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Haspa ACTPAUUTPOH, nopouiok 478 HJl, Bianesinno 10 AKOI NPOBOANTLCR MKA no PO
npenapary: OpPaNBHOTG PO3IUMHY 110 20 T B callc | anamis: NullA710402/01/01
K2 10 y xopebui 3minn a0 MK#
Howmep cepii: 010421 Kintkicrs y cepifs 4 000 yn. NelC
aTa BHpOBHIHLTEA: ksitens 2021 p. Homep ajuenail: Cepiz AB Ne 501125
Tepmin npuaarsocti: | knitens 2024 p. CepTHikar sianosigHocti GMP: Ne0O1R019GMP
i Hokaznnku Bumoru q’aKTl‘i‘Iﬂl
HO PE3YALTATH
1 | Omue Buicr came — nopowox Ginoro abo matixe Ginoro | Buict came -
KONBOPY 3 PPYKTORMM 3aNaxom FOPOWIOK maihxe
. Ginore  xoawopy 3
PPYKTOBHM 3aMaX0M
2 | Inewradixaniz Ha  xpomatorpami  munpoGosysawore  pozummy, | Bianosigae
- napauertamon, derinedpuny onepxadifl y posaini "KintkicHe susnazeHHs", yack
rigpoxnopyn, denipaMiny mManear, | yTpuMyBaEHA nikis  napauetamony, deHinedpuny
KMCII0Ta acxoplinosa rigpoxiopiay, QoHipamiHy maneaTy Ta  KMeOTH
acxop6inosol Ma0Te BiANORinATH Yacam yTpHMYRaHHA
nikip napauetamony, Gewinedprry rigpoxaoepmay,
GenipaMiny ManeaTy T& KHCIOTH ackopBiHOBOi Ha
XPOMATOTpaMi CTAHIAPTHOO PO3UNHY
- Gapeank "Kowtufl 3axin FCF* Ha coexwpi mormumanma bunpofysasoro poaywsy | Binnosiae
(E 110} NOBHHEH BHABMATHCA MAKCHMYM [OMAMHAHHA 33
JOBKEHOI0 XBHNI 483£3 Hm
3 | Cepenns maca BMICTY calie Bial85rm02l,5r 19,8980 r
4 | Oanopianicts Maci aMicTy came 1z 20 sunmpoGosypaunx came gomyckaerTses e Gineume | Blanosigac
2, (10 MAOThb BiIXHASHHA BLN cepeansoi macu BMICTY
i Ginbute £7.5 %, He NOBUHHO BYTH %OAHOro calle, W0
’ - Ma€ BiOXHNeH#A Bl cepeansol macH BMicTy Sinsuwe
=15 %
5 | 4-aminodenon He 6inpuwge 0,1 % Biancsinae
6 | OmHOpifHICTb LO30BAHMX OEHHILL | Mae Bianosiaatu suMoram AoV, 2.9.40 Bianosinac
7 | MirpoGionoriyna sxcrora 3aransbHe HHCTO KHUTTEIRATHHX aepobuux | 1. menwe 10 KYO/T;
Mikpooprasiamis: we Sinswe 1000 s | r; saranene | 2. peswe 10 KYO/r;
4MCNO APIKIKOBUX Ta nuicenscsnx rpubis: ve Giavwe | 3, Bianosinac.
100 8 | r; Biacyrvicrs Escherichia colis 1 r.
8 | Kinexicue m3sauesus '
- NapaueTaM oy Bin 475 mr po 325 mr 496.5 mr
- deHinedpuuy rizpoxnopuay Biz 9,5 mr 1o 10,5 M 9,85 Mr
- (henipaminy Maneary Bin 19 mr a0 21 mr
- KMCIOTH ackopGinosol Bin 47,5 ur go 52,5 mr
9 | HNaxypaHrs 3rigao suvor MKS, 3minu no MKA :
10 | Mapxyragrss 3rigso suMor MK, 3minn a0 MKA
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T_.OB HBCD "‘MIKPOX!M”

93000, YkpaiHa, ﬂyl’aHCbKa o6n., M. PyGixHe, Byn. J'!eHu-la, 33,
Test. (06453) 6-35-00, Ten. ! anKc (06453) 6-16-00; e~ mail: offlce@macrokhnm com.ua

Ceme])ucaT No 1

HaMMEHYBaHHH npoayKuii: AM- AHITEP g 3 ' : Homep éépi 010421

nikapceka dopma: TabneTku no 4 Mmr/10 mr ; | Posnip cepii: 2650 yn.

