Tabaerku 2 mr, 10 TabaeTok y Ouicrepi, 2 Gicrepn B nauni

Howmep cepii: 007716

Burorosnena kinbkicTs: 180 600 ynmaxosox

Jara Burotosnenus: 07.2023 p.

Hara Bupayi aHanisy ceprudixara: 04.08.2023 p.

Mertox koHTpomoO sixOCTI: AND-FDF-(solid)-0152/R
Ne Iapamerp Kpwurepii npuitaatHocTi Pesynstatu | Buchopok .

: aHamizy )
1. Omuc Tabnerxu inoro a6o maiixe Ginoro Bignosigae Bianoginae
KOJIbOPY, KPYT 01 GOpMH, 3 [LTIOCKORO

HOBEPXHEIO, 3 ackoio.
2 Inentudikauis A: Bignosinae | Bianosinae
Ha xpomarorpami BunpoGysasoro posuusy, :
onepikaHii Mpu BUIPOGYBAHI «KiNbKiCHOro ’
BHBHAYCHHAY, YA€ YTPHUMYBAHHSI OCHOBHOIO
TiKa Ma€ BiTMOBINaTH Yacy yTPHMYBaHHS
OCHOBHOrO Iika Ha XPOMaTOPraMi pOsYHHy
[IODiBHSHHS. ]
B: ' Bignosinae | Biamosizace
Mae cioctepirarucs 36ir nogoxews _
MaKCHMyMiB Ta MiHIMyMiB Ha
YITPadioNeTOBUX CHEKTPAX OrMHHAHHS
BANPOGYBAHOTO PO3YUHY TA POIUHHY
nopisHAHHA B 06nacti Bin 240 HM 10 300 HM.

3. Cepenus Maca, MIr Bix 92,5 mr zo 107,5 mr 100,1 mr Bimmosigae
4, OnHopinuicTs Merme a6o nopistioe 15,0% 3,6% Bianosinae
JO30BaHAX OJHUHUITH
5. Cynposinsi gomimky | Howimika A — e 6insuwe nix1,0% He susBieno | Bignosigae
Homimka B — He 6inpme mix 1,0% He Buseieno | Bigmnosigae
Howmimxka C — we Gimsmie mix 1,0% He Busieneno | Bignosinae
Howmimka D — #e 6insime uix 1,0% 0,06% Bizanoeinae
. Homimxka E — e 6ineime uix 1,0% He BusBneno | Bigmoeinae
Homimka F — He Gineme nik 1,0% Humxkue piBus | Biamosinae
) BH3HAYCHHA
Howminrka G ~ we Gitsine mix 1,0% He Buseneno | Bignosi Tac
ﬂ;(_)MiIIIKa H — e Gimbiue mix 1,0% He Bussieno BiﬂHOBi}J,'aC
byne-axa inwa nomimxa — we Ginsme Hix 0,17% Binmogigace
0.2%
Cywma nomitrok — e Gimsme aix 2,0% 0,23% Bignosigac
6. Posuunenus, % Mae ButpaMyBsaTu BUMOTH lpu 97% Bianosinace
PErAaMeHTOBAHOMY CTYIICH] PO3UHHEHHS
Jonepaminy rigpoxiopuay (Q) 75%
qepes 45 XxBuIMH
7. Kinskicue Bwmict nonepamiay riapoxopuay 2,0 mr Biamosinae

(C2sH33CIN202 x HCI) B oxuiit Tabrerwi mae
Gytn 8in 1,9 mr 10 2,1 mr, y nepepaxysasi
Ha CEpEAHIO Macy TabIeTKY.

BHU3HAYCHHA, MT




lHozomun/

Ceprudikar ananisy Ne 23237

Jlonepamin, Tabaerxn 2 mr, 10 mabnemox y 6aicmepi, 2 6ricmepu ¢ nauyi

Ne [Mapametp Kpurepii npuitHarocTi Pesynpratu | Buchosok
aHamizy |
8. MikpobGiosnoriuna 3aranbHe 4uciio acpoGuux mikpoopranismis | < 50 KYO/r | Bianosinae

(TAMC): 1° KYO s 1.
3arajbHe YHCII0 APDKIKOBHX i MITICEHEBUX <20 KYO/r Binmnosigae

u6iB (TYMC): 10°KYOB 1.
Bincyrtnicts Escherichia colis 1 r. Bi JICYTHI Biamnoginae

YUCTOTa

Mara 3akindenus Tepminy npuaatsocti: 07.2027 p.
YmoBu 36epiranss: B opurinaibhiii ynakosui 3a Temneparypn ne pame mix 25 °C

BuchoBok: Bignosizae Bumoram AND-FDF-(solid)-0152/R

KepiBnuk Biaainy konrpomo saxocri

BIKTOPIS HHIYTKA: /nionuc/ 04.08.2023 p.
ITignuc/nara

LM 3acBiauyo, Wo BCi eTanu BUpOGHHUTBA (BKJIFOUYAKOYHM KOHTPOIb AKOCTI) Liei cepii rotoBoro 3acofy
Oynu BUKOHaHi BiamosigHo no sBumor GMP €C Ta BiAnmoBigHO 10 BUMOT Jo3Bosty Ha nponax y Kkpaini /
KpaiHax NpU3HAYCHHS.

Cinourso npo peectpauito B Ykpaini: UA/7581/01/01, pificke 10: HeoOMexeHH It yac.

YnosHoBaxkeHa 0cofa 3 SIKOCTI:
AJIEIINI MUIMHAPUY; /nionuc/ 04.08.2023 p.
IMignuc/nara




Iozomun/
Hazga supo6uuuoi pineauni: MARIFARM, d.o.o
Ten.: +386 2 620 82 00, daxc: +386 1 300 70 65
Ajipeca BUpobruuOi AlbHULI: Bynius Minapikosa, 8, 2000 Mapi6op, Cnosenis

Howmep niuensii va BupoGuuurso: 800-26/2019-18 six 05.06.2020 p.,
suaano JAZMP PecnyGiixu CroBeHis
Howmep ceprudikara signosigHocti eumoram GMP: 401-10/2022-8 Bin 22.03.2023 p.,
Bugano JAZMP Pecny6niku CrnopeHis

Ceprudikar ananizy Ne 23781
Jlonepamin, Taéerku 2 mr, 10 Tadaerok y 6uicrepi, 2 Gaicrepu B mauui

Howmep cepil: 007766
BHUroToBsieHa KilbKiCTb: 174 555 ynakoBok
[Hara BUrOTOBIEHHA: 08.2023 p.
Jlata Bugaui aHanizy ceptudikara: 26.09.2023 p.
MeToa KOHTPOITIO SIKOCTI: AND-FDF-(solid)-0152/F
Ne Tlapametp Kpurtepil npuitHITHOCTI Pesyneratn | BucHoBok
aHaizy
1. Onuc Tabnetkn 6isoro abo Maitxe 6istoro Bignosinae Bianosinae

KOJIBOPY, KPyriiol hOpMH, 3 IIIOCKOI0
IOBEPXHEIO, 3 PACKOI0.

2. Inenrudikauis A Bignosinae | Binmosigae
Ha xpomarorpami BUIpoOyBaHOTO PO3UHUHY,
olepKaHil mpu BUIIPoOyBaHi «KiNbKiCHOro
BUSHAYEHHS», 4aC YTPUMYBAHHSI OCHOBHOIO
nika Mae BiJlMOBiaTé 4acy yTpUMYBaHHA
OCHOBHOTO TiKa Ha XPOMATOPrami PO3uMHy
HOPiBHSHHS.

b: Bianosimae | Bigmosigae
Mae cnocrepiraTucs 30ir MojJoKeHs
MaKkCUMYMiB Ta MiHIMyMIB Ha
yabpTpadioneTOBUX CHEKTPaX TMOTIMHAHHS
BHNPOOYBAHOr0 PO3UHHY Ta POIUKUHY
nopisHsHHs B o6acti Big 240 sM 10 300 um.

3. Cepensst Maca, MI Bix 92,5 mr g0 107,5 mr 100,6 mr Bianosizae
4. OnaHOpiAHICTD Meune abo nopisuioe 15,0% 6,8% Bianosinae
J030BaHUX OAHWHHIID !
5. Cynposiani gomiuiku | fowmiuika A — ke Gisuwe nix1,0% He susinieno | Bigmosigae
Jomimxka B — e Ginsure uix 1,0% He susipiieHo | Bignosigae
Jomiwxka C — ue 6inpire ik 1,0% He ruseneno | Bignosinmae
Jowmimka D — ue 6inpiue uix 1,0% 0,07% Biamosinae
Homiumka E — ne 6inbure mixk 1,0% He Busiiieso Bi}lnoginae
Jowmimka F — xe 6insuie Hix 1,0% Hroxue piBHs Bianosigae
BH3HAUCHHSI
Jlomimika G — He G6inbiue Hix 1,0% He susienieno | Bignosizae
Howmiiika H — He 6inbiue Hixk 1,0% He puseneno | Bianoginae
Byns-sika iHia gominika — He Gifbiue Hix 0,17% Bianosigae
0.2%
Cywma pomitox — He Ginbe i 2,0% 0,24% Binnosigae
6. Posuunenss, % Mag BUTpUMYBATH BUMOTH DK 101% Bignosigae

PETIaMEHTOBAHOMY CTYHCHI POZUUHEHHS
nornepamizy riapoxnopuny (Q) 75% —

qepes 45 XBUNHUH /ﬂ:ﬂmm
7. Kinexicxe Buict nonepamiay riapoxiopuiy » /Birgpﬁ4 a
. o : it SN
BU3HAUEHHS, MI (FC29H3.,CIN202 x HCI) B oaniii Tabnerui mae MEHTIBNS,
oytu Bix 1,9 mr o 2,1 mr, y nepepaxyBaHHi : ; 2
HA CePeHIO Macy TabJeTKHY.




[Tlozomun/

Ceprudikar ananizy Ne 23781

Jlonepamin, TaGaerku 2 mr, 10 madnemok y oaicmepi, 2 baicmepu 6 nauyi

Ne [apametp Kputepil npuiiHATHOCTI Pesynpratu | BucHosok
aHanizy
8. MikpoGiosoriuda 3aranbue 4ucio acpoOnux Mikpoopranismis | < 50 KYO/r | Bianosigae
YHUCTOTA (TAMC): 10° KYO B 1T,
3aranbHe YHCIO JPIKIDKOBUX | MUTICEHEBHX <20 KYO/r Bianogsizae
rpubia (TYMC): 102 KVO B 11
Bincyrnicts Escherichia coliB 1 1. BigcyTHi Bignoeinae

Jlara 3akinueHus tepminy npunatnocti: 08.2027 p.
YmoBu 36epiranns: B opurinanbhiii ynakoBui 3a TeMnepatypu He Buie Hix 25 °C

BucHoBok: Bignoeinae sumoram AND-FDF-(solid)-0152/F

KepiBuuk Bijgijly KOHTPOJIIO AKOCTi

BIKTOPIA IIYTKA: [nionuc/ 26.09.2023 p.
ITignuc/mata

[{1M 3aCBiauyIo, O BCi €Tany BUpOGHUITBA (BKIFOUAIOHH KOHTPOIIb SKOCTI) Liiei cepii rotoporo 3acoby
6ynu BUKOHaHI BianosiaHo a0 Bumor GMP €C Ta Bianosinuo mo Bumor J{03Bosy Ha MPoAaX y KpaiHi /
KpaiHax OpU3HAUYCHHH.

Caifourso npo peecrpauito B Ykpaini: UA/7581/01/01, ailiche n0: HeoOMexeHMHA yac.

YnoBHOBa:xkeHa 0¢00a 3 AKOCTI:
AJIEIII MJIMHAPHAY: /nionuc/ 26.09.2023 p.
[Tignuc/mara




TRV TR b

Howmep cepii:
Burorosnexa kinbkicTs:
[lata Burotopneuns:

MeTox KOHTPONO AKOCTI:

Hara gupaui ananisy ceprudixara:

Ceprudikar ananisy Ne 23905

007865

171 328 ynaxosox
08.2023 p.

03.10.2023 p.
AND-FDF-(solid)-0152/F

Haspa BupoGumuol ginpxuui: MARIFARM, d.o.0
Ten.: +386 2 620 82 00, hakc: +386 1 300 70 65
Anpeca BUpobHUUOT AisbimLi: Bysuus Minapixoea, 8, 2000 MapiGop, Cnogewis

Howmep niuensii na supoGuuiireo: 800-26/2019-18 mig 05.06.2020 p.
Buaato JAZMP Pecry6niku Crnosenis
Homep ceprudixara sianosimmocti Bumorav GMP: 401-10/2022-8 Bi122.03.2023 p.,
sufaHo JAZMP Pecity6aiku Criosenis

Jlonepamin, Tabaerxu 2 mr, 10 Tabierox ¥y Gaicrepi, 2 6aicrepn B nayni

BH3HAYCHHS, M’

(CasH33CIN202 x HC) B it rabierui mae
Gyt Bin 1.9 mrno 2,1 mr, y nepepaxyBauni
Ha CCPERHIO Macy TabaeTKH.

