1, Hassa npogyxufi:
2. Kpalua-snpobumx:

3. Homep peectpauiiinoro nocslgueHHa:

4. Cuna afi/axrushicrs: *

5. flixapcoka popma:
6. Poamip va TMn nakysaHHa:

7. Homep cepll:
8. Aava supobHuyrea:

v TOB "AKnN "OAPMAUEBTUYHA GABPUKA"
: M. XMutomup
Ypaixa, 10014, m. Kutomup, eyn. NepmoHToBCHKa, 5, T. 48-11-31, 7/¢. 48-11-28

Ceprudixar cepii nixapcukoro 3acoby Ne 91 326
AUMKnoBiP .
YKPATHA - '

UA/11566/01/01 _
1 r ma3l mictuTs auuknoBipy 25 mr

masb 2,5% . . : .
10 10 ry Ty6i; no 1 7yl 8 nauui 3 MapKkyBaHHAM YKPATHCRKOIO T3 POCIEbK010 MOBaMu

11020 Po3mip cepiT:
wosTeHs» 2020

19 600 wy

9, Aava saxinveHHn repminy npuaatwocti:  10.2023
10. Hasew, agpecu ra Homepw alyensi scix Bupobneno, sxmoyaouu NaKYBaHHA/MAPKYBAHHA Ta KOHTPONL AKOCTI Ha AinbHnui 3 BMPOSHNLTEA PiaKKX Ta M'AKMX nikap-

AlbHKYb 3 BUPOGHULTEa Ta KoHTPOMO

CbKux 3aco6is TOB "AKIN “®apmauesTuyna babpuka” 3a anpecoio Mutomupcoxa 06n., uvomupcbkuit patioH, c.Crannwisxa,

axocti: 8yn.Koponbosa, 6.4; niuensia NeAB 598036; c8iaouTBO NPo avecrauiio XN Ne127, c8laouTso npo arecrauio MBN Ne227
11. Cepdluarm slgnosigrocri GMP ANA scix Alabuuy, HaseaeHux y n.10:  028/2018/GMP
12. Pesynbram ananisis: .
MoxasHuxu Bumoru HTR Pesynvratu
Onuc Mas3b 6inozo xansopy Bldnoeldae
1denmudpinayin Ayuxnoeip. Bidnoeidae .
Ha xpomamozpomi eunpobosyearnozo PO34UHY Yac ympum‘yeaumv OCHOBHOR0 niKky mae cnienadamu 3 yocom
YMpUMYBaHHA OCHOBHOZO MKy Ha Xpomomozpami PO3YUHY NOPIBHAHHA,
Cnexmp noenuxanHR odepucarHozo0 Po34uny, 8 dianasoni 8id 220 um 0o 320 Hm mae mamu MaKcumym 3a
Qoexunu xeuni 255t2 nm ma nneve 3a doencuHy xauni 274 Hm.
Qanopldnlanb Npenapem mae 6ymu odropiorum Bidnoeidae
PH 8i06,0007,5 7,01
Posmip vacmox Y 10 nanax 30py miKpocKona ocHOBHA MOCa YacmuHOK Mmoe Bymu poamipom we Ginvwe wixe 90 MKM; Bidnosidae
donycraemuca Hasawicms He Ginswe 12 vacmuHox po3mipom do 100 mum | ne Ginowe 6 vacmuron posmipom
blnvwe 100 mxm
Cynpoeldni domiwxu Ha xpomomozpami eunpo6oeyearozo Po3uuHy nnowa niKy zyaniny He nosumHa nepesuysamu naowy nika Bidnoeidae
2yaniny Ho Xxpomamozpami pasiyHy nopienanns B (e Glavwe 1%).
Cyma nnow inwsux nixie kpim niky 2yaniny, oyuxnoeipy | cucmemnux nixia, He noeunHa nepesuwyeamu 50% eid
: nnowll niky 2yarivy Ha xpomemozpami Po34uHy nopieriannn B ( ne Glnswe 0,5% ).
Cyma ecix domiwox ne nosurHg nepesuwysamu 1,5%
Kinexicne eusnavennn Bmiem ayurnosipy 6 1 2 npenapomy mae Gymu 26,14 m2
npu aunycxy: 6id 23,75 m2 30 26,25 mz;
fpom#Azom mepmiry npudamrocmi: eid 22,5 me 30 27,5 m2
MixpoGionozna yuemoma 3azanvre wucno aepobrux mikpoopzanismie (TAMC) 1042 KYO/2 Bidnoeidae
) 3a2aneHe yucno dphikdnesux ma nniceneaux 2pubia (TYMC) 1071 KYO/2
Bicymmnicme Staphylococcus aureus @ 1 2 (2.6.13)
8idcymricmes Pseudomonas aeruginosae 12 (2.6.13)
Maca emicmy ynaxoexu Mae 6ymu ne menwe 10 2 8idnoeidae
‘Ynaxoexa 32i0rn0 MKA N3 Bidnoeidae
Mapxyeqghnun 32idno MKA N3 . T » Bidnosidae
13. Komenrapl: A
14.3assanpo  Uums 3acsiguyio, Wo HaseaeHa suie inpopmauin € gocrosi R 72 TouHo0. Lio cepiio npoaykull 6yno eupo6aenc (8KniouaIONN