Homep peectpaLliviHoro nocsigyertn: UA/ 7391101102 AilicHo Ao 08. 05 2024 p. [Hata BrpobHuuTBa: KBITeHE 2021 p
| Cuna aii/akTasHicTL:1 TaBneTka MiCTUTE ﬁepuﬁnonpwny TepT- 6ymnamm 4 mrTa ‘AaTa sakiHugHHA

amnonnany 10 mr . ‘Tepminy npugatHocTi: 04 2023

~__l'lo 10 Taﬁne-rox y 6n|c'rep| no 3 Gmc*repn y naqul 3 Kap'rony

Po3Mip Ta TUN yNakoBk

: L CI'IELI,]/ICDIKALIIFI K MKAIN3 : _ Pesynstatn
Ne HalimeHyBaHHA 5 - DonycTumi Hopmu _  MeTopu BurpoGyBaKs
3/n AOKA3HUKE - L : \ ’ i  KOHTPOIO _

1 |'Onuc T & Kpyrnl‘agoonykni TabneTku eia Binoro po maiike Ginoro korsopy o fi..1 MKAN3 ra AdY Bidnoaidae
g e bt ; Toyt Sardnghi craryi Ha nikepcek dhopii
. { Tabnerxs
2 "|'laenTudpiraula - ) . Rt s : T
| NepuHaonpiin: AR ey Yac y-rpryBaHHﬂ nmy nepwH,qonpuny Ha xpomarorpaw sanoﬁyBaHoro n2:1 MKAN3 ra foy Bidmoeldae
: = Pl PO3uHY  Mae Cnisnapatv. 3 HacoM YTPAMYBaHHA nFKy nepﬂﬁaonpwny Ha £2.2.29,2.2.46
. xpomarorp'mt poaumﬂy HUFIBHF!HHP! (a) ; i(metoa BEPX), e
AMNOAMMIH: . BaHHs TIIKY: BMN0AMNIHY: HA xpouatorpawl EvnpoﬁyaaHoro po:NMHy fi;2.2 MKAN3 va oy Bidnosldae
T Mag cnibiaaarih s Yadom yTPUMYBAHHA Niky aMNoAkniHy Ha xpomarsrpami 12,229, 2.2.46
. : ; POSYMHY NOpIBKAHRS (a) {meTos BEFX),
!‘LepMHp,onpun ‘repr GymnaMIH Ta Ha xpomartorpami amnpoﬁyaaﬁoro poayuHy NOBUHHI BUABNATMCA MAMM; Ak aa |- n 2.3 MKANS ra foY Bionogldac
amnopvniny ﬁecmnaT R Koecbluleurom YTRUMYBaHHR, BEMUYMHOR Ta InTercusHicTIO 320apBneHHA | 27227 (meTop TWX)
; o BJAHOBIAE!O‘H, OCHOBHUM NNAMEM Ha xpoMatorpami PosHUHy MoplerarHs () o
3 | CepenHn maca rabnetku Ta : : ', 01900 r-0,21007r n.:3 MKAN3 1a goy 0,1964 2
oAHopiakicTs: Macw Taﬁneﬂcu - -'3a cmopumcrw Macu TabneTku rosuiHHl aiandsigati aumoram Aoy, 2,.9 5| Sarenani crertl i nikapces +1,3 %
_poprau. TabneTed . 83%
) g . Loy 2.9, 5 i
-4 |'Cynposlasl Aomiwkm: e T Ha momerT | npoTaram n, 4ME<PU]3 Ta 1oY
- T BMNyCK! TepMIH
a;i%z:ﬁ?:pﬁ 'repT 5w“naMLH L I,qewmcbmoaaHI,qomLum . ; o aaa'girauin 2220 % 2 "
: ; BN, He Binblue ! 0.3% 1.5% He siidinana
En. ne Binsiie : 0.4 % 0.4 % He atriarias
Fn,He Binbwe: e ! 0.2% 1,5:% HB HRiema
; v el e gunejieHa
.Cn, He 51!‘[!:[1]8 ; 2 ; 0,1% 06 % e . 7 ;
. pE 5 ) enwe 0,05 %
Dn, He Cinbiue 2 0,1 % 0:8.% ) He gurcnena
Dj, He Gmbme_; g : s 0% “0,5% b’ : 0.05 %
En. He Blnsile i e 1 045% 0.5 % 2 ; 0.001 %
Fa, He Ginblle. ; ol 045% | 05 % : : 0’00?"’/9
An, He Ginslue 5 016% | 08% : & | a:obify:
B KoxHa Heme Tnd: KoaaHa .qowwxa HE 6nbL.ue : 0.1% 02%
Cyma Heige inoaaxux BOMIWOK, He Ginowe - z,tj % : 0,09:%
il 20% :
; ] 1 " - 0,24 %
5 | PO3uuHeHHA . B]Anoasgmmb 3a proma plBrAMY (Sq,- Sz, S3) OLHH}OaaHHFi 3 ypaxysaHHAM 1.5 MKAN3 Ta Bidgnoaidac 3a plerHem
- NepHHAONPKN: repT Gwanawn Q=80% 3a 30 XB. i i -AeY 2.9.3, S; ceped. 3Hay, 96 %,
{ R iy 2.2.29,2.2.46 82-101 %
S aMAoAuniH - Dy i o : ‘Bignosidae:3a pieren
=t e : . o : g ; 1 : Syceped, 3Hav, 85 %,
. S g A : i 77-93 %
i1 'Op.Hop!.nHich no:maauux ; CAMHULILT NPUAMANEHE YMCno He nepesulye 16,0 %. n. 6 MKAN3 Ta Joy
onAHKULE Ub: NpUrMEnNbHE YKCno He nepesullye 15,0 % Ta peaynbrar 2.9.40
nepwp.onpwn TepT éwunawu >KOAHDJ p.oanBaHol op.wumui He'e'medwum:3a 0,75 MiHe Ginblwum 321,25 M ¥ . 1= 5,0%
; - aMnogunix / e 1-23%
7 MlkpoﬁionorNHa quuToTa 3 Garanbne ann aepOGHVIX Mmp—\"prauiawa (TAMC) - HE ommue 10? Kyorr n. 7 MKAN3 7a MeHwe 10 KyO/z
Garanbﬂe Hmcno Apixaxosux 1a nnicenesux rpubis (TYMC) - He Ginsiue 0oy 2.6.12, Mexwe 10 KYO/2
107KYOIr 2.6.13, 514
e S : ‘He ‘ponyckaeTees HanBHicTs Escherichla colia 17 o, " : Bigeymn!
8 | KinbKicHe BMaRaueHkn i ) ) n. 8 MKAN3 1a
- nepuup,o-lpl.my TepT'5"ThnaMlHy’ 3,80 mr/Ta. - 4.20 mritab. ADY-2.2.29,2:2.46 3,87 mM2/mab.
- aMnoAMniHY s i - 9,50 mr/rab. - 10,50 mrfraﬁ'i ; : i 9,85 m2/maé.