Ne IMapamerp Kpurepii npuitnsraocri Pesynpraty | BucHoBok
aHanizy
1. Onue Tabnetkn Ginoro ato maibke 6utoro Binnosinae Bignosigae
KONBOPY, KPYraol Gopmu, 3 110cKo0 .
TOBEPXHCIO, 3 ACKOIO,
25 Inentudikanis : Binnogsigae Bignosiaae
Ha xpomarorpasi sunpobysatiors pO34uHY,
osiepxxaniit npu BUOpoBysawi «KijbkicHoro .
BH3HAUCHHS», 4ac YTPUMYBAHHSA OCHOBHOIO
niKa Mac BiAnoBiAaTH vacy yrpuMyBaius
OCHOBHOTO [1iKa Ha XPOMATOPraMi po3uHHy
NOPiBHHHL.
k: Binnosinae Bianosinae
Mae crocrepiratucs 36ir nonoxens
MAKCHMYMIB Ta MiHiMyMiB HA
YABTPAdioNeTOBUX CHeKTpaX NOrAHHAHHS
BUNPOOYBAHONO POIUMHY TA POIUMHY
nopisssuHg B ofnacti in 240 uv 40 300 um.
3, Cepenns maca, mr Bix 92,5 mr 0 107,5 mr 100,4 Mr Bianosinae
4. Onuopianicts Menure abo gopistoe 15,0% 4,2% Bianosinae
AO030BAHMX OOHHULL .
5. Cynposigni nomitkn | Momiuka A ~ ne 6imbine nixl,0% He susBneno | Binnosinac
Homimka B — ne Ginbiue nix 1,0% He suasneno Bianosigae
Hominika C - ne Ginsiue gin 1,0% He Buasneno Binnogigae
Homiuka D — ue 6iasure nise 1,0% 0,08% Bianosigae
Jowmitka E - ne Ginsure uix 1,0% He Bussneno Bianogiﬂae
Homimka F — ne 6inbine nix 1,0% Hnxcue pisus Bianosigae
BH3HAYECHH
Homiwka G — ue Ginpue Hixe 1,0% He BusBneno Bianosigae
Jowmimka H - ue Sinsure uix [,0% He sussneno | Bignosinae
Bynb-sika inwa nomiika ~ He Ginsine nik 0,15% Bianosigae
0.2%
Cyma tomitmoxk — ve Ginptue wik 2,0% 0,23% Bignosigae
6. Pozuunenns, % Mae urpumysaru samoru npu 103% Binnosigae
PEMIAMEHTOBAHOMY CTYHEH] PO3HMHEHHS
sotiepaminy rigpoxsopuny (Q) 75%
uepes 45 xeunnn
7. Kinekicue Buict nonepaminy riapoxiopuay 2,0 mr
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1Hoeomun/

Ceprudixar ananizy No 23905

Jlonepamix, Tabnerku 2 mr, 10 mabremox y dricmepi, 2 6ricmepu ¢ nayyi

Ne Hapamerp Kpurepil npuiinstaocTi Pesynpratu | Buchosok
aHamiay
8. Mil(pOGiO Jorivya 3aranbie 9ucno acpobHmx MIKpPOOpraHizMis 25 KVO/r Bianosi nae

(TAMO): 10°KYO B I 1,

3araibHe YHeio APIJPKOBYX | niceHeBNX <20 KYO/r | Bisnosinae
rpubis (TYMC): 10 KYO sl r.

Bixcyruicts Escherichia colin | . Biacyrui Binnosinae

HUCTOTA

Hara sakinuexus repminy npugariocti: 08.2027 p.
Ywmosu s6epiranns: B opurinannuii YNaKoBui 3a TeMnepaTypu He BHIUE Hisk 25 °C

BucHosok: Binnoeigae pumoram AND-FDF-(solid)-0152/F

Kepisuux signiny xontpomo sxocri

BIKTOPIA HIVTKA: /nidnuc/ 03.10.2023 p.
Mignuc/nara

Llnm sacsinuyio, mo Bei erany BupoGHUITBA (BKMIOUAIOUN KOHTPONb 5KOCT) Li€] cepif rotoBoro 3acofy
OyJin BUKOHAHI BiAnoBiAHO 10 Bumor GMP €C Ta BLANOBIAHO 210 BUMOT J{03BONTY Ha npojask y Kpaini /
KpaiHax npU3HaqHeHHS.

Cainourso npo peecrpanuiio B Vipaii: UA/7581/01/01, nikicie no: neobmerxenuii vac,

Y OBHOBamKeHa 0¢062 3 MKOCTi:
AJIEI MJIMHAPHY, /nionuc/ 03.10.2023 p.
Hianuc/nara
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HEPYKABHA CJIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKII OBJIACTI
npos. Ceitamanol Hazii, 3, m.Kuis, 02099, ren/paxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Koa €APTIOY 37078774

BHCHOBOK
HpOo AKICTH BBC3CHOro B Yipainy JiKapebKkoro 3acofy

19.10.2023 Ne 50753/23/10

JIOITEPAMITT

(uaffMerysamm gikapebkoro 3aco0y 3rifiHo 3 peecTpaniiinun NOCBIAYCH M)
Taénerkn ne 2 mr; no 10 rabnerox y Suaicrepi; 10 2 GaicTepu B nauui

(opma Bunycxy, 103yBanns, Bux NAKYBaHHSA JIKAPCHKOro 3aco6y)
Howmep peecrpauiiinoro nocsinuerns UA/7581/01/01 CTPOK Aif peectpauiiinoro nocrizuenta 01.01.2099

Cepist nixapcnkoro 3acofy Ne 007865 KiuskicTs BBe3eHOr0 nikapebkoro 3acoby 171328

Bupobuux TOB "MAPIDAPM", Crosenis
: (nafimenyBanus BpoBHIKa NikapchKoro 3aco0y, KpaiHa NOXo/uKeH )

Bseseno B Yxpainy Kopnopanis "APTEPIVYM™", inenr. koa: 33406813
(nalimenypayns ta xon 3a €APIIOY topuasuiol ocobu abo npiseuine, iM's, 110 Garbkosi isnunol
ocobiu - mignpuemus, 1i Micle NpoXKHBaHHA Ta peectpaniiinuii womep obnikosol xapTru niatnuka
nogarkis 360 cepis Ta HoMep macropta)

lpotokea sisyaasnoro vonrpomo sin 17.10.2023 Ne 3259/1.

3a  pesynbTaTaMM  AepimaBHOro KOHTPOMO  BCTAHOBJIEHO, IO JHKapcokuil  3aci6  BBe3eHo » Ykpainy 3
ROTPUMAHHSAM numor 3AKOHOMABCTBA 100 3a0e3NeCHeHHS TKOCT] MKapChKMX 3aCOBiB.
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[Jlozomun/
Hassa Bupo6uuuoi ninsuuii: MARIFARM, d.o.o
Ten.: +386 2 620 82 00, daxc: +386 1 300 70 65
Ajipeca BupoOHMYOT AinbHuUi: Bynuus Minapikosa, 8, 2000 Mapi6op, CnoseHis

Homep niuensii Ha supobuuureo: 800-26/2019-18 Big 05.06.2020 p.,
sugano JAZMP PecriyGuiku CrnoBeHis
Howmep ceprudikara BianosigHocti Bumoram GMP: 401-10/2022-8 Big 22.03.2023 p.,
suaano JAZMP PecniyGuiiku CroBeHist

Cepruoikar ananizy Ne 24286
Jlonepamix, TaGaerxn 2 mr, 10 Tadaerok y 6icrepi, 2 OicTepn B mayui

Howmep cepii: 007868
BuroroesieHa KiIbKICTb: 157 728 ynaxoBok
JlaTra BUrOTOBJICHHS: 10.2023 p.
Jara Buaaui aHanizy ceprudikara: 03.11.2023 p.
MeTto/ KOHTPOJIIO SKOCTI: AND-FDF-(solid)-0152/F
Ne [Tapametp KpuTepii npuitHITHOCTI PesynbraTtet | BucHoBok
aHamizy
1. Ornuc Tabnerku Ginoro abo maibxke Gijoro Bianosigae Bianosinae
KONBLOPY, Kpyriol opmu, 3 MI0CKOI0
MOBEPXHEH0, 3 ackoro.

2 [nenTudikauis A Bianoeigae | Bignosinae
Ha xpomarorpami BUIpoOyBaHOTO PO3UMHY,
oflepxkaniit npu BUTIPOOYBaHi «KiNbKiCHOTO
BUBHAUCHHY, 9aC yTPUMYBAHHS OCHOBHOIO
nixa Ma€ BiAMOBIAATH Yacy yTPUMYBaHHS
OCHOBHOTO ITKa Ha XpOMaTopraMi po3iuHy
TOPiBHSHHS.

b: Bianoginae Bignosizac
Mae criocrepiratucs 30ir HOJI0XKEHb
MaKCUMYMiB Ta MiHIMyMiB Ha
yabTpadioNeTOBUX CriEKTpax MOTIMHAHHS
BUNPOOYBAHOTO PO3UUHY Ta POZUHHY
nopisustHg B o6nacti Bix 240 um g0 300 uM,

3. Cepennst Maca, MT Bin 92,5 mr si0 107,5 mr 101,4 mr Binnosinae
4, OnHOpiAHICTD Metuuie a6o gopisuioe 15,0% 5l Vo Binnosinae
J030BaAHUX OAWUHHUILIL

5. Cynposiani nomiumky | Momiuka A — ne Ginsue uix1,0% He Busiiieno | Bignosinae
Howmimika B — e 6inbire nix 1,0% He BuUsBicHO Bi[ll'IOBiI[aG
Jomiuka C — ue 6insie vk 1,0% He Buseneuo | Bianosinae
Jowmiuika D — ue 6iabme xik 1,0% 0,08% Bipnosigae
Jomimxa E — ne 6inpure vk 1,0% He pusneno | Bianosinae
Iomiwka F — pe 6ineie Hixk 1,0% He BusiBnieHo | Binnosizae
Homimka G — e 6inapie vixk 1,0% He BusiiieHo Biﬂnogiﬂae
JHomimka H — ne 6insme "ixk 1,0% He BuUsiBJI€HO Biﬂ,l—IOBi}lae
Byab-ska inuia aomiiika — He 6inplire Hix 0,18% Bianogimae
0.2%
Cyma aomiiok — He Oinsiie vixk 2,0% 0,52% Binnogigae

6. PozuuHenus, % Mae BuTpuMyBaTH BUMOTH [IPH 101% Bignosinae

pEriaMeHTOBAHOMY CTYNEHI PO3YHHEHHS
nonepaminy rigpoxiaopuay (Q) 75%

yepe3 45 XBUJIUH

7. Kinokicue BumicT fonepaminy rixpoxaopuiy
BU3HAUCHHS, MI' (C29H3?CIN202 x HCI) B oauiii Tabaerni mae
Oytu Bia 1,9 mr no 2,1 mr, y nepepaxyBaHHi
Ha Cepe/IHIO Macy TabJeTKH.




[Hozomun/

Ceprudixar anasisy Ne 24286

Jlonepamin, Taéserkn 2 mr, 10 mabnemox y baicmepi, 2 6aicmepu 6 nauyi

Ne [TapameTp Kpurepil npuiHATHOCTI Pesynbratn | BucHoBok
aHasisy
8. MiKp06i0ﬂorqua 3arasipHe UMCII0 aepOGHUX MIKPOOpraHismin <50 KVO/r Bianosigae
YHCTOTA (TAMC): 10°KYO B 1T,
3arankHe Mo APIK/DKOBUX i ITiCEHEBUX <20 KYO/r Bianosinae
rpubis (TYMC): 10 KYO B 1.
Bincyrnicrs Escherichia colis I r. BigcyTHi Bignosinae

Jlara 3akinuenss tepMidy npuaatHocti: 10.2027 p.
VYMmou 3Gepiranns: B opurinanpHiii ynakoBui 32 Temneparypn He Bume ik 25 °C

BucHOBOK: Bianosigae sumoram AND-FDF-(solid)-0152/F

KepiBHHK Bi1ily KOHTPOJIIO IKOCTi

BIKTOPISI HITYTKA: /nionuc/ 03.11.2023 p.
[Tignuc/mara

LM 3acBifuy¥o, WO BCi eTanyi BUpOSHMLUTBA (BKIIIOHAKOUM KOHTPO/Ib SKOCTI) i€l cepii roToBoro 3aco0y
6ynu BUKOHaHi BifnosiaHo 10 Bumor GMP €C Ta BianosiaHo 10 Bumor J{o3Bosty Ha APOAAX y KpaiHi /
KpalHax NpU3HaYCHH.

Caigourso mpo peectpaitito B Yipaini: UA/7581/01/01, aikicue no: neobmexeHuit yac.

YnoBHOBa:KeHA 0¢00a 3 AKOCTI:
AJEII MJIMHAPUY: /nionuc/ 03.11.2023 p.
[Tlinnuc/nara




[Hlozomun/

Ceprudikar ananizy Ne 23215

Jlonepamin, Taénerku 2 mr, 10 mabnemox y dnicmepi, 2 6nicmepu ¢ nayui

No [Tapamertp Kpurepii mpuiHATHOCTI PesynbpTaru BucHoBok
aHanizy
8. MiKpO6iOJ‘[OFi‘{Ha 3araipHe YMCIIo aepoOHUX MIKpPOOpraHisMis <50 KVO/r Bignosinae
HHCTOTA (TAMC): 10°KYOB 1T
3aranbHe YUCI0 APDKKOBUX i ITICEHEBUX <20 KYO/r Bianoeigae
rpubis (TYMC): 10*KYO B 11
Bigcyrnicts Escherichia coli g 1 T. BincyTtHi Bianosinae

Jlata 3akiH4eHHs Tepminy npunatHocTi: 06.2027 p.
YmoBH 36epiranns: B opurinanbHiil ynaKosii 3a TeMuepaTrypu He BUIIe HiK 25°C

BrcHOBOK: Bignosinae Bumoram AND-FDF-(solid)-0152/R

KepisHuk Bigaiiy KOHTPOJIO AKOCTI

BIKTOPIA IHYTKA: [nionuc/ 01.08.2023 p.
Hignuc/mara

Llim 3acBinUyFO, 1O BCi €Tanu BUpOOHHULTBA (BKIIOYAIOYH KOHTPOIb SKOCT) L€l cepil rotoBoro 3acoly
Gy BuKOHAHI BiinoBiaHo 10 Buvor GMP €C Ta sianosinHo 10 Bumor Jo3soity Ha MPOAAXK y Kpaini /
KpaTHax TpU3HAYECHH.