+ cepmmdinauho:
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NaxysaHHA/MapKyBaHHa) Ta nposeseHo KOHTPOA®L Il AKocT
- EIYNATOPHMM OPraHoM, a Takox BlanosiaHo 4
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piga3Hadenif alnsiuu y noswiit slanosigHoct! 3 sumoramu GMP, BcraHoBreHumu
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AT, KHIBCRKHH BITAMIHHII 3ABOJ”
Ypaiwa, 04073, s, Kuls, syn. Kenunigcoxa, 38
Tpuimanora: men./thaxe (044) 461-03-08
Komepigitiii siocin: (M4) 461-03-31

Biddin xonmpoaio sxoemi: (044) 461-03-34

sig 07.07.2014 p.

Cepmuthixam sidnosidnocmi ysmos eupobutymaa Ai
3acobls susocan uarexcnol eupobuuvol npaxmuxy |
e 002/2019/GMP 6id 14.01.2019 p., mepain dif da i
74.12.2021 p.

Cepradixar cepif N 11

Bupotnuva dinsnuys.

Adpeca: Yipatna, 04073, m. Kuls, gya, I(onu.mr:w
Jiyensin cepix AB Mo 598093 sudana Jepocasuoio o
Vepaliu 3 aivapcoxuy sacobie 6id 04.07.2014 p. i
Ceidoipneo npo amecmayiio sabopamopil Mo 216 sudd

Hepxcasnow cayacboro Yepatuu 3 aikapeorux :ac06
BXUX

a
0IG

JHe

Haaga nponykuii, nikapceka popma

Asapin, Tabnerka mo 100 mr

Howmep cepii CB1110:

Homep peecTpauiiiiioro noceiase: s

Na UA/4T763/01/01 aie o 20.12.2020

Poamip cepii 10500 yn,

Cnna Ail/ akTHBRICTS

Knozaniny — 100 mr

Jlara supobryuTea 10,20

POIMIp TH THN NBKOBANUA

Mo 10 vabnetok y Gnicrepi; no 5 Gnicrepie y noywi

Hassa kpalun npmuaueﬂm

Yxpaina
BrnpoGonysanns nposeseste 38 MK J13 no PIT Ne UA/4763/01/01
Crewndikauis 1o MK T3
No [MoxkasuukH axocTi Jonycrimi smexi MeTo/iu XOHTPONIK PesylisTamd
I | Omuc Tabaerin Xpyrnol GOPMI 3 NICOKGHO MOBERXHEIO 31 CKOUWICHHMIE 3ant Bim?uin.ae‘
KpasAMH | pUCKGHD, ¢1alKOT0 JORTOIO KORLOPY,
2 | Inentusdixauin YastpadioneTorii cnekTp nornuuaiEs sUNpoSoRysaroro pesurky, | 3am 2.4, Bm‘P’uuyc
Kap3anin ofepAanore y poaaini «KinsxicHe BHIHauCHHA, B oBnacti Bix 280 *NOY, 2225
HM 10 330 BM NOBHNEH METH MAKCHMYM 38 ZOPHHHN XBUAE (295+2)
HAL
Ha xpomnmrpaMi aunpchsynauom PO3uHHY, OACPKAKOTO Y Jan. 2.B, Bumpumye
po:imm «CynpoBijn] NOMILUKIN, MBE BUABNATHCA OCHOBHA IWisMa Ha | *JIOY, 2.2.27
pmm OCHOBHOT NIAMU HA XPOMATOrpasti PO3HUHY NOPiBHAKKS (3),
BiANOBIAHA T 32 POIMIPOM Td IHTSHCHBHICTIO NOrAHHAHKY,
3_ | Posnanmmg He Ginkuie 15 xp 3an.3, "IV, 20 WE
4 | OgmopinsicTs RosoBRMI Mae pignosizary eumoram ¥ JIOY 3an. 4, *1dY, 2940 Bianesinae
OAHRILE ;
5 | Cynposigsi nominks Jan. 5, *IDY, 2227 !
Oyup-3Kka ROMilWKE He Ginbe 0,5 % Bi izae
CyMa Aomimok He Ginvwe 2,0 % Binagsizae
6 | PosnHenua He menme 75 % (Q) 3a 45 xs 3am 6, * 1Y, 293,2225 %m&e
7 | Mikpobionoriysa Kpirrepii npufiHaTHoeTI: 3an.7,
YHCTOTA 3aransie yucno aepobHux Mixpooprasissis (TAMC) YOOV, 5.1.4,26.12,26.13
- 10*KYOelr.
Zara.nbue 4HCAO APDKIKOBHX Ta Mnicekesnx rpubis (TYMC) i
~10?KYOeIr <8
Bineyruicts Escherichiacali v T, Bingymul
8 | Kinskicue pranauenns Ha somednt pumycky TlpoTarom Tepuiny npupatsoct | 3an. §, *HAOY, 2225
K03RNIRY Bia 95,0 mr 20 105,0 ur, ¥ Bin92,5 mr oo 107,5 mr, y
(CuHigCING} nepepaxysatii Ha CCpeaHio MNepEpaxYEAkHi Ha Cepeio
Macy Tabnerxd macy Tabnerku e

9 | Yuaxoska Bianoeiaxo ao sumor MKST J13 3a MK JI3 Biamgsinae

10 | Mapkysanna Bianosigae HAZGHOMY TCKCTY MapKYBaHHA, B :

L1} Ysosu 36epiranm B opurinansuifl yraxosui npy remnepatypi He pruie 25 °C.

12 | Tepmin npugatrocri 4 pokn 10 24
Ananiz suxorany: Kosapeaosa T.0., Hesuncenge I
Buciosok: Bianosizae amoram MKA I3 gd-P

S B
Hauanshuk BICS Hragno O "a e h()HT POVIH
3aina npe cepTudixauiio; LM 1 1acsi CASHE 14 opmnwn em&-“rompuommmuumo Lo cepito nponywuil Gyno nupoﬁm:uo (nmm K :
AIZKYBAHHN T2 MAPKYBIHHA) Ta NIPOBeAieHT” 1.% t&gﬁ I HE3aghauenii musm!ul y nosuiti siancsianocti aumor GMP, BeTAHOBAEHIM MiCUERHM bery h 'pmm i
OPFaGH, 8 TAKOK y nsnnonuurocﬂ o cnezusip: b ¥ peectpaiyf] e BupOGHHLTBA, YiiakosKH | aH3is Gyiu neperfyTi}
.w:-; CHIMKS J13 no PTT N UA/4763/01/01 mno:mmcm iz, |




©-44/03-01 @
ITYRIUHE AKLJOHEPHE TOBAPHUCTBO
"MOHDAPM"

19100, Hepracia 0., M. MoHacTHpHILE, By/L 3aBOACEKE, 8
PPIBAN UAS503545070000026002340142047 B p YEPKACBKE OY AT OLLIAJIBAHK

M.YEPKACH M®O 354507 Ko €IIPTIOY (374870
Ten. (04746) 2-53-64, 2-14-59 ; ten/thaxc 2-32-02,2-19-57

CEPTU®IKAT CEPI No28
Henea npopyaii Anammm Kpaia-supoOrik  Viepaiia
Homep PIT Ne UA/B459/0101 Tepvin miPIT  Heobmercrmii

1 cynosuropiii MicHTS: MeTaMBouTy HaTpio (IAILTIHY) 100 Mr;