Komemapi ymoa'm aGepiréHHn = npu 'ramnepa-rypi He miwe 30 °C B OpHrlHanhHM ynaxoau: 36epiram- B
) HeQOoCTYyNHOMY. ,\'J.I'JSI mrem MlCLl.l
JliveHsia Ha aupoﬁHuurao nixapcekix 3acobi epm AB Ne 588070 8ig 13.12.2013 pe 93000 ﬂyl’aHCbKa oﬁn M.: Py6mme.
syn. Jlenina, 33, 93400 Jlyrancska obr;, M. Ceeepo,queubx Byn. [pomucnosa, 24-, 93009 J'IyraHChKa oGn M, PyGixHe,

BYN. ﬂouamcaxa 9 93009 ﬂyraHCbKa 05n M’Pyﬁtmue ‘Byn. Moyaisceka, 11,

Basea npo cepTHdl Has ,qua BULLE iHcpopmaum € ﬂOCTOB!pHO!-O Ta TouHoio. Lo cepiio npo,qyml'
Byno smpoﬁneHo (Bxﬂmqamqm na;\yBaHHn Ta MapKyBaHHsa) Ta NPOBEAEHO KOHTPONB il AKOCTI Ha BULLe BKa3aHih AinaHui y nosxii
Bu,qnoalp.uocn 3 BMMOI‘EMM GMP, BCTqu _e.mm':mm\eam pPerynaTopHuM opraHOM, a Takok Yy eipnosigHocTi 3i
t konw Bmpoﬁwmaa nakyaaﬂnﬂ Ta aﬁanlala Bynu nepernanyTi |

BCTAHOBNEHO amnoalgmmb GMP. AT LR L >
BucHoBok: - Bidnosidde Bumoram HIi _'f- ZO'FrHNa L 391/01/02 i-"H::“{A!‘y’l.—AﬂlTEP,f‘raGn'eﬂcm no-4 mr/10 mr

YhosHOBaXeHa 0coba 3:akocTl C.'B. Hanunsyeriko

€29 » . 04 2021}3

C}v 1o Y5 e B :
b)‘. /75(({ ir /7<, I —
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®-I' COM-KK-03-055

mASTRAPHARM

ToBapucTBo 3 06MeXEHO BiAIOBIAANBHICTIO

“ACTPAG®APM”

Kneso-Castowuncexuii pafion, M. Buutkcse, sy Kulscuka 6, Te/dpaxc (044) 239-08-99