CeigowTBo nipo peectpauito B Yxpaini: UA/7581/01/01, ailicue fo: HeoOMexeHHUH yac.

YHoBHOBAKEHA 0€00a 3 AKOCTI:
AJEH MJIMHAPHNY: /nionuc/ 01.08.2023 p.
Mignume/nara




Iozomun/
Hazsa BupoGuuuoi aineuuii: MARIFARM, d.o.0
Ten.: +386 2 620 82 00, dakc: +386 1 300 70 65
Anpeca BupoGHHUOT AineHuui: Byauus Minapixosa, 8, 2000 Mapi6op, Crosewis

Homep nitensii na BupoGHuLTo: §00-26/2019-18 six 05.06.2020 p.,
sugaHo JAZMP Pecny6itiku CrioBeHis
Homep ceprudikara signosigHocti Bumoram GMP: 401-10/2022-8 Bix 22.03.2023 p.,
sunaHo JAZMP Pecny6ixu CiioBeHist

Ceprudikar ananizy Ne 232135
Jlonepamiz, Ta6sieTku 2 mr, 10 Taéaerok y 6aictepi, 2 GuicTepu B navui

Howmep cepii: 007713
BurorosneHa KijbKiCTb: 183 860 ynaxoBok
Jlata BUTOTOBNIEHHA: 06.2023 p.
Jlata Bunaui ananizy ceptudikara: 01.08.2023 p.
MeTo KOHTPOIEO SIKOCTI: AND-FDF-(solid)-0152/R
Ne [MapameTtp Kputepii npuiHATHOCTI Pesynbratu | BucHoBok
aHaizy
1. Onuc Tabnerxu Ginoro abo maibke Ginoro Bianosinae Bianosizae

KOJBOPY, KPYrio1 hopMH, 3 TUIOCKOIO
HOBEPXHEIO, 3 (PACKOIO.

2. Inenrudikaris A BiagnoBizae | Binnosimae
Ha xpomarorpami BUNpoOyBaHoro po3uutHy,
oflepauifl npu BUNpoOyBaHi «KilTbKiCHOrO
BU3HAUCHHS», YaC YTPHUMYBAHHSA OCHOBHOIO
mika Ma€e BiTOBIAATH HaCy YTPUMYBaHHS
OCHOBHOTO Tlika Ha XpOMaToprami Po3uuHy
HOPiBHSHHS.

b: Bianosigae Bignosinae
Mae crioctepirarucs 36ir [on0xeHb
MaKCHMyMiB Ta MiHIMyMiB Ha
yALTPa(ioNeTOBUX CIEKTPAX MHOrIMHAHHS
BUMPOOYBAHOrO POZUHHY Ta POIUHHY
nopisaauHs B o0nacti 8ix 240 1M 10 300 M.

3. CepeniHs Maca, MI Bix 92,5 mr 0 107,5 mr 99,8 Mr Binnosinae
4. OnHOpiHICTS Menuue a6o aopisuioe 15,0% 2,2% Bignosixae
J030BaHUX OAHHUIIb
3 CynpoBiani gomimky | Aowiika A — ue Ginpiue nix1,0% He suseneno | Binnosigae
Jlomimxa B — ue Ginpwe Hixk 1,0% He suseneno | Biamosinae
Tomimka C — ne 6inpure Hx 1,0% He Busasieno | Bignosimae
Jowminka D — ue 6insiue Hix 1,0% 0,08% Bianosinae
Howmimka E — ue 6inpiue vix 1,0% He Buspnaeno | Bignosinae
Jomimka F — ne Ginsme uix 1,0% Hixue piBHs Bianosimae
BU3HAYCHHSA
Nomimxa G — me Oinsie Hix 1,0% He sBusieneno | Bignosigae
THomiwka H — ne 6inpuie aix 1,0% He suasneno | Bigmosinae
Bynb-sika inHua gomiiika — He Hiblre Hix 0,18% Bignosigae
0.2%
Cyma nomiuiok — He 6inbme Hix 2,0% 0,26% Bignosigae
6. Pozuunenns, % Mage BUTPMMYBATH BUMOTH TIPH 99% Binrnosigae

PEriaMEHTOBAHOMY CTYTIEHI POZUMHEHHS
nonepaminy rigpoxsopuny (Q) 75%
gepes 45 XBUIKMH

e Kinbkicue Buicr noniepamizy rizpox;iopuay . 2,0 mr Bianosigae
BU3HAUCHHS, MT (C29H3:.;CIN202 x HC) B oxuiit TabneTui vae
Oyt Bia 1,9 Mr a0 2,1 mr, y nepepaxyBaHHI
Ha CePe/IHIO Macy TabJIeTKH.




JIEPJKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHiBCBHKINA OBJIACTI

npos. Ceitnuunoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koxg €JIPIIOY 37078774

BUCHOBOK
Ipo fAKiCTH BBE3eHOTo B YKpainy JikapcbKoro 3aco0y

22.08.2023 Ne 41096/23/10

JIONEPAMIJ

(HalMeHyBaHHs JIKAPCHKOTO 3aco6y 3TiAHO 3 peecTpalifiHKM NOCBITIeHHAM)
tabaeTku no 2 mr; no 10 Ta6uerok y dJicrepi; mo 2 6aicrepu B Havi

(thopma BUTIYCKY, HO3YBaHHS, BUJ| IaKyBaHHA JIKapChKOTo 3ac00y)
Homep peecrpauiiinoro nocsiguenns UA/7581/01/01 crpox it peecrpaniitroro nocsiguenns 01.01.2099
Cepist nmixapcskoro 3acoby Ne 007713 KinskicTs BBe3eHOTO Mikapchkoro 3acoby 49460

BupobHuk TOB "MAPID®APM", CrioBeHis

(uaiiMenyBaHHs BUpOOHHKA JiKapChKoro 3aco0y, KpaiHa HOXOIKEHHS)

BBeseno B Yipainy Kopnopauist "APTEPIYM", izent. xon: 33406813

(natiMenyBanus Ta ko 3a €JIPTIOY opuanuHoi ocobu ao npissuiie, iM's, o 6aThkosi diznaHol
0coby - MiANpUEMI, Tl MiCLle IPOKHUBAHS Ta peecTpaLifHui Homep 061iK0OBOT KAPTKHU [LIATHUKA
nojatkis abo cepist Ta HOMep racrnopTa)

Iporokoa BisyansHoro xonrpoo six 21.08.2023 Ne 2584/2.

3a  pesynpTaTaMM JIPKaBHOTO KOHTPOIIO BCTAHOBJIEHO, 10O [iKapchkuil 3aci0 BBeseHo B YKpaiHy 3

JOTPUMAHHSM BHMOT 3aKOHONABCTBA OO 320€3MeYCHHS SKOCT] JTIKApChKHX 3ac00iB.

%cmmmﬁa@}bm
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) ATERIUM

AxuyioHepHe 'roaapuc;wso "Kuiemegnpenapat” ,

Jonarox 1 10 Cepm(billarry AKOCT
Ceprudikar ananisy Ne 110842
Jlonepamin
Mo | Hailtuenynauns noxasHuks Bunorn MKSVAHZ{ | PesynsTar ananisy BucroBOX
8 | Kinsxicre srzHamenss, Mr Buicr xonepamizy rizpoxsopaay B ofHii : 2 Bimmorizae
TalneTiii Mae GyTH Bin 1,9 My 10 2,1 M1, ¥
TicpepaXYBAHHi A CEPENHIO MACY
.| TabneTxm.
9 | Mapxysanna - | 3rizmo MK4 I3 Bizmosizae Bianosixae
10 | Viaxoexa * § 3rigso MK JI3 Biymozinae Bimmorinae
Tepmin npunarsocTi: 4.00 poxin : Tpugaremit go: 30.09.2026
‘YMoBu 36epiraHHs: B opwrinamuuiit ymasconni upx rexmeparypi na smme 25 °C.
BucHoBKH: Bianoninse BHMOraM MK JI3 a0 peecrpaniitnoro noceimaenns NeUA/7581/01/01, :mila N2,

N3, Mms,aum(mmoamuuslos.l 022 ), ",
. o}

Havannaux BKSI
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lozomun/

Hazpa pupobumuot ainsauui: MARIFARM, d.o.o
Tes.: +386 2 620 82 00, daxc: +386 1 300 70 65
Anpeca pupoSuryoi ginsHuui: Bymaus Minapikosa, 8, 2000 Mapi6op, Croseuis

Homep niuensii Ha supoGuuuTeo: 800-26/2019-18 sin 05.06.2020 p.,

euaaHo JAZMP Pecny6niku Cnosenis

Howmep ceprndrikaty sinnosiguocti Bumoram GMP: 401-10/2022-8 sin 22.03.2023 p.,

Jlonepamin, raGmerkn 2 mr, 10 TaGaerox y Gaicrepi, 2 Gaicrepu B nauni

Howmep cepit:
Burorosiiena KinbKicTh:
Jlara BUrOTOBNEHHS:

Jata Banayi ananisy ceprudpixara:

MeToR KOHTPOMO AKOCTI:

BuAaHo JAZMP PecniyGmixu CriopeHis

Ceprudrikar ananizy Ne 21709

005608

154 200 ynakoBok
06.06.2022 p.

28.03.2023 p.
AND-FDF-(so0lid)-0152/R

g >
iGirmn LOR

Z’) L au V117
Jh 94)3¢.

Ne IMapamerp Kpurepil npuitaatHocTi Pesyneratit | BucHOBOK
. aHanizy
1. 3orHiHIA RUIIAA Bini aGo matixe Gini xpyrni TabmeTin 3 Binuosinae | Bignorinae
[JIACKOC IOBEPXHEND Ta (hackomw,
2. LIeHTHYHICTE A:
Ha xpomarorpami, otpaMani® ans
WKINBKICHOPO BUIHAMEHHAY, YAC YTPHMAHHS
TiKiB RONEpaMiny riapoxaopuay noBAHEH
BIANOBINATH Yacy YTPHMAHHA UMX TTKIB Ha
XPOMATCTpaMi, OTpHUMaRiil A3 CTaHAaPTHOrO
POBMUHY JCNEpaMilly riIpoxRopUay.
B: Bianmoeimae | Bignosipac
B ynstpadioneropomy caitni BunpoGysanuii
PO3tHH NOBUHEH AEMOHCTPYBATH
MAKCHMANEH] TA MiHIMaIBH] MOKA3HHKK HA
Takilt camiil MOBXMHHI XBITI, K CTAHOAPTHAIT
posuuH, y gianasoui Big 240 um no 300 um
3. Cepeans Bara, mr Bin 92,5 mr mo 107,5 mr 100,0 mr Bignosinae
4. OpnsopiaHicTs Menme abo nopienioe 15,0% 9.3 % Binmiosigae
JO30BAHUX OAUHHULIL
5. CynyTHI peq0oBHHH Homitnka A — ne Ginewe Hix1,0% He Buzrneno | Bignopimac
Howmimxa B — we Ginpine nixk 1,0% He sussieno | Binnosinac
Howminrka C — we Ginsine iz 1,0% He sussneno | Binnorigae
Nomintka D — me Ginsme Kix 1,0% He susrncHo | Bignosimae
Jominika E — ue Girswe nix 1,0% He Buapneno | Bignosiaae
Homimra F — ne Ginsuie vix 1,0% He suasneno | Bignorigae
Homimeka G — ne Sinpie i 1,0% He sussneno | Bignorinae
Howminiea H — e 6inbwe abx 1,0% He suspneno | Bignoeinae
Byap-axa inwa cymitn — ve Ginemie min 0.2% | 094 Bianoeinae
Cywma gomiok — e 6insie Hixk 2,0% 0% Bianosigae
6. PosunnHicTs, % He menme 75% (Q) npotsrom 45 xeuimn, 92% Binnosinae
Buicr nonepamiay riapoxnopuy 1.9 mMr Binnosigae
{CasHnCIN202 x HCI) B oanilt Tafnerni
noeuHeH 6yt pix 1,9 mr : Bi
yT 'Y miﬂ .Df
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{Hozomun/
Ceprudixar ananizy Ne 21709

Jlonepamix, raGaerkn 2 mr, 10 mabnemor y 6ricmepi, 2 6nicmepu ¢ ynaxoeni

Ne [Tapamerp Kpurepil npuiiaaraocti Pesynbraty | BHCHOBOK
aHailizy
8. 3a0pyaHeHHs araneHa kinbricrs aepobirx 350 KYO/r Bignosinae
MiKpOOpraHiaMamu sikpoopranizmia (TAMC): 10° KYO/r
3araneHa KinbKiCTh ApLKMKiB/TPUbKiB 10 KVYO/T Binmorinae
(TYMC): 102 KYQ/ir
BincyrHicts Escherichiacolia 1 r Bincyrsi Binmorinae

Hara sakinuenns TepMiny npuaarnocti: 30.06.2026 p.
VYmoBn 36epiranya: B opurinansniil ynakosui 3a reMnepatypu He Bume Hizk 25 °C

BucHogrok: Binnosigae Bumoram AND-FDF-(solid)-0152/R

Kepisnux Biagisy konrpoaro sxocti

BIKTOPEA HIYTKA: /nidnuc/ 28.03.2023 p.
Ilinnuc/nara

v zaceinuyro, mio Bei eTanu BapoOHHLTBA (BIUTOYAIOYH KOHTPOME IKOCT) Liel cepil roTosoro 3aco0y
Oyn# BUKOHaHI BIANOBiAHO 10 Bumor GMP €C Ta BianosiHo 10 BUMOT Jossony Ha npojak y kpaiui /
KpalHax MpH3HAYEHHS.