Cuna pii/aKmBsicTs
Auesrinpaminy rixpox/IopHay (mmveapoury) 10 wr.
Poavipra  Ne 10 (5x2)y crpumax,
Jhixapeska hopma Cynosrmopil pexraei . " )
Howmep cepil 11020 Poavipoepii 7520y,
Jara saxinenns
06.102020 ; .
Jlara srpoGreBa P e 20X.2022 p.
Hagea minrsmng HimeHuIs 10 BHPOGHMIIBY CyniozqTopiin
. . TIAT «Mongapny, 19100 Yepracsica 06sL, MoHACTHDHILEHCH KM paion,
M. Monacrapuine, By 3aBoacnia, Gymmox 8
Homep miterzit Ne 598031 cepii AB 3 24.04.2012p.
Ceprudirar GMP 0242020/GMP
ﬁi Hair‘mewnm'nm o Merom P(Bme:l?Ilﬂ
NOKAZHAKIB KOHIPOTEO AHABIR
Cmrmwumﬂﬁinm,uoﬁmoms. HOBLYBATHM 200 1 MKSL,
1| Omae KPCMOBHM  BITTHKOM KOBOpy. 32  30BHIMEM IOy Bidnoeidac
BHITIA7IOM [IOBAHHI RUTIOBLATH REvoram JIDY.
2 | Juesrmdircanis Ha :q:ommnrpam JOQIDKYBAHOTO posanary, | 121 MKS, Bionosioae
AHaIRTH OIPUMAHIH TIDA BHSHAYCHHI CTOPOHHIX JIOMIILOK JIDyY
GUATBIHY, [OBAHEA Baﬁmmcg OCHOBHA IUIMA HA
DIBHI IUBIME posiiHy C3 aHaknRy.
Jlvenpon Ha )qnmamrmn mnwxysanom posavHy, | 1. 2.2. MKSL Bionoeidac
OTpVMAHII T[¥ BUEHAYCHH] CTOPOHHIX JOMIITION
JEMSIPOITY, TIOBHHHA BHSRHTHCA OCHOBHA IUISMA
OPAFDKEBOID KONbOPY HA piBHl Wi possmiy A C3
JHMENPOIY.
(cHoga Peasaiis Ba JINOQLIEY OCHOBY. n.23.MKS | Bidnosioue
Horumni Gymu omopimiivn. Ha 3pii uonymcaem 3 MK
3 | Onsopixxcs HASBHICTE TMORITPSHOO CIpEpids ab0 JHHKOMOMOHOT IOy Bidnosioac
3arTHOHTA.
1,0r+5% 4 MK5, 10
Bin095rx0 1,051 JdY,295 '
1820 seGimine £ 5% .S MK,
2/20 ve Giee +10 % HJDY,295 ~14);(+0,7)
BiJ CEpETTHEOT MACH
mo MK
He Ginmerie 30 xsvomn JDY, 292 8
.7 MKSL
He 6insiue 3,0 JDY,255 04

WAccentisertifn2020\1 0VAHansgum 100_11020-1 jpc




Ne| Haiivenysanms Meram Pesymsrard
b . Brsvora HJT - e
. MakcAMATIEHO JIOHYCTHME NPHIAMATIRHE THCTIO
8 | Onuopimicrs L=150;1,250. 8 MKSL, [IBY,
JIO30BAHEX OHHAL, Jlamenpany 2940 30
AHBanErHY 109
9 | CropomnioMimxy | 4-aMoaHMmpEHy He bimene 0.25 %; 9.1 MK4, Bionosioac
AnarRiHy IHIIHX CTIOPIHEHHX CLONYK He Obmme 2 % OOV p2227
Jvenpany JIOMIIOK JJaMenpaity He Ginge 1 %o, 192 MKSI, Bionosioac
JAOVp2227
10 | Mixpobiaaoriamna SarwsEe W0 aepobHIX Mikpooprasisvi (TAMC)
THCTOTR He 6imne 10 KVO/r Eé)%% 30
3arameEe WHCO ﬂp:}(x)gumx TA IDTCCHERHX IPHOIB 2612 10
(TYMC) se 6imine 100 KYOr )
11 | Kimuxicne
BHHACHHS
Jumenpony 10£5%
Hamomerm euoyery Bin9,5mr o 105 mr m1l.1 MKY 102
10+£10%
11i0 yac 36epizorms BinSwvrmo 11 mr
Anaymriny
100+£5%
Hammacznramyor Bin95vr o0 105mr n112MKs] 100
: . 100£10%
11io uac 36epiaamn Bin90mr 0 110 mr
12 | Vnaxoska 3a pogiom Y IaKoBka” MEK51 o
MKS1 o PIINeUA/8459/01/01 B
13 | Ma 3a posauiom “ Tescr Mapryransst” MK o 3riHo TeKcTy
RO PITNUA/S459/01/01 Mapkyeaiis | Binosidac