CEPTU®IKAT AKOCTI Ne189
: . Bix '"26" kBiTHA 2021 poxy
Hasza ACTPAITHTPOH, niopowok a1 | KL, BIIMOBLAHO 20 AKOT NposoanTeca | MKH 1o PTI
TIpenapary: opansHOTO posHRAy no 20 r e cawe | amanis: NeUA/10402/0100)
Mo 10 y kopoBui 3minm 20 MKA
Howmep cepii: 020421 Kinpxicts y cepii: 4 000 yn. Nel0
Dara BUpoGHULTEA: xpirens 2021 p. Homep niueusii: Cepin AB Nz 501325
Tepmiu npunarrocri: | xpivens 2024 p. Ceprudixar sianosianocri GMP: Ne001/2019/GMP
N Qakrruui
e Iokasunxn Bumors pesyasTATH
1 | Ommc Buicr cawe - nopomox Ginoro abo maixe Ginoro | Bwict  cawe -
KoABOpY 3 GPYKTOBHM 3anaxoM NOpOLIOK Maibke
. Ginoro xombopy 3
$pYKTOBNM 3anaxom
2 | Inenrudixauis , Ha  xpomartorpami  sunpoBosyBaHoro  po3umHy, | Biznosizac
- napaueTtamoll, GetinedpuHy ofepxkaHiit y posaini "KinbkicHe BuIHAUEHHA", yacw
rinpoxnopuz, dexipaMiny Manear, | yrpumysanHs nikis napauevamony, dexinedpuny
kHcAo0Ta ackopbinosa rizpoxnoprny, oOeipamivy MateaTy Ta KWCAOTH
. ackopGiHOBOT MaIOTD BLINOBIXATH YacaM YTPHMYBEHHS
nikis napaueramony, deninedpusy rispoxnopuay,
denipaminy mancaTy Ta XMCROTH ackopSiHOBOT Ha
. XPOMATOIPaMi CTAHIEPTHOIO POSYBHY
' - Gapsunk "XosTuit 3axix FCF" Ha cnextpi noramuakns BuUNpoGysaHOro po3duKy | Bianosiae
(E110) NOBHHEH BHRABAATUCA MEKCHMYM NOTIMHAHHA 3a
JOBXKHHOIO XBUN| 4833 HM
3 | Cepenns Maca BMicTY cawe Bin18,5ra02l,5r 19,9768 r
4 | Onnopinuicrs mack BuicTy came | I3 20 BRIPOGOBYBAHHX callie AOMYCKAETbCA HE Ginbwe | Bianosinac
2, 1O MAIOT BIAXWIEHHS BiA CEPEAHBOT MAcCH BMiCTY
Ginsute +7,5 %, He nosuHKHO §yTH WOAHOTO cailie, WO
w Mae BinxuneHun Bin cepefusol Macy BMicTy Ginbuse
+15 % .
3 | 4-aminodenon He 6ixswe 0,1 % Bignosiaae
6 | OnropinyicTh H030BAHUX OMMHUIL | Mae BiANOBinaTH BUMOraM DY, 2.9.40 Biznosinae
7 | KimbkicHe su3uagenta
- napaleTaMony Bix 475 Mr 210 525 Mr 508.,6 mr
- beninedpuny rizpoxnopuzy Bin 9,5 mr 20 10,5 mr 10,04 mr
= benipaminy Maneary Bin 19 mr 20 21 Mr 20.5 mr
= XHCIOTH ackopbioBoi Bix 47,5 mr po 52,5 Mr 49,79 Mr
8 | Naxysauusn 3rizxo umor MKSL, 3minn a0 MKA Bianosinae
9 | Mapkysauns 3rizno saMor MKSL, 3Minu 10 MK Bianosinac

Tect "Mikpobionoriuna yucTora" He € pyTHHHHUM, BUKOHYETBCA A8 KOXKHOT aecaTol cepil, ane He pigtwe oaHoro pasy v

pik.
BHCHOBKH: ACTPAHMTPOH, nopowok ana opaneHore

3 ;my 0o 20 r B cawe Ne 10 8 xopobui, cepit 020421

3a nepeBipeHUMH NOKa3HAKAM K BiANoBiNac Bumoram MKS a )’%UA/I 0402/01/01 Ta 3minam a0 MKH.
Havanuhnk BKS y

po: Lium 8 3aceiduyio, o nasedena
Gyso eupobizeno ma nposedeno xoumpoas T axocmi wa

/ Mocxosuenxo MK,
e Inghopmayin € docmoeipnow ma mounoio. Lk cepin npodvxyil
Ye3aINAYPHiti Otrbnuyl y noenitl eidnosionocmi 3 euvozasiy GMP,

GCMANOBRENKMY MICYEOUM DEZYRAMODHUM OP2AKOM, @ MAKONC ,,5 0o 00 cneyudiicayiti, wo MICMAMLCR 8 peecmpayiiingmy
docoe.
YnoBHoBaxeHa ocola

Naxxosa 0.

CEPIA A03BONENATKOTLIH

108 “acTrasarn’ A0 PEANI3AL
Biagin ‘ ¥no oauega 0COBA
KONTPOMD  diocT AHKOBA 7.0,
/,/ . -
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