Cainourso npo peectpanito B Vipaiui: UA/7581/01/01, pitiche no: neoBmerenuit yac.

¥noenopaxena ocoba 3 SIKOCTI: .
Anem Munaapma: Inidnuc! 28.03.2023 p.
ITignuc/nata

CAYXKBA _
OWCTPUBYLI
TA




,T_IEPH(ABHA CJIY}KEA 3 .}IIRAPCBI{HX SAC(}'BIB TA KOH’I‘PO.}IK) 3A. :
' HAPKOTHKAMHR Y KHIBCBKIH OBJIACTI '

_ Hpocnem Barnepis Jobanoscrkoro, 51, v. Kufs, 03110, ren/daKc: (044) 363-06-50
. i:,wmatt éls ko@éls gov ua, Kox EEIEPTIOV 3?0787?4 .

BP.[CHOBOK o
- npo SIKICTH BBE3EHOTO B Yﬁpam}f micapcmcera 3acoﬁy

R T P e S i, e e o Ne1e31mI0

JIOH%PAMI}I

(Hami!mynamtx m;{apcx,mm 3aco0y 3rigdo 3 peec’rpdmﬁﬂ:m ﬁoca;,tﬁe:—mm)
Tabaerku no 2 mi; 1o 10 tabnerox y Gaicrepi; no 2 6aicrepn B naumi -

{dmpma BHFYCKY, JIOIYBAREA, BHA TIAKYBAHES NiKapoLEoro aacoﬁy}
: Homcp peec*r;)aulﬁﬂsm foCRingeHH UA;’?ﬁ 811’(}1/ 01 crpomK it peecfpaumﬁsro OB {ANEHHA Qi 01 2(}99

: Cepm nncapcmco ro zacoﬁy Nﬂ {3{)5608 g Kmamcn, BBS3CHOTO mxapcr,fcom 3a006y 1 54209

BHPDGHHK o o TOB ”MAPIEI)A?M" Cropenis :
s, a T (HaHMeHyBar-:m BapQOHKKe FIKAPCHROIO 3acoﬁy, xpamanex&)m{enﬁs:}

© Baeweros Vigaiy . Kopnopanis "APTEPIYM", inenr. cou: 33406813
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U KinsTs w cc"pi‘f -

anoﬁﬂmc: AT «Kuismennpenapary, /. (044) 490-75-22
llmsmmx N.E ATeXy 3 BHPOGHMITDA TBEPAUX (JOPM FOTOBHX JIKAPCEKUX 3aC0GiB
Anpeca Bupoﬁﬂmm AiBHAL Yxpaiua, M. Kuis, syn, Caxcarascsxoro, 139
Aupeca Micus l’ipOBSILeHHSl KOHTPOIO siKocTi; Vipaina; 01032, m, Kiria, By, CakcaraHchKore 139 Bumm xompomo m( JCTi
* Jlinghsia Ha BpobHuira6] AE Ne295498
Caizroutro nipo avecrauin; o293 pix 30 03.2016 % P
Ceprudixar Bi;mosinﬂocri ;'GM p :NeOQIIZOZOIGMP

Cep'rm}gnca'r axocti Ne 69092

RS I JIonepaMi;;[ e i
“LoTaGAeTRE oo Z‘Mr,- no 10 Tabnerok y: ﬁ.chepx, 2 Gmcrepn B natnu
1 Tabaerka micTuTs nonepammy rmpoxnopnny y nepepaxysanm Ha 100 % pedoBuny

ie Qegc*ljporcono

Cepin ,»‘:0042'5‘06' e

Agrg Bupoﬁamm‘sa \ ‘ . ""‘i\,,_OGi.O_ .2021

Hara pupaui cep'rmpxxm‘y o ?24;{) ,2()21 : . . £
Amnanis BHKOHAHO ¥, mnrxonmnoc*ri 3 MK JI3 Ao pcecrpauimmro nocsmqeu:m MUAI7581/01/01 SminaNel; N.z Nb3 Ns4, C g
S S A -y ,Ngs, cm‘ ) no MIC}I JI3 po3ain "Ma * 5 ', IMIHN TEKCTY MAPRYBARH 0 P]I 4
; MUAI‘?SSI/OIIOI (riaxa3 MO3 sin { 3. 04.2019 Ne716)
Ne }faﬁMeHynaHHx NOKAZHUKE Bamorn MKSI/AHI Pe:{ynx;iar aHanizy
1 Dre TaGnetku 6inoro abo Malbxe 6inoro KonsOpY, Kpyrioi Biﬁxjor izja‘e
: (opmu, 3 IIOCKOIO TIOBEPXHEID, 3 (PACKOIO. ) i |
2 | Igewrudixauis A.BEPX . ) : Bi):ixioz igfae
L | |B. Vo-cmextp o Bizroginde
« Cepenns Maca, MT ) Bin 92,5 mr go 107,5 mr. ) o , 10044 '
QnHOPiNHICTh KO30BAHUX OFHHULE Tlpuitvanbae 9ucno Mae BiADOBIAATI BUMOTaM, ) Bipﬁoz igae
) sazuaseHuM B DY, 2.940. | ) ) ;
5 | Cynposigui nomimzu,% Homika A - me Ginsue 1,0 J4 ) o anoxa}u{ac
. Hominika B - ne Ginpue 1,0 % ) Bimoﬂw,ae :
Homimka C - ne Ginsme 1,0 % Bizinoginae 3
JHomimka D - e Ginswre 1,0 % v Bigrioginae
Homimxka E - ne Ginsie 1,0 %. - Bizinoginae
Homimxa F - e Ginsie 1,0 % , ' Bi)irxmiin%lc
| Howmimia G - we 6insmwe 1,0 % o .| Bianbdinae,
| Howmimxa H - we 6imsime 1,0 % L | Bimmodinae
Byne-axa inura xominmxa - He 6umme 02% ) i ) Bi,iﬁ:fox{izfae
CyMa noMitox —~ ue 6insme 2,0 % ; ‘ Binx 31%&1%&6 ‘ (?
Tpenapar Mae sutpumysaraisuvors IOV, 2.9.3 npu Bisin ﬂix}m
PerNaMeHTOBAHOMY CTYIIeHI POSUHHEHES JonepaMiay
rigpoxnopuny (Q) 75 % vepes 45 xaunus, .
Kpurepil npriiarnocri: 3aransHe uncno aepoSuux Biznosinac
* {Mixpoopranizmis (TAMC) - 1000 KYO s 1 1. j
* - xoHTpOMOEThea KoK’ 10-Ta cepig 2
Kpurepii npuitnatsocti: 3argbse wueio zxpnxcmzcomx i Bignosiiae
rmiceﬂleaﬂx rpubis (TYMC)
* - KOHTPONMIOETHCA KOKHE o
Bmcymxcrn Escherxchxa iiplr, Bigriosinae
- KOHTPOJIEOETRCA KOWH i~
8 | KinrkicHe susmauenns, Mr Buicr nonepamigy rig 0% 2
GyTa Bin 1,9 Mr a0 2,1
Macy TabneTky, .
9 | Mapkypamms 3rigso MK J13 Biznbsinse
1-2




Cepm(pma'r AxocTi Ne 690§2-

JIonepaMla
Mo HaiiMenyBanna noKasHHKa BnM Iy I\/ﬂ(ﬂ/AHﬂ Pesynsrar aHanizy
10/ Yoaxoska T 3rinde MKST I3 ' B " Bianosizae
Te Nm npmmmoc*n 400p . e e U ‘ Mpuparsnit po; 08.2025
Yubsn f 36epiranu: B opurmmuuu ynaxnnm n[ n 'remicpmypi na sime 25 °C.
Bu Zbgm: Bianosizae sumoram MICS JI3 xo pecerpauiiinoro nocniny ﬂﬁm NeUA/7581/01/01, astina Nel, No2,

:-Ne3, Ned, Ne5, aminn po MKSL I3 posain "Mapxysanua'; 3mnm TeKeTy. Mapkysanns go PII
5 MeUA/7581/01/01 (raxas MO3 sin 03.04.2019 N16) JE ' T

uamsHuK BKS nist Mukonaista Yukonosens

f jl«nmi 20 peatizanii
1), 3acBiiMyl0, IO HapelieHa BuIe mil)bp
oqamqn NaKyBaHHA T4 MapKyBaHpi) Ta
winHooti 3 Bumoramu GMP, BCTaHOBJICHHMM
10 ‘Mic‘mrbcx y  peectpaniiinomy. Roced
aHoBneHo BipnoBinmicTs GMPy: 7 st :
Scfjlc gymaxgeaa ocaba3 m,co,cn

Iio  cepito npo;wmii Gyao  supoGnerno
3 BUINE3aRHAYeHil mnb}mm y | mosHiit
, @ TaKoK anoxmuo n0 cmenudixanii,
Ta aHanisiz” Gyno HepeTiIRyTO  TA

Siermer 7




Cepradixar sxocti Ne 64931 .

_ ‘ Jlonepamin |
e HaliMeRyBaHHS TOKA3HHKS | Bamoru MKSI/AHT ‘ Pesynsrar ananisy
10 | VYmaxoska ; {|3rinso MK JI3. Bignosinae
TepMin npunarsocri: 4.00 p. Tpuparauit no: 06.2025
YmoBu 36epiranns; B oprrinannuiit ynakosui npa Temnepatypl na same 25 °C.
BucHosku: Bianosinac Bumoram MIKS JI3 go peecrpauiiinoro nocsizgenusa NeUA/7581/01/01, 3mina Nel, Ne2,

N3, Ned, Ne5, aminu go MKSL JI3 posain "Mapkysauug", sminn TEKCTY MapkyBaunua xo PII

Hauaneuuk BKA 2 < ’ Onia Mukonaisna Yuxonoseup

JlosroneHo a0 peanisarii
«lluM 2 3acBigMyl0, MO HaBeNeHa Bue inpopmanis ¢
(Bomouaroun maxymamMs Ta Mapkysams) Ta NIPOBEHEH(
BiaHosimHOCTi 3 BHMoravu GMP, BCTAHORIEHMMH Micues:
WO - MiCTATBCA y  peecTpauifiHOMy  HOChe. TIpoTox
BCTHHOBMEHO BiANIOBIAHICTE GMP»»
YnoBHOBakEHa 0c06a 3 AKOCTI

Lo cepito mponykumii Gyno BupoGreso
BUINC3a3HA9CHIH [Minbmuui y  mosmiit
2 TAakOX BIAMOBImHO Jo coeumdixauiit,
T2 aHAN3iB - Gymo: mepernmHyTe Ta

Coreoks 07

; ' ' Cliyisa
i ‘ MCTPMSW.;W




Cepis

Kin-1s B cepif
JHara nnpoGuum‘na

Hara suag4i ceprudixary

Ainsruua Ne2 nexy 3 BupoGHUITES TBEpIHX ¢opu roToBHx nikapcsKuX 3acoGin
Anpeca anpoﬁxmor AinbHAL]; Yipaina, M. Kuis, sya. Cakcarasxcbkoro, 139

BupoGrnx: AT «Kuismeanpenapar», 1/d. (044) 490-75-22

Anpeca mcun TPOBEJEHRA KOHTPOJIO AKOCT: Vicpalna, 01032 M. Kuts, syn. Caxcarancsroro 139, Biaain xontpomo. mcoc'n

Tabnericn 16 2 mr, no 10 Tabaerok y Gaicrepi, 2 Gaicrepn B nauni

Jlinensis na nnpo6amm;o AE Ne295498
Cainourso mpo atectaniro: Ne293 six 30.03.2016 p.
Ceprudixar signosigrocti GMP Ne001/2020/GMP

Ceprugikar sxocri Ne 64931

- Jlonepamipg

1 Tabrerka micTHTDL Jonepamimny rinpoxnopuny Yy mepepaxysansi Ha 100 % pevosuny

-2 Mr
PII NzUA/7581/01/01, ni€ 6e3c’rpoxono

;510039664

AHaii3 BEKOHAHO Y BiANOBinHOCH 3

| 94,887 e yn

| 413.07.2001
+:118.08.2021 . :

.MKH a3 Ao peecrpaniilnoro.nocnuuenna NeUA/7581/01/01, :mina .N!l N2, Ne3, NM,

Ne3, sminm, ao MEA B po:ml.n "Maplcysanml", 3MIHH TekeTy Mapkypanns Ao PII '

MUAI7581/01/01 (Halcas MOS\Bin 03.04.2019 Me716).