Yniona 3hepirasinst: 30epirar B OpUITHATEHIH yIAKOBIT I TeMmepatypi He Birree 15 °C. 36epirari B HEIOCTYIHOMY i1
T MicLy.

Buaosok: sacena cepis npodyryii eionoeioae sumoea MKA do PITNoUA/S45901/01 a3 nepesipernnmt nokesrusa

Buxconas:  Crapmmii xivik BEKST QZ&% kmspyx LB.

3asBa npo cepraircaniro:

«L v 51 riOMEEPADICYIO, 140 6CT BUPOBHLII CIaOT A1t il cepit 20mosol MpoOyKYyiE Gy 30HicHENT 6 NOGHTT GIONOBIDHOCIT 3

SUMOIMI, 3THaqernl 6 wrmii Hacmarosi 3 GMP, sameepoicentil Miricmepemeam oxoporu 30oposa Vi, 1 3
CUMOAMLL PEECTPXLELIO20 GOCHE.

Cepiro 11020 2omosoi npodyrayiy Anamsoum, qmaumo??‘
oaBeoReno 00 peanixagl 4

VHoBHOBZKENA 00002 3 SKOCT d 25 H

TYKpaing 3
 oHeDs

WAccentisertifi2020\10\AHansaum 100_11020-2.jp¢




3/10POBLE HAPORY
eyn. lllegvenxa, 22, m. Xapxis, 61013, Yxpaina
eyn. Kynuxiacoka, 41, m. Xapxis, 61002, Yxpaina
Ten.: +38 (057) 714-62-77

e-mail: vburova@zn.kharkov.ua
www.zn.kharkov.ua

Jlivensin AB Ne598050
Tepmin 0ii 3 21.12.2012 p.

CEPTHO®IKAT AKOCTI M 1610

Caidoureo npo arecrauilo Ne177 aid 22.02.2013 p.

h_'
TOB «Xapkiscbke thapmaueBTUYHE NiANPUEMCTBO «300poB'A Hapoay»

Aminasun, posuun onn in'exulii 25 Mz/mn no 2 ma 6 amnyni Mel10 y xopooyi

Hitowa peq.

1.mn po3uuny micmums: XN0pnpoMasuny ziopox
NeUA/3562/01/01 4id 13.05.2020

)pudy y nepepaxysanni na 100% pe

Per. nocsigyenns

Hy - 25 M2

_ Ne cepii 04411020
JaranbHa KUILKICTB B cepii, axa Hagiftwna 68 180 amun Jata BHpoGHUITEA 25.10.2020
Bupobuuya aingHka a3 mi; Jlara Bupaui pesynstary 17.11.20
Anpeca BHPOGHUHOI NinAHKK M.Xapkis, eyn. Kynuxiscoxa 41; Tpunatau# go 10.23

AHanis BukoHaHu#t 3a: MKA I3 NeUA/3562/01/01, am. Mal, am. Ni2, 2m. M3, am. NeS
Tlpumimxa: Vepaina (19 180 awn)

Cepmudgbixam GMP 042/2019/GMP 00 11.05.2022

Haitmenynanns

NOXAIARKIB Bumorn noxymenranit

PelyastaTu BUnpoSyRann

1 Onuc Tposopa Ge3bapeua a6o 3nerka KOBTYBAT0-3€/ICHYBATON0 KOJILOPY PiiMHE.

Tposopa 3nerxa %oBTyBaTO-3eNEHYRATOrO KONEOPY
pinuHa.

Meron BEPX (xnopnpomasuny rinpoxuopka): 8in 23,75 Mr 110 26,25 Mr B
1 Mn npenapary.

AHTHOKCHARHTH: He MeHlle 90% Ta He Ginsie 110% sig HoMizaNbHOTO
BMICTY (Ha BUIYCKY); He MeHIe 80% Ta He Ginbue 1 10% BiI

HOMIHANLHOTD BMICTY (B Npoueci 36epiratng).

2 KinskicHe BUIHAueHHS

Meroa BEPX (xnopnpomasiny rinpoxnopun): 24,34 mr
8 | Mn npenapary.
AHTHOKCHIAHTH: 95,74%.

3 Konsoposicts 3abapanenHs npenapaty Mae GyTH He inTencuBHiwe etanony GYS.

He inTencussime eranony GYS.

Meron BEPX. ’

He 6inbwe 0,3% nomiwkn B ta D.

He Ginbe 0,5% nomiwku C.

He Ginsme 0,2% Gyas-skoi iHTHBIAYyaTEHOT TOMIlUKH.
He 6insute 1,0% cymu nomiutok.

4 Cynposinsi nomimkn

v

Meroa BEPX. Jlomiwku B: ue Buganeno. Jomiwks D:
0,11%. lomiwku C: 0,12%. Byae-skoi {HAMBIDYaNBHOI
Romiuku: 0,04%. Cynun nomimok: 0,27%.

5 Baxrepianshi eniorokcuun | M 87 MO/Mn. Menme 87 MO/ma.
6 |pH Big 3,5 10 5.0. 431

7 __ | Tposopicts Mae 6yTH nposopum. Tposopuit.

8 A HA TOKCHYHICTh Mae sutpamysari sumoru 1DV, 2.6.9. Bianosizae.

Meron BEPX. Ha xpomarorpami sunpo6ysatoro PO34uHY, onepxaHill y
BHMNpoGyBakHi "Cynposinyi nomiuku*, vac YTPHMYBaHHA NiKy
XNOPIIPOMa3uHy TiIPOXNOPHAY Na€ CHIBITAAATH i3 HacoM YTPUMYBaHHS
niKy X10pnpoMasHHy FiIPOXNOPHAY HA XPOMATOrpaMi posuuHy NOPiBHAHKA
3 TOUHIiCTIO 2 %.

MeTton BEPX: sianosinac.

’ Incimicauia Peaxuis (a) na xnopuan. Konsoposa peakuis na KHUCHIOTY ackopBiHOBY.
Peaxuis 3 6apito xnopugom.

Peaxuis (a) Ha xnopuan: Bianosigac. Konsoposa
peaxilis Ha KKCIoTy ackopbiHowy: Biznosizae. Peakuis
3 Gapito xmopuaoM: Binnosinae.

Meton CO (xnopapomasuiy rinpoXnopHm). Y@-cniexTp nornuaHua
BUTIPOGYBAHOTO PO34YMHY B 0GnacTi B 220 M A0 350 HM MOBUNEH MaTH
MaKCHMYNH 32 JOBXKUH XBHIL (254+2) HM Ta (30642) um.

Meroa C® (xnopnpomasuty rinpoxnopun). Y®-cnextp
B obnacti Bia 220 UM 10 350 HM Mae MAKCHMYMU 32
JOBXHH XBHJIb 254 HM Ta 307 nM.

- HEBHAUMI YaCTKH: CEPEAHE KiNbKICTh YacToK po3NMipoN Ginbwe aGo

- HCBHAMMI YACTKM. CEPEAHS KUILKICTb YaCTOK
poaMipom Ginsure 860 piBHEM 10 MxM y

10 Mexanivgi piBHuM 10 MkM y BrnpoGoByBanoMy koHTeHHepi Mac GyTH He Ginnme BHIPOGOBYBaHOMY KOHTedHeEpi - 317, poaMipom Ginsie
IHi BKITIOYEHASL i . : : . .
6000, poIMipoM Gimsme abo piBHUM 25 MKM — He Ginsie 600; - BUANMI 260 pisHHM 25 MkM — 11
aCTKH: Npenapat Mac 6yTu NpakTHYHO BINLHUM Bijl BUIMMHX Y4CTOK - BUAWMI HACTKH: IPENapaT NPaKTHYHO BINLHAN Big
BHIHMHX HacTOK
11 06’€eM, WO BATArAETHCE He menme 2 mn. Binnosinace.
12| Crepunshicts Mae 6yTH cTepunsHum. CrepuneHuh,
13 | Vnaxoska Mae sianosigau sumoram MK JI3. Bianosinae.
14 Mapyxynam-u Mace 5, inaTs BMoram MK S JT3. Bignoeinae.
Buenonox