Ne HaitmeryBans nokasHrka v Binors MIGI/AHJI Pesyiibrar ananisy

1 | Omue Ta6nerxu 6ioro ao matbke Ginoro xonsopy, Kpyriof Bimoiinae
(opMu, 3 NNOCKOIO OBEPXHELD, 3 PacKoIo. )

2 | Inentudixauis A. BEPX Biznobinae
B. Y-criextp Biznobinac

3 | Cepemus maca, Mr Bin 92,5 mr no 107,5 wr. 100,7

4 | OnmopiamicTs XO30BAHVX ONHHMLE Tpuitmansae wncio Mae rinnoBixaT! BEMOTraN, Bimnozinae
3a3uaacnanM 8 (DY, 2.9.40. )

5 | Cynposiani nomimu,% Homimxka A - ue Ginsine 1,0 % Bi.rmofninae
Homirmka B - e Ginbie 1,0 % Bimofninae
Jomimxa C - e 6inmsme 1,0 % Bimloiainac
JHomimka D - ne Ginsmwe 1,0 % Bimoiainae
Jominma E - xe Ginsme 1,0 %. Bianopizac
Homiuka F - we Gimsme 1,0 % BinoBixac
Homina G - ne Ginsme 1,0 % Biznosinae
Jomiumka H - He Gimbume 1,0 % Bianosinae
Byns-sxa inma gominmxa - ke Ginswe 0,2 % Bianosinac
Cyma nominrox — e Sinse 2,0 % Bimnopinae

6 | Posuunenns, % Tpenapar Mae surpumysara Bumorn DY, 2.9.3 npu Bi;moﬁi,uae
PerIaMeHTOBAHOMY CTYTEHi PO3YHHEHHS IonepaMiay
rigpoxnopuzay (Q) 75 % uepes 45 xsummn. _

7 | MikpoGionoriuna wucrora Kparepil nputtuaTHocTi: 3aransue uncio aepoGHuX Binnof;inae
mikpoopranismis (TAMC) - 1000 KYO s 1 . '
* - KOHTPOIIOETHCA KokHa 10-1a cepia
Kpurepii npuitastaocTi: 3aransae ucno ApiKIKOBUX i Bimxmf;i.uae
ruticenesux rpudis (TYMC) - 100 KYO BLI
* - KOHTPOMIOETHCA KoxHa 10-Ta ce .
Bincyrricts Escherichia coli B Bianosinae
* - KDHTPONIOETHCA KoKHa 10~ .

8 | KinpkicHe BM3HAYEHEA, MT Bwicr sonepaminy rigpoxiop , ; 2

Big 1,9 Mr o 2,1 mr, eOHIO | %)

f:;’:; TateTkn. ’ 'f’?&f"b j

9 | Mapkysauua 3rinso MK JI3 Binnox%inae

1-2




Ceprudikar sixocti Ne 52761

Jlonepamin
Ne. ~ HafimeHyBanus tokasnmka Bumorn MKSIVAHZ Pesynvtar ananisy
9 Mapxypanus 3riano MKST JI3 Bianosinae
10 | Yhakonka . 3riaro MK51 J13 Binnosizae
Tepmin npuaaruocti: 4.00 p. Mpuaatumii po: 03.2025
YMmosH 36epiranusn: B opurinansuiif ynaxosui npu Temucparypi na snme 25 °C.

Bucrosku Bignosinac sumoraa MK JI3 go pecerpauiiinoro nocsinuennn NeUA/7581/01/01, 3mina Nel, Ne2,
No3, Ned, NeS, sminn o MKS 13 po3ain "Mapxysanun", sminy Tekery Mmapkysanns ao PI1
NeUA/7581/01/01 (staxaz MO3 sin 03.04.2019 Ne716).
. 2
Hauanbiik BKA , - IOnia Muxonaisna Unkonoseup

Hossonena no peanizauil
«llum g |3acsipuyio, mo Habepexa Buuwe indopmauin €

Lo cepito npogykuii 6Gynmo supobneno

(Bmoualot  makyBaMHs Ta  MapKkyBaMHR) Ta nposefeHd 3;& m h sMwesasHauenil  AinpHuWi  y  moswilt

BiANOBIUHGCTI
o  MICTATLES

BCTAHORNEHO BignoriticT, GMP»
YnosHoBaxeHa 0coba 3 aKkocTi .

3 BuMoramn GMP, scrasosneHuMu

a Taxkok BIANOBIAHO 10 cneundrixaniii,
y peecrpauifinomy  pocse.  [lporoxos "po. pasigd) Ta awanizis  Gyno  nepernmsuyro Ta
a

(ke 0.0

FH . ja 0

-




Bupobuui: AT «Kuismennpenapar, /¢, (044) 490-75-22
Ainbrnus Ne2 uexy 3 supo6uuursa Teepaux (hopM TOTOBHX NiKAPCLKKX 3ac06iB
Anpeca spobuHHOT AinbEMui: Yipaina, M. Kuis, sy, Caxcaraucz.JKom, 139
Alpeca Micus NPOBEACHHS KOHTPOSIO SKOCTI: Ykpaiua, 01032, m. Kuis, syn. Caxcarancuioro 139, Biagin KOMTPOJIO AKOCTI
Jlivensia Ha BupoGHMLTBO: AE Ne295498 ' "
Caizourso nipo arecrauito: Ne293 sig 30.03.2016 p.
Ceprugikar ignosigrocti GMP Ne001/2020/GMP

Ceprudikar sxocti Ne 52761
Jlonepamin

tabaerin no 2 mr, no 10 TaGaerox y Baicrepi, 2 6aicTepy B nauni
I TaGneTxa MicTuTh Nonepaminy rizpoxaopuuy y nepepaxysanni a 100 % PeHOBHHY
-2 mr
PII NaUA/7581/01/01, nie 6cacrpororo

Cepin 0033369 -

Kin-th 8 cepii £ 47,980 wwe. yn - a
Jlara BupoGHuuTEA 08.04.2021

Jara pupaui ceprudixary 26.04.2021 »

AHANI3 BUKOHAHO Y BIANOBIAHOCTI 3 MKSL J13 no ﬁ'ecqpsnniﬁ_nuoro nocainueins NeUA/7581/01/01, amina Nel, Ne2, Ne3, Ned,

N3, 3minu no. MK JI3 posgin "Mapkysanus®, 3winy TEKCTY MapkyBanug a0 PIT
NeUA/7581/01/01 (naxa3 MO3 sin 03.04.2019 Ne716).

No HaiimenyBanus noxasnuka Bumorn MICGI/AH Pe3ynorar ananisy
I | Onie Tabnerics 6inoro abo maibie Ginoro xonnopy, kpyriiol Binnosinac
()OpMH, 3 INOCKOIO NOBEPXHEIO, 3 (PACKOIO.
2 | laenrudikauis A. BEPX Binnosinae
B. Y®-criekrp Binnosinae
3 Cepenns maca, Mr Bin 92,5 mr no 107,5 mr. ) 1ok),2
4} OnHopinHicTh HO30BAHKX OAMHWLE Tlpuiimansue yucao Mae BIANOBIXATH BHMOraMm, Bianosinae
3a3naveHum B JIOY, 2.9.40. _
5 | Cynposiani aoMiwixu,% Howmimka A - e Ginsue 1,0 % i Binnéninac
JHowmiwka B - we Ginbie 1,0 % Bianosinac
Howmiwka C - ue Ginviue 1,0 % Bianosinac
Homiumka D - ue Ginnwe 1,0 % Bisnosigac
Homiuika E - e Ginviue 1,0 %. Binnosinac
Tomiuka F - ne Ginsiwe 1,0 % Bianosinae
Howmiuixa G - ne Ginpue 1,0 % Bimnosinae
Homiwxa H - ve 6inbie 1,0 % Binnosinae
Byaw-fka inua gomiwka — ve Ginsure 0,2 % 'Biznoinae
Cywma nomiwox — ne Ginswe 2,0 % Bianosinac
6 | Posunuenns, % Tpenapar Mae BuTpuMysarn sumorn IOV, 2.9.3 nipn Bianosinac
PErNaMEHTOBAHOMY CTYEHI POUHHEHHS ONEpaMiAy
riapoxnopugy (Q) 75 % uepes 45 xaunnn.
7 | MikpoGionoriuua yucrora Kprnrepii npuiinstuocri: aranshe uncno aepoGuuy Binnosinae
Mikpooprawiamis (TAMC) - 1000 KYO 5 | .
* - KOHTPOMOETLCA KkoxHa 10-Ta cepis
Kpurepii npuiinstrocri: 3aranshe uncno apixmxosux i Binnosinac
nnicexeux rpubin (TYMC) - 100 KYO B | r.
* - KOHTpOMOETLCA KocHa |0-Ta cepist ;
Bincyruicrs Escherichia colia 1 1.
* - KOHTpOMOEThCs KoiHa 10-Ta cepin
8 | Kinukicne susHauenns, mr Bmicr sionepaminy rigpoxnopuay B oauiii Tabuerui Mac
6yt Bia 1,9 Mr o 2,1 mr, y nepepaxysanni Ha cepennio
macy Tabnerkn.




Bupo6rux: AT «Kuismennpenapary, 1/, (044) 490-75-22
HinsHung Ne2 pexy 3 Bnpoﬁﬂﬂmna TBepAHX (I0PM TOTOBUX JTiKapChKHX 3ac0GiB
Apnpeca pupoGHUUO] AitsHuni: Yipaina, M, Kuis, Byn. Caxcarancekoro, 139
Ajppeca MicIIs IPOBENEHAS KOHTPOIIO SKOCTI: Ykpaina, 01032, M. 'Km's, By Cakearancsxoro 139, Bigain xorrpomo sxocri
Jlinensis Ha BupoGuuuTs0: AE Ne295498
; Cinoureo npo arecrauiro: Ne293 Bix 30.03.2016 p.
' Ceprutixar sifnosizaocri GMP Ne001/2020/GMP

Ceprudixar sxocti Ne 47013
Jlonepamin

TabieTicn no 2 mr, o 10 Tabnerox y Gmicrepi, 2 Gnicrepu B nauni
1 raGaerxa mMicTuTh Nomepaminy rinpoxnopuay y nepepaxysansi ua 100 % peuoBHHY

-2wmr
. PlI N‘UA/7581/01/01, A€ 6e3cTPOKOBO

Cepis |

Kin-ngn cepil

Hara B:npoﬁﬂﬂu_"rna !

Hara sunadi ceprudikary p

AHari3 BUKOHAHO Y BIANOBIRHOCTI 3 - ] vMK;I JI3 Ao pempamiinoro nocpinuennn NelUA/7581/01/01, smina Nel, Ne2, Ne3, Ned,

“Ne5;: amifn io MKSL I3 posnin "MapkyBaung', aminn Texery Mapkysanus xo PII
NeUA/7581/01/01 (naxas MO3 pin 03.04.2019 Ne716).

Ne v HalimMerysanHs nokasHuka ' | Bumors MKS/AHT Pesynsrar anamisy
1 | Omuc " |Tabretxu Ginoro aGo maibke Gioro Konsopy, Kpyrioi Bianosigae
(hopMHu, 3 INOCKOIO TOBEPXHEN0, 3 (Packoro.
2 | Imenrudixauis A. BEPX Binnosizae
i B. Y®-cniexrp Bingnorizae
Cepenns Maca, Mr Bix 92,5 mr no 107,5 mr. 100,2
4 | OnHopifHicTs A030BAHUX ONUHULE TlpaiivMansHe YuCso Mae BiAIOBIATH BUMOTAM, Birmosinae
353HaquHM B 1DV, 2.9.40.
5 | Cynposinui xominmu,% Howmimka A - ue Ginsie 1,0 % Binmnosinae
- | Homiuxa B - e Ginpme 1,0 % Bianosinae
Jowmimxa C - e 6inpme 1,0 % Bignosigae
Howmimka D - ue Ginsme 1,0 % Bignosixae
Homimka E - ne 6inpie 1,0 %. Binnosingae
Howmika F - e Ginswe 1,0 % Binnosigae
Jominika G - ne Ginsme 1,0 % Bianosigae
Howmiuxa H - we Ginsie 1,0 % Binnosinae
Byab-fKa inma gomimka — He Ginsue 0,2 % Bignosinae
Cyma pomimox — ne 6inpme 2,0 % Bipnozinae
6 | Posunmenns, % TIpenapar Mac uTprMyBaty Bumors JIDY, 2.9.3 npu Binmosinae
PCTIaMEHTOBAHOMY CTYTICH] PO3HHHEHHS JIOTIepaMiay
rinpoxnopusy (Q) 75 % uepes 45 xpumua,
7| Mikpo6ionoriuna uncrora Kpurepii npuiteataocti: 3araisHe HCIo aepoGuux Bignosinae
Mixpooprauiwin (TAMC) - 1000 KYO BII
- KOHTpOMOEThCA kokHa 10-Ta ce _
Kpurepii npuitasrrocri: s'J T &ﬁﬁlﬁ oF OBHX i Binmosinae
rmtcex-xem«lx rpuGis (TYM@)-'WOKYO B I T N\
- KOHTPOMIOETHCA xo:xv\%% gﬁ;g\ \
Bincyrwiors Escherichigedlis 1. ’PME}’L!” ) : Binnosinae
* - KOHTPOMIOETLCS KOWHA 6'31;@@ 5
8 KimbxicHe Bushauenns, Mr Buict nonepaminy rizp ﬁ_} uy B i T%H 2 2
; GyTu Big 1,9 mMr o 2,1 Mr) Wl/ﬂ 10
Macy TabneTkH. \ '55‘
=




Ceprudixar sxocti Ne 47013

Jlonepamin
Ne HeliMenyBsaHus noKasHuKa BumMorn MKH/AHJJ; ' . Pesynsrar ananisy
9 | MapkyBauus 3riguo MK JI3 Bixhosinae
10 | Ymaxopxa 3rigro MK JI3 ' Bimnosinac
Tepmin npunarsocti: 4.00 p. Tpunar it o: 01,2025
YmoBu 36epiranus: B opurinanbhiii ynakosui npu Temneparypi na snumge 25 °C.
BucHonxu: Bianosigae Bamoram MK JI3 o pecctpaniiinoro nocsigaenns NeUA/7581/01/01, amina Nel, Ne2,

Ne3, Ned, NeS, sminu no MK JI3 posxin "MapkyBanus", 3misH TexeTy Mapxysanua o PII
NeUA/7581/01/01 (maxa3z MO3 six 03.04.2019 Ne716

Hawansauk BKST

Jossoneno o peanizanii

«dpM s sacBigdylo, IO HaBegeHa Bume iHQopMalis € JOCTOR pupoGiesHo
(BXMOYAIONA NaKyBaHHA Ta MapKyBaHHA) Ta NPOBGNEHO KOMA] y TOBHiH
BigroBigHocTi 3 BmMoramu GMP, BCTaHOBNCHUMHM MiCUEBEM  Df neuﬁ(l)ircauiﬁ,

mWo MicTaTees  y  peecrpauiiimomy  pmocse.  IIporoxomu ] a1 Y] amaniziz 6ymo mepermHyTe Ta
BCTAHOBNEHO BiANOBigHicTs GMP» ‘ i
VioBHOBax¢eHa ocoba 3 AKoCTi .