Bimonlaac numoram MK JI3 MUA/3862/01/01, am. Nel, 3. Nel, 1M, Na3, 3am. NaS

@/

Havamnux BKA

Q. A, Ilnaxorwa

Lun n iduyro, o

eurye indopmayis € o ip i 1a cepis np 4if Gyna [ / Maprysanns) i npowedeno xonmpons I¥ axocmi
Ha suujegrasanil Oinguyl @ nosniit eionosi is GMP, ] pe. p P ., @ MANONC Y 8il i j 3 i AKT i L4
P 1payis docee. ITp 4pOGH Uty y ma axanisia 0ya0 ymo i i FOHi GMP.
Cepln 04411020 Ami poyuun ang in'exyii 25 MM 0 2 M0 & amnyni Arl0y xopobyi JOIBOJIEHA 00 peanis

VYnosnosamena ocoba, 3act. Jupe;?n 3 sKocTi Ta ceprudicaull
»

Hara niggmcanss « 20&

Ananis auxonanuis y rabopamapit:
BKA TOB "®K"300pos 5" w. Xapwis, aya. Ulesuenxa, 22
Jlabopamopis gisuxo-xivi ma iy doci
Kyauxiscoxa 41

Y

B. C. Bypona

"eHb GI0OINY KOWMPONIO AKOCMI ma §ICOINY ananimumux onanﬂ:{bipospo&:x TOB "X®IT" 300pos’s napody "; m. Xapxis, ayn.
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o ASTRAPHARM

ToBapucTeo 3 06Me)EHOIO BIANOBI JaNbHICTIO
“ACTPA®APM”

Kneso-Caarowmncskaii pation, M. Brunese, 8y Kulsceka 6, Ten/daxe (044) 239-08-99

CEPTH®IKAT SIKOCTI Ne434

) Bin "31" rpyans 2020 poky
Hazea AMITPEH. kancynu no 50 mr AHJL siznosizno 2o sxoi MKS 20 PN
npenapary; Na3 (1x3) y Gaicrepax NPOBOAHTLCH aHafid: MNeUA/SES0/01/01,
| 3uinn 20 MKA
Howmep cepii 111220 Kiaskicre y cepii: 34 000 yn. Ne1x3
Hata sBHpoBunitres: rpyaeuqs 2020 p. Homep niuensii: Cepia AB o 501325
Tepmin npuaaTHoCT: rpyaeHb 2022 p. Cepruikar mianosiosocti GMP: NoQ01/2019/GMP
Ne :
win TMoxkasuukn Bumory DakTHYH] pe3yaALTATH
I | Onne Teepat kenaTuosi kancyan Nel uuaikapuinor topmu 3 | Teepni wenaruuosi xancyan
HaniscdepuynuMK KIHUAMH; Kopnyc - Ginoro KOnboOpY, Nel wuninapuunoi gopms 3
KPHWIEYKA - YEPBONATO KONLOPY. HaniseepusHuMy KiHUAME,
Buicer kancyn - nopowork Ginaro um makxe Ginoro Koprye - Ginoro komsopy,
konwopy Bea Janaxy. KPHIWEYKA - YSPBOHOMO
T 30BHIWHEOMY BUTAAAY NOBHHHI BIANCRIAGTH BHMOTEM koab0py. Buicr kancyn -
ADY cr. "Kancynu" NOPOWOK muixke Sinoro
Koabopy 6e3 anaxy,
Mo so8niwHLOMY BurisLy
-BiOTIOBINAOTE BUMOIam JIQY
B c1. "Kancyau",
2 Inentupicauis Cymarpynraty Yrerpadionerosuit enektp norAHNands Bianosinae
CYKUMHAT BHNPo00BYBIAKOTC PO3UHHY, NIPHFOTOBANOID B pudaini
"Kinkkicke susnavenns®, 8 o614cTi sin 240 Hu 40 320 Hm
DIGAKHEH MATH MAKCHMYM J8 AOBRHHH XBUni (282+2) uv &
A8a naeya BiL (276+1) um 10 (279+1) ne Ta bin (290£1)
8M 10 (293=1) um,
Ha xpomatorpasi posunty nopisHANKS L, axa oTpkmada B | Bianosinae
1ecTi "Cynpoginni ZoMIWKK", NOBHHEN BHABARTHCR MK
CYMETPRITAHY CYKUKHAETY, 4aC YTPHMYBAHHA AKOMG
MOBHHCH BIANOBLIATH YaCY YTPUMYBAHHA MKy
CYMATPATITRHY CYKLHHATY H2 XPOMATOTPaMi poiuuRy
NOpiBHAHHS 2.
3 | Cepeneta maca sMicTy kancyn | Bis 277.5 mr 0o 322.5 mr 303.2 mr
4 | Oamopinuicrs mack smicry | 13 20 BHNPOGOBYBAKMX KANCY.T AONYCKICTLTA He BiAbLIC Bianosinae
xancyn 2 KanCyn. W0 MAOTH BLAXMIEHHA Bil CepeMuLal Macy
Ginblue £ 7.5 %, He NOBHHKO GYTH KOAHOT KAMNCY. 14, Wo
MAE BIAXMIEHHS BiA CepeniLoT viack Gianure £ |5 %,
3 | Posnanauuz He Ginbwe 30 x5. Binnosizae
& | Daropinxicrs Z010Ra1Mx Mac signosinatd susoram @Y. 2.9.40 Binnosinace
OAHHH LS
7 | Posunnenns ' Beanunna Q =75 %. Bignosigac
8 | Cynporlani noMiwkk okpemol
AOMIILKH He 6inbwe 1 % Bianoeiaac
CYMH JOMIWOK He 6inpe 2 % Bianosizae
9 | Mikpofioneriuna worota 3aranbHe YMCO KHTTCILATHIX BEPOBHHX . 1.45 KYOir,
MIKpoOpranismis; ve Ginswe 1000 8 1 r; 3aransae ducno 2. w:mue »
DPiKAKOBHX Ta FliceHeaux TPHGIs: He Ginbwe 1008 1 3. Bianggtiet,
Bincytuicts Escherichia coli s i r. 4 h"'v('
10 | KinbkicHe sHanavenna Big 47,5 Mr a0 52,5 mr 50.3}7(! / m\‘}.
CymatpunTan i - ..
! 11| Maxysarug 3riao nusor MKS, 3min 10 MKH Bimﬁﬁgﬁk‘?@\'\
12 | Mapeyeanus 3riang suvor MK, 3min a0 MKA Biandhigisy