BupoGuie: AT «Kuisseanpenapary, /. (044) 490-75-22
Hisbruts Ne2 uexy 3 supoSunirsa TBEPAHX POPM POTOBHX JUKAPCLKHX 31c0bin
Anpeca supoGuinol ainsunui: Yipaina, . Kuis, syn. Caxcaraucpbkoro, 139
Alpeca MiCUs IPOBEACHILS KOMTPOMO AKOCT: Yxpaina, 01032, M. Kuis, syn. Caxcarancskoro 139, Bijgain KOUTPOIO siKoCTi
Jlinensis na supoSuuirno: AE Ne295498
Cainourso npo arecraiiio: Ne293 nix 30.03.2016 p.
Ceprudpixar signonsianocri GMP Ne001/2020/GMP

Ceprudikar sixocti Ne 41542

Jlonepamin
TabaeTicn no 2 mr, 1o 10 ra6aerox y Gnicrepi, 2 Onicrepn B payui
1 TaGueTica MicTHTD J0ONEpaMiny rixpoxnopuay y nepepaxysanni na 100 % peuosuny

-2 wMr
PTT NeUA/7581/01/01, pic GescTpokono

Cepin 0029179
Kin-1b 8 cepii 48,545 Tic. yn
Mara BrpoGumnursa 22.12.2020
Hara pupaui ceprudirary 18.01.2021
Amnani3s BHKOHAHO y BianoBiguocTi 3 MK JI3 o pecerpauiiinoro nocsigvcums NeUA/TS81/01/01, satina Nel, Ne2, Ne3, Ned,
NoS, sminn o MKSUJI3 posain "Maprysamus™, sstinn rexery aaprysaius go Pll
NeUA/T581/01/01 (naxas MO3 sin 03.04.2019 Ne716).
Ne Haitmenysanus noxasunxa Busorn MIGT/AHJ, Pesysrar ananizy
i Onuc Tataerin Ginoro aGo maitke Gistoro kOALOPY, KpyHIOT Biarosizac
GOpMI, 3 IIOCKOIO TIOBEPXHEIO, 3 (ackoio,
2 lnenrudixauis A. BEPX Bimnosizae
B. Ydb-criexrp Bianosinae
3 Cepeust Maca, Mr Bin 92,5 Mt o 107,5 mr. 100
4 1 OmuopimicTh J030BAHHX OMNHHIE Npritvansiie uneso Mac BianoBinay BuMoras, Bianoninac
sasuaaucHin B 1Y, 2.9.40.
5 | Cynposigui nomimuis,% Homika A - ne Sinbwe 1,0 % Bimrtosizac
Homiurka B - ne Ginvue 1,0 % Bianosizac
Jowmimka C - ne Ginbuie 1,0 % Biuosizac
Howmiiuxa D - ne Ginswe 1,0 % Biaosizac
Homitxa E - ue Ginnwe 1,0 %. Bizuosinac
Houiuxa F - ne 6innme 1,0 % Bianosizic
JHonmiuika G - ue Sinsiue 1,0 % Biarosinac
Jomiuika H - e Sinniue 1,0 % Biznosinac
Bynn-sixa itua fomitxa — ne Siaviue 0,2 % Biznosinac
Cyma pomimox — e Ginpie 2,0 % Binnosinac
6 | Poswaenna, % Tpenapar mae purpusysarn sisors J10Y, 2.9.3 npu Bijuosijae
PErNaMenTOBAIOMY CTYTICHI PO3UMICHIIS AoTepamiay
rigpoxnopuay (Q) 75 % uepes 45 xsusi,
7 | MikpoGionoriuua uucrora Kprepit npuitusruocri: 3araasue uncio aepodmiix Bimnosizac
sikpooprauissis (TAMC) - 1000 KYO s | 1.
* - KOITPOSMOETHCs KoHa 10-Ta cepist
Kprrepil npuiinsrnocri: 3arainie YHeno ApHrsKoBHX i Bianosinac
mticenesux rpudis (TYMC) - 100 KYO s 1 1.
* - xourposnoerhen kosita 10-1a cepis
Bincyrnicrs Escherichia coli s 1 1.
¥ - xouTpomoeTLes koxua 10-Ta cepis
8 | Kumxicue usnauenns, mr Baticr nonepasiny rigpoxnopiy s omuiii rabnerui mac
Oyri Bin 1,9 Mr o 2,1 mir, y nepepaxysanui na cepeaio
Macy TadnerkH.




Cepruoikar sxocti Ne 41542

Jlonepamin
Ne Haiiseny panis noxasuika Busorn MICVAH Pesynirar ananizy
9 | Maprysanus 3rimo MKSIJI3 Bignosinac
10 | Ynaxosxa 3riano MKS1JI3 Bianosinae
Tepain npuaarnocri: 4.00 p. Fpunaranii no: 11.2024
Yot 30epiraius: B opurinansuiii ynaxosui npn vesuneparypi na sume 25 °C.
Bucnonk: Bixnosinac sumoram MKSIJI3 po pecerpaniiinoro nocsiguennn NeUA/7581/01/01, 3mina Nel, Ne2,

No3, Ned, N3, sariny o MKSIJE3 posaia "Maprysanusn", 3minn TeKeTY Mapxysanun go Pll
ST

NeUA/TSSHO1/0T (narens MO3 wi SSFTIMHIIAG).
y/ OQ’YA" pnys k("’//é\,\\
[N B

Hauanuhuk BKS
Jlozsonieno no peanizauii

IOnis Mukonaisna Yukonogeup

Z.

s

" v 1T 3
T
\ C(%;'L'({ES[D&@‘)HO})Q?’ J Touoro. Lo cepito  mpouykuii Gyno  supoGneso
onely ﬂgb ;Sﬁﬁwgt‘jif/mcocﬂ Ha  BHe3a3Hauenii  giseuuui  y  noswiit
signosianocri 3 pisoramn  GMP,  Beranonneimu R 'ﬁgfm;\\(*“pef‘ JLITOPIAM  opranos, a  Takok  Bianosimmo no  crewdixauii,
MO MICTATRCH  y  peectpauiiiiomy  poche. T Ipm'ok 3 e 3 r’/
BeTauoBseHo Bianoniguicrs GMP»
VYriosHoBaxkeHa ocoba 3 sikocTi

(B KGHOY RO HAaKyBaHilsl  Ta  MapKyBani !}l) Ta 1%

fBa, nakypaums  ta amanizis Gyno  nepermsmyro  Ta
7 7 /( sen,
€ / Osena Feopriisna Cuuosa

.o ey

Bx.anp 0364, 0562 Y 05.0%.803 %




Bupobume AT «Km&\luwpumpm» T/, ( )44) 490-75-22
Hinbrms N2 pexy 3 BHpoBHHLITEA TRE )}m\ dopai xoroun\ JUKapenLKuN 3acobip
* Anpeca BrpoGumrioT ALK ‘fhpdﬂm M. -Kuia, BYJI1, C/\Kcanmcm\o!o 139 i
Anpeca micis npoucﬂcmm KOHTPOINO sikocTi: Ypailsa, 01032 M. Knis, sys, Cakcarancekorn 139, Binuin xcmnpomo SAKOCTI
: Jlinensis na mrpo(unw B0; AE Nu295498 ]
Crinowrso npo arecrauiio: Na293 Bing 30.03.2016 P
Ceprudixar nianonimuocri GMP Ne001/2020/GMP

Ceprudixar srocti Ne 41481

Jﬂmnepam in |

'mimcncn 10 2 pr, no 10 tabaerox! y Gaictepi, 26 Baicrepn B navui
1 1‘a6ne'r1c‘1 MicTHTL Jgonepaminy rixpoxaopujy y nepepmymum na 100 % peqommy
=2 mr
PII N UA/7‘>81/01/01 i€ 6ezerpoicono

Cepin 0029178

Kin-rs 8 cepif 47,340 rne. yn : : x i ] k
Jara BupoBuuwrsa 2].12.2()£() A : i :
Hara sunaui ceprudicary ; - 16.01.2021 %

Anaii3 Bikonao y sinnosignocri 3 ! MEKSL 3.0 petupmuumom nouwmcmm Ne UA//‘:S]/(H/GI 3ntina Nel, Ae2, ) N»B 5\04
: NS, antiun no MICST JI3 pmrx;u ”Ivlnpkymumﬂ » 3MIRH TERETY MAPKYBaIH j10 PH
NeUA/7581/01/01 (uarcas MOS Bi 03.04.2019 Ne716).

Mo Haitvenysanns rnoxasuuxa Busorn MKSI/AHJ1 Pesynurar aunisy |
1 Oniiic TaGnerku Ginoro ado Mzu‘bke Bistoro konbopy, kpyriol ;Bizmdni;xz)c
GOpMI, 3 NI0CKOIO nom,pxuuo 3 (hackoio. : ;
2 | Inewrngiranis A. BEPX : : Bin rcén inac
' B. Vo-cnexrp ; 3 | Bianosigae
3 | Cepenus maca, Mr Bin 92,5 mr a0 107,5 M o ; 100,7
4 | Onmuopimicrs mososanmx ojgumm.(h Tpuiimansie qncno Mae nmnomuam BHMOraM, B izm&ni a:(-:
: sasnavcuine s J1BY, 2.9.40. ! ]
5 | Cynposiaui nominxu, % j Hosiunca A - e 6i11:1,mc 1,{) % B i,m'}()j;i}.[:)‘@
: 1 Howmiuma B - e Sinbme 1.0 % ‘Bimxmsiuuc
Homiwxka C - ne 6inswe 1:0 % Bumom,m
Hominnca D - ue Sinpme 1.0 % Bumon ] ’1}
Howmiuika E - ue Ginbue 1,%0 %. . Buu‘ropuwc
Homiuma F - ue Ginnwe 1,0 % : Bimnonigac
Homiwa G - ue Ginvuwe 1,0 % Bi,mloisiua(t
Homiwka H - ue Ginbue 1:0 % Bimmf&igmé:
Bymv-siica fnma nostimxa —tie Ginpue 0,2 % Bianokinac
Cywma nlomitox — e Ginbme 2,0 % Eiz{r'i()[}izlac‘
6 | Posuunenns, % Tpenapar mae BHTpHMYBaTH sumori J{DY, 2.9.3 npy B inoBinac

PELIAMEHTOBAHOMY CTYNeHi posuHHeNns fonepaminy
rigpoxsiopuy (Q) 75 % uépes 45 xnusmil,

7 | Mixpo6iosioriuma uncrora Kpurepii npuiiusrrnocri; 3aransie uneno acpoldix Binnosinag
L Mixpoopranismiz (TAMC) = 1000 KYO 5 | r.
* - KOHTPONOCTLCS KON 10-ra cepis

Kpwrepii npuitnsmiocri: 3aranbHe YHCI0 UPHIIGKORIX | Bianosiac
nticenermx rpudis (T YMG) - 100 KYO 51 .
- KOHTPOMIOETHEs Kkoucka 10-Ta cepis

Bigcyrnicts Escherichia colin |
* - XOHTPOMOETHCS KONcHA |0-Ta cepist

8 | Kinnxicue puznasenns, mr Buticr sonepaminy xmpo\ﬂopmy B OAHIH; m(‘ OaeTil Mac
Gy Bim 1,9 mrono 2,1 ar, y ucpepd\ymmn Ha cepeiiio
Macy TabaeTicu.




Ceprudixar sxocti Ne 41481
- Jlonmepamiz

o - Haitmenysanums nokasiixa Buyorn MIGY/AHM/ : Pesymirar auanisy

fF) Mapxysants 3rigno MKS JI3: . Bignosigac

10 | Ynakosia i |3rigno MK JI3 Bianosinac
Tepwmin npugariocti: 4.00 p. : Mpuparnuit po: 11,2024
Yaronu 30epiranius: B opurinaasuiii ynaxosui npi vésmeparypi na sume 25 °C.
Bicnoni: Bianosinae susoran MICSI J13 1o pecerpaniiinoro noesiguenis NeUA/TS81/01/01, saina N1, N2,

No3, Ned, NeS, amimno MICS I3 pospin "Mapiysanus™, 3sinn TeRCTY maprysanns go PIY
MUA/7381/01/01 (1hieas MO3 1i103.04.2019 J\‘;?} i

! i i o / ‘
Hauansuur BKS e i -

; : 5 T o
Jldssoseno 1o peanizanit ; 7 ApZE: e
alluy g saceigyio, o wamejena  Buwe  inopmaiis. € gocror xqgg{zx

[Wronaiera Yuronopelps

“7’7_}30 T

'1'115’715‘@@?:?).0 L1 4fbpiso npoayxuii  6yno  supoGneno

(BAIOMAIONIT  OAKYBANLS TR MapKyBaHua)  Ta  POBGACHO  KOHT g‘?'fﬁ@qri?o Ha /S }gfl esasnauenil  pineHunl  y  nosuiit
i il 7 ar, ? |

signosiznocri 3 suvorayu GMP,  peranopsenumi micuenuy  peryiy

CCTa 2 . . : -
\l’f"gf«?"”‘mq :;bé? :_y-/'moxc BIALOBIANO  fo  cnewiikanii,
IRY BAHHA: /*/gs

3 : - : PRI s
1o MICTATBLCS ¥ peecTpaiiioMy J0CHE, I ]p()’[‘Ol\f(.}!l!'I BHPOUHHLIY AHAIN3IB 6}’}[0 IEpEnsiiy 1o T
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Cepis

i
!
| i
Bupo(’mn\ AT «Kuinmenmpenapary, /). (044) 490-75-22
}IUIM!}HLSI Ne2 1exy 3 BupoGHuLITBa TBEPIX hopa POTOBHX MKAPCHKHX 3ac06in

Anpeca micus nponulunm x\ourpomo skocri: Yipaina, 01032, m. Kuis, sy, Camu anceroro 139, Biain konrposo sxocri

A apeca

Tabnerin

1 rabaerka micturs

Kin-ts B cepif

Hara supoGruLTBa

Dara sunavi ceprudixary

AHai3 BHKOHANO Y BIAMOBIAHOCTI 3 ©

00
47
21

16

M
Ne

55

l-!{p()('llll‘{()lJIUIMIXHU Yipaina, s. Kiis, sy Cd;\wl AChKOIo, 139

Jliuensis na supobunirso; AE Ne295498
Cainourso npo arecrauiio; No293 pix 30.03.20]6 P
Ceprudixar siznonigsocti GMP Ne001/2020/GMP

Ceprudirar sxocti No 41431

Jlomepamin ;

10 2 mr, no 10 Tabnerox y Gaicrepi, 2 Gaicrepn B nauui _ v

Jonepanminy r‘mpomopxmy y nepepaxysauni na 100 % pwommy ;
-2 mr .f

PII NeUA/7581/01/01, aie 6e3C’r])QI<6110 ‘

29177

D32 Tie. yn
12.2020
.01.2021

Ks1J13 no pc(cxpauummo noesiguens J ”-*UA/%SI/()IIO .7\ 2, N‘n3 Ned,
3, smine g0 MKS1 JI3 posain "t\Llpl\yBMHlﬁ » SMIHH TCRCTY 1 \wpxcynamm 10O Pll
UA/7581/01/01 (naxas MO3 pin 03.04.2019, J\»?l()

3atina Nel

No Hatimenysanus nocasuuka Bunmoru MICSI/AHA Peayﬁum\r ananizy

| Onme Tatneriu Ginoro ado maibxe Ginoro x«)J;u,Opy, Kpyriol : Binnosinae
(hopa, 3 1I0CKOI0 IOBEPXHEIO, 3 (JACKDI0. ;

2 | Inewrnixauis A. BEPX : : gBim’IOHi,ﬂEI(T
B. Yd-cneirp iy Bi;u‘loui,uac:

3 | Cepentn maca, Mr Bin 92,5 mr no 107,5 mr, ’ i 99,7

4 | Ommopinuicts KO30BAHNX ORIHULL’ Tpuitmansue wicno Mace pianosinary némﬁoram, Einﬂouiﬂab

: saznauckuy B /1Y, 2.9.40, &

S | Cynposiui gomiunci,% Jlomimka A - ne Ginbwe 1,0 % fBiimox;i,uzlc
HJomiuka B - ye Ginvwe 1,0 % Binnonizac
Jominca C - ue Ginnie 1,0 % I;Bzi,zumni;mc'
Jomitka D - me Sinvie 1,0 % Bianosinac
Jomimika E - we Ginbure 1,0 %. Siﬂuoui;xa(:
Howmixa F - ue Ginswe 1,0 % Binosinac
Homiuxa G - ve Ginviue 1,0 % Bianosinac
Jlomimka H - ne Giasue 1,0 % lfB?im;()uisz'
Bynb-sika inma poMiuika ~ 1ie Ginbiue 0,2 % Bi’zmmsizmc
Cywma nowiuox ~ e Siswine 2,0 % ' Bluosinae

6 | Poszuunenus, % Ipenapar Mac BUTPHMYBATH BHMOCH ﬂ@l)y, 2.9.3 npu Binnoninae
PEIIAMENTORANOMY CTYIICH] POUMHEHHS fotiepamiltly &
riapoxsopuny (Q) 75 % uepes 45 xsuam; i

7 | Mixpo6ionoriuua uncrora ‘ Kpurepit npuituariocri: 3aransie kmcﬁo aepoliLsx ‘ lféj:.moni,uuc
mikpoopranizmis (TAMC) - 1000 KYO B It
* - xouTpomoeTLes Kokna 10-Ta cepis
Kpurepii npuitissriocti: 3aranbhe wncio APDIGDROBIX | i Binrosinac
nicenesnx rpuGis (TYMC) - 100 KYO s 1 ¢ :
* - xonrposmoerses koncHa 10-Ta cepis \‘\oPnO*’ A;j
Bincyrunicrs Escherichia coli s | r. /é muab
* - koHTpOMoersos koxcka 10-Ta cepis ‘QM,-,.P

8 Kinbkicue susuavenns, Mr Buicr noneﬁ'xmi,uy TiApOXNOpHAY B O}LIléﬁ rabnerui mae
Oyt in 1,9 mr po 2,1 mr, y nepcm\ynmuu Ha CePCANIO
Macy Tabaerku,




Ceprudixar sxocti No 41431

i

Jlonepamin
-No i Haitvenynanis noxasuuxa Bumoru MICI/AHI Pesynwrar ananisy
9 Maﬁxy Billlllim : 3rigno MKS JI3 Bingnosigae
10 S’rmkomm , - |3rigio MKS 13 Binrosigae

leu i npnzlamourl 4.00 p. Tpuyarniii go: 11.2024

Yaonm .360p1v1 AL B opurinannuiii yn.mmsul npy Temneparypi ua snme 25 °C,

Butcronki: Bianosinae susorant MK JI3 no pecerpaniiinoro nocmuqumsi J‘(‘oUA/'T‘iSI/OI/()I 3nmina Nol, No2,
: No3, Nod, NeS, sating jro MKSIJI3 posain "Maprysanns®, smimg rexery nmvaa aunus go PI1

NoUA/TE81/01/01 (xiawcasz MO3 Bin 03.04.2019 No716). ‘

oy

" @7%2’7; e
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Cepis

Kin-tb B cepii
Hara pupoGuuurea
MHara sunaui ceprudixary

ARaji3 BHKOHAHO y BiANOBiAHOCT 3

Anpeca BupoBIMOT maviniu: Yipaiua, . K, wya. Caxcaranenkoro, 139

BupoGnni: AT «Kuisveanperapars, /. (044) 490-75-
Hinvum No2 uexy 3 nupoBunirsa teepnix Gopat ForosHy SKapesrN 3acolin

22

Alpeca Micust IPOBEACHHA KOHTPOIO AKOCTI: Yipaing, 01032, M, Kyiim, sysr. Cakcaratenioro 139, Bizuia otrposnio sikoeri

Tabaerku no 2 mr, no 10 Tabaerox y Gmicrepi, 2 GaicTepn B navui

Jlinensis wa supounurso; AE Ne295498
Cainourso npo arecraniio: Ne293 nin 30.03.2016 p.
Ceprudixar signosinrocri GMP Ne001/2020/GMP

Ceprudikar sikocti No 41430

Jlonepanmin

1 TadseTra micTuTL JI0epamMiny FiaApoOXAOPIAY Y nepepaxysanni ua 100 % peuosnny

-2 mr
PIT NaUA/7581/01/01, aic GeseTporoso

0029176

_:'47,59:9 THC Y1
21.12.2020

25.01.2021
MIA JI3 no pecerpauiitnoro nocsigucius NeUA/T381/01/01, 3nmina Nty Nu2, Ne3, Ned,

Ne§, aatinn go MIKS JI3 powtiar "Mapiyssns ™, ssing rewe ry saprysamis o PIl
NeUA/7S81/01/01 (maxas MO3 sin 03.04.2019 Ae716).

Ne HatiMenyBauns noxasimia Busoru MKSI/AHJL Peayanrar anaisy
1 | Onue TatGnericn Ginoro abo raitie 6in0ro konbopy, Kpyraoi Bizwosizae
(OPMIL, 3 FIOCKOIO NTOBEPXHCIO, 3 (ackoio.
2 | luenrndixauis A, BEPX Biznonizac
B. Y®-cnexrp Biatosiiue
Cepenust Maca, Mr Bin 92,5 mr o 107,35 M1, 100,3
4 | OnsopinticTb KO30BAMHX ONMHILL Tpuiimasnie MHCAO Mac BIIUIOBIZATIL BHMOTAM, Bizuonisac
sazuadenuM 5 JldY, 2.9.40.
S Cynposiani gomiumxu, % Jlomiuika A - ne Gubwe 1,0 % Bisnonizac
Homiuca B - ne 6inve 1,0 % Binnoniae
Jomiwxa C - ue 6inbwe 1,0 % Bismonizac
Jloamitxa D - ue Sinsie 1,0 % Biasoniac
Honmimxa E - ue Ginnie 1,0 %. Binnosizac
Homimka F - 1ie Ginbine 1,0 % Binnosizac
JHositxa G - ne 6invine 1,0 % Biznosizae
Jonmixa H - ne Gissiie 1,0 % Biswoni e
Byap-aka fita gomiuika — ue 6inviue 0,2 % Bionsiac
Cyma pomimox — uie Gispiue 2,0 % Biaosiac
6 | Posumnenns, % TMpenapar sac surpssysarit simoru 1Y, 2.9.3 npu Bixuosizae
PETAAMENTOBAIIOMY CTYTICIH POBUHHCIHS JOTICpaMisty
rigpoxnopiny (Q) 75 % uepes 45 xnunitn.
7 | MixpoGiosnoriuna uncrora Kpurepit apufingriocti: 3aransue uncio aepoSix Binnosiae
Mikpooprauizsis (TAMC) - 1000 KYO 8 | 1., 1<30 KYO/
* - KOUTPOMOETLES KocHa 10-Ta cepist
Kprrepii npuitngriocri: 3arainhe 4neio apisioroBix i Biumoniac
nuricenentx rpudis (TYMC) - 100 KYO » | 1,
* - goHTpOIOCTLes Koskua 10-Ta cepis
Bincyruicrs Escherichia colin | r.
* - KOHTPOIIOETLEs KovcHa | 0-ta cepin
8 | Kinvxicne Busuasienis, Mr Buicr stonepaminy riapoxsopiiy s omiiit raénerid mac
Oy Bin 1,9 Mr 10 2,1 Mr, y nepepaxy Bansi 1a cepeanio
Macy TabaeTKH,




Ceprudixar sxocti No 41430

Jlonepamin
Ne IHafisenty sanns nokasiika Bustory MKA/AHZ Pesynirar ananisy
9 | Maprysatus 3rigno MK JI3 Bintosigae
10 | Ynaxonka 3rigno MICSHJI3 Bingnosinae
Tepain pprzatmocti: 4,00 p. [Mpugaranit go: 11.2024
Yaon1 30epiranist B opurinaanuiii ymaxosui npyu remneparypi na sime 25 °C.
Bucnonku: Binnoninac susoram MKSTJI3 1o pecerpanifinoro nocsinaennst NeUA/7S81/01/01, smina Nel, Ne2,

N3, Nedy Ne§, satinn o MICSHIIS posain "Maprysanus”, 3minn rexery maprysanus go Pyl
No ri\/7381/01}01 (naras MO3 sin 03.04. 2()19 A»716)

Havaneyu BKSI

Jlosponeno 1o peanizaii

Lo cepito mpomyxuii 6yno  supoGneuo

«llini g 3acsinuyio, o pasefena  miue  indophalis /
X [ s ’ ; i

O&TDH O BHINE3ABHAUEH ] : / :

( Q@%Tdbﬂ% oA e3asHauenii - ninbuMul  y  mosnif

ianosiocri 3 pusoram GMP,  peranossenia aicuendisd SRErYSIORYEN| opr ) } a rakox  BignosigHo 4o cnewmdixauiil,

001DsiRayTEaIaKy) Ta aapizis  Gyno  nepernsmyro  Ta

,lfl:t[ {
2 ®§po arecTayin /o o
(L i o -
; ‘/, /. a / A ¥ s
- /&,,' 7 jé/nena I'eopriteua Cuyosa

x,( T

/ ;éf ),,g,/

(BIGHOUAIOMI naxveai o ra ?slilpl(\’}}ill"”l) Ta 1!])0!1(,}[(,11%

mo  afcrses Y pecerpaiiinony  socee.  Tlporokoy

seranopscho sianoniuticrs GMPy»
ViopHopaxkena 0coda 3 1KocTi

Rx.an. M 7299 @ J608.2041 o




Cepis

Kin-1s B cepit
JHara upoSuunrsa
Hara prnani cepradinary

Anatiz BUKONano y sinnosimHocti 3

Jlinbis
Anpec
Anpeca Micus nposeaes i

Tafae
1 Tabanerka micr

Bupobuui: AT « Knigmennpenapary, /). (044) 490-75-22

Lt No2 1eXy 3 BHPOGHHLTBA TBEPAIX Gopss roToBIX sikapesknx 3acoGis

Ca BUPOOHAYOT AibHIL: Yipaiua, M. Kitis, sy, Lancaraucbm)lo 139 ; :

HTPOINO Axocti: Ypaina, 01032, v, Kuin, BYJL Cchzudncbx(or() 139, Binuin kowrponio skocri
Jliuensis wa BupoOuTEo: AE Ne295408 i

Cainourso npo arecranito: Ne293 nin 30.03:2016 p. E

Ceprudixar pianosinmoeri GMP MO0 1/2020/GMP i

Ceprudixar sikocti No 41428

Jlonepamin :
KH 110 2 mr, o 10 TatsieTox y Gaicrepi, 2 | daricrepl B navni :
1Tk Nonepaminy rigpoxsopuny y nepepaxysanni na 100 % pcqommy i

-2 Mr
PII NeUA/7581/01/01, nie 6escrpoxoso

0029175
45,100 The. yn
06.11.2020
116.01.2021

" \HCH JI3 o pecer p'uumxm 0 BocRinvenns \’HUA/T)?»I/OHOI smina Nel, J "02, .J’\n3, Ned,

J\as, satinm po MICST JI3 posain "Maprysamus', 3atinn TEKCTY M‘l[)l\ylhlllllﬂ no PII
NeUA/7581/01/01 (uaxas MO3 sig 03.04.2019 Ne716).

Ne Haitmenysanns noxasumia Buyorit MICGH/AHJ] PCK)’:‘U;‘(‘H‘!” anadizy |
1 Onc Tabnericn Ginoro aBo maibie Ginoro i\'onhépy, Kpyrioi Biurm;ziﬂaé
(EJO])MH 3 IO CKOIO TMOBEPXHEIO, 3 (PACKOIO.
2 | lnewrudiranis A, BEPX ‘ Bianosizac
B. Yd-cuekrp | Bianosinac
3 | Cepemis maca, Mr Bin 92,5 mr mo 107,5 mr, ‘ ,] 100
4 | OnuopinnicTs K030BAMIX OAMHML Tpuiimansie uncio Mac pianosigar BHMOTAM, 1§:i;m(miz.mc
-~ |3asnaueniy B JIOY, 2.9.40, : . ‘
5 | Cynposiani nomimku,% Homimka A - ue Ginvie 1,0 % Binnosinae
Homimka B - ne Ginsue 1,0 % : Binuosinae
Homiurka C - ne Ginvire 1,0 % Bianoninae
Hontiwka D - yie Ginpie 1,0 % | B'im‘umi,r.ulc‘
HAomiuixa E - ue dinsuie 1,0 %. ‘ Biuminizmc
Hosimia F - e Ginvwe 1,0 % ' Bianosinae
Hostima G - ne Ginpiue 1,0 % : B;imm‘xsi,uac
Hominmca H - ne Ginvwe 1,0 % Biﬁzmol;i;wc
Bynn-sixa ina gomitica - ne Ginpiue 0,2 % : Bi}mouimw
Cyma nomitox ~ ue Ginwure 2,0 % © Bimnosinac
6 | Posuuuenns, % Tpemnapar Mae sirpisysarh umors ADY, 2.9.3 npu Binrobizac
PErIaMEHTOBAHOMY CTYIIEH PO3HMICHIA Jonepaniny '
riapoxsopuny (Q) 75 % uepes 435 Xpuiumn, :
7 | MikpoGionoriuna uncrora 2 Kpurrepii npuiinsrnocri: 3arasmie uucno aepodimx - Bignosine
Mikpooprauismis (TAMC) - 1000 KYO & 11,
* - KOHTPONIOEThCA Kowkha 10-Ta cepis ; -
Kpurrepii npuitustiocri: 3aranbise uucno JAPDIIKOBHX | ! Bi}unou inac
| mnicenesux rpusis (TYMC) - 100 KYO s | 1. ‘
¥ - xonrposmoerses koxkua 10-ra cepis '
Bincyrnicrs Escherichia coli i 1 r.
¥ - KoWTpOImoeTLes kowkua 10-Ta cepis
8 | Kimsxicue nuanavenss, mr Buiicr nonepaniny riapoxnopuny s ounifi 1?;16;1(311(1' Mae
Gyt 8in 1,9 mr 10 2,1 Mr, y niepepaxynanii ua COPEAHIO
Macy tabnerku,




Ceprudixar sxocti No 41428

Jlonepamin
No I-[af»'zmc[»xymu-inx FIOKA3HHKA Bumorn MICGVAH] Pesynvrar ananizy
9; Mépkyl;u}éun 3riano MKST JI3 Binnosinac
10 yl]hmnikd 3rigmo MK I3 Binnosinae

Tepmin nprnarnocti: 4.00 p. :
Yatoni adepiranmg: B opurinaanuili ynaxosui upn remueparypi na sume 25 °C.

Bixnoninac suasoras MKSEJI3 no pecerpaniiinore noesiguaenns No
No3, iNod, NoS, saritiu po MEKSEJI3 posain "Mapkysanus', 3mims e

NeUA/7581/01/01 {naxas MO3 nin 03.04.2019 .1'\'?7716

Buciionkn:

N

Hauanbuuk BICS
] 3

Jlo3BoneHo 1o pez:m izauir

(&Y J‘w&ﬁkg( .‘;, §

Tpunarauii go: 10.2024

UA/7581/01/01, 3mina Nel, Ne2,

KxeTy MmapryBantis jgo PI1

//éf/ i
"‘% W’“@uﬁ Muxonaieia Uuxonoselns

«llMM 8 3acBiguyio, WO HABeAeHA R iopmallin € gocr 06 & lﬂﬁxd ¢ cepiio  mpoaykuii  6yso  BupoGueno
i § § ) s 5 3
(m\'suotm!otu-l nakyBains - Ta mnplcynmmn) T [POBEACHO  KC ) *,ij HOHIo \1 puesaspaueniit - pmHEni  y  nopwiit
sianosignocti x sumoramn  GMP, seranopscHuMu  MiclCBIM TOPHENK QUPTAHOM, | o= | FaKmK  BIATIORIAHO [0 crienuQikamii,
w : i : k, Bl
o - MictaTLCH ¢y peecrpauifinomy  gocke.  Tlporvoxosn By .gmi pBa LB ITANpRar o avanisis  Oynmo  neperisHyro  Ta
. U \ 5 np arecrauin /L,
BCTAHOBACHO BinosiauicTs GMP» ; \Iu 2(,3// Iy
i : 5 sy o
YIIOBHOBZKEHA, 0C00a 3 AKOCTI / x,,b : E a ['eopriiena Cruona
> HIHig S T ™
: el B M : AMM

i

x.au- A 139 {5 6. 0X.804




Bnpo6nin<: AT «Kuipmeanpenapars, T/, (044) 490-75-22 i

Jlinbunus st ue,\'):} 3 BHPOSHHITBA TBEPAMX hopM r0'romxxgsxi:<a1;>Cb1cx'xx 3aco6in A

ARpeca BHPOGHINOT AistbiL: Yipainta, s, Kuis, vy, Caxcaranchioro, 139 |

Anpeca micus nposcuenng KOMTPOILIO sn<§)0’ri: Yipaina, 01032, M, Kuis, sys. Caxcarancskoro 139, Biggin x<m«m~ponib SROCT

Jliuewsin ua BUPOOHHUTBO: AL Ne295498 Lo
Cinourno npo arecrauiio: Ne293 min 30.03.2016 p. o _»
Cepritdixar sinnonignocri GMP Me001/2020/GMP e R

jC(')pTH(I)iKaT socti Mo 41389

Jlomepamipn . Co
TabaeTkn no 2 mr, no'10 Tadnetok y Gaictepi, 2 Goricrepu B nauui
1 Tabaeria micTurs Jlonepaminy rinpoxnopuay y nepepaxybanni na 100 % peuoBHHy ©

-2 mr

PIT NeUA/7581/01/01, nic Sescrporcoro
Cepis C 0029174
Kin-rs 8 cepif ‘ 3.‘),;56() .'ruc.. yn
,E{a'rjéx BHpoO1HITBA O(;.-l].ZbZd
Hara supaui ceprudirary : 15,01,2()2 1 ) S ’,
AHanis BiKkonano y ignopianocriz - M}G] JI3 po pccéi'pauiiiuoro nocsinaennn NeUAY7581/01/01, satina Nel, M2, Ne3, J\i‘g-’:l,
Nes, ,'mhmi 2o MK JI3 posnis "Mapiysauun", suitin FERCTY MAPRYBANIS 10 [’:I'[ |
NeUA/7581/01/01 (aawa3 MO3 sin 03.04.2019 Na716).
Ne Hatimenysarus noxasuura Bunoru MKSI/AHJ] v I anadisy
! Omic Tagnerku Ginoro abo maitie Ginoro KOJLOPY, Kpyritof ‘ B i,r.m(E BiJAC -
(opm, 3 nockaio HOBEPXHEIO, 3 (hackoio. : ‘
2 | Ineurudirain ALBEPX Binnosinae
B. Y®b-cnekrp | - Bimndsimac
3 | Cepensis maca, Mr Bif 92,5 mrno 107,5 mr, 100,6
4 | Onuopinuicrs n030BaHHX oMEMLY Tpuitvansie uncno Mae Biznosinary pivo "aM, Binnosinac
3a§11axier~xxin1 B JIdY, 2.9.40. :
3 Cynposiani Jomiunu, % JloMiitika A - ue Ginpue 1,0 % : ‘ Binrosinac
Jlomituxa B - e innwe 1,0 % ‘ ) B‘;i,-'.u‘xogni,-:mc
Hopiwia C - we Sinbwe 1,0 % : | Bfi,tmofnizm(:
Jomiuwa D - we Sisbue 10 % ISjglxl()flxi11zxc
Jomimka E - e 6inmbwe 1,0 %. lBiunofnizmc
Jodmimna F - ne Ginvwe 1,0 % 3 ) B ,ura(illsizzzxe‘
Jomimka G - ne Ginie 1,0 %  Bimnosinac
Hontinika H - ve Gispue 1,0 % ; Binosinae
Byap-sica inura nomiuika ~ ne Gimblue 0,2%: Binnobinac
Cyrvfia noMiwox - ne Ginsie 2,0 % Eif;x{ld inac
6 | Posuuucuns, % Hpérmpa’r Mae purpumysari sivorn 1Y, 2.9.3 npy ' Bif,:mo inac

perflaMelToBatony cryneti PO3UHHCHS TOTIepami Ty
riapoxnopuny (Q) 75 % uepes 45 xpuimm,

7 | MikpoGionoriuna uicrora Kpurepii npuitusiiocri: 3aramsie uncno aepoBiity Binnosginae
MIKPOOprauismis (TAMC) -~ 1000 KYO B I 1,
* < KOHTPONIOETLCs Koyena 10~ra cepist : : !

Kpurepii npuiinsruocri: 3aransne uncio AphIKOBHX | ' Bianoninac
AICCHEBHN rpHGis (TYMC)- 100 KYO s | . i
* - gourpomoerhes kosna 10-ra cepist y

Bin¢yrnicrs, Escherichia coli s | r
¥

Binae Cn
e

- Konrpomoetrsest koxua 10-ra cepis ‘/’!CT:},'

8 | Kinpkicre susnauenns, mr Buitr nouepaminy rinpoxsopHIYy B omHiit rafaerui mac

Oyrat bin 1,9 mr o 2,1 MT, Y niepepaxysanui na cepestio
Macy rabnerkn,




«limy ! oa

Buicnopa:

Hauasnnuy
Jlosroneno v peanizanii

(.ISICJIEO‘ Aro K HaKysaunag o ra {\-lﬂpl(yBﬂl{jH}l) T4 [HpoBEHEHO KOHTY

ILI,HOHIIT]IOC'H 3 susoramy  GMP,  neranosnensmMm Micuenust  pe
mo ?nm ThCa Yy peectpautiifromy JOCDE. Ipororoms__ Bupo0d »A %
serantopiedo vianosianicrs GMP»
Vnoejioswxena ocoba 3 skocti ,/g

i

W-/J 1394 @ 6.0l 001

Ceprudikar sixocti Ne 41389
Jlonepamin
- Ne | Llafimeny naums noxasmica ‘ Binorn MICGI/AF] Pesynurar anasnisy
9 Mapiypatiis 3rigno MK J13 Binnosizae
10 |, Yraxoexa 0 {3rimmo MKAJI3 ’ Binnosigac
Tepsin npyaarnocti: 4.00 p. Tpuaarnuit po: 10,2024
Yvosnsbepirani B opurinanuuiii ynaxosui npu resueparypi na suuwe 25 °C.

| Binnosirae sumoran MIKSI I3 po peecrpauiiinoro nocsigueuns NeUA/7581/01/01, sainn Nel, M2,
i? No3, Ned, No&, satinu o MIKSIJ13 posain "Maprysanus®™, 3stiny reery maprysanns 20 P11
NeUA/7581/01/01 (mzm; MO3 pin 03,04.2019 3’07 6

K BIST %/Mf u\%

Lwang

Ta Bfuﬁzw;o

30CBiUYI0, MO HawepeHa BHe imdopMaiin ¢ ,!10(,}"(}13" \

£ L2 .

5(051’1?6%}@}"3%@1 B /' moBHii
B .



http://www.tcpdf.org