BUCHOBKN: AMITPEH. kancynn no 50 mr Ne3 (1x3) y Gaic
BuMoraM MKA a0 PIT NeUA/6890/01/01 T2 Sminam 1o MKCS.
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1. Hasea npoaykuyji:
2. Kpaina-supobHuk:

3. Homep peectpaniiHoro NocBigYeHHA:

4. Cuna afi/aKTusHicTb:

5. Nikapcoka popma:

6. Po3mip Ta TMN NaKyBaHHA:

7. Homep cepii:

. 8. lava supoGHnyTBa:

9. lava 3akiHueHHs TepmiHy npuaarHocTi:

10. Haseu, appecn Ta Homepu niuensit scix
AiNbHUUDL 3 BUPOBGHULTBA T2 KOHTPONIO

axocTi:

Alicnuil va mepumopit Yupainu

TOB "AKN "OAPMAUEBTUYHA SGABPUKA"
M. Murtomup
Ykpaixa, 10014, m. }utomup, ByA. /IepMOHTOBCLKA, 5, 7. 48-11-31, /. 48-11-28

Tudikar ikapcbkoro 3acoby Ng 7

-

AUUKNOBIP

YKPATHA

UA/11566/01/01

1 r Ma3i MicTUTb auuKNOBIpY 25 Mr

masb 2,5%
no 10 ry 7y6i; no 1 1y6i 8 naywi 3 MapKyBaHHAM YKPATHCLKOIO Ta POCIMCLKOI0 MOBaMM

11220
rpyaeH» 2020
12.2023

Bupo6.1eHo, BKAIOYAIONM NAKYBAHHA/MAPKYBAHHA Ta KOHTPONL AKOCTE Ha AiNbHMY] 3 BMPOBHNUTBA PiAKMX T3 M'AKKX Aikap-
cbkux 3acobis TOB "AKN "dapmauesmiuna dpabpuxa” 33 agpecoio utomupcbka o6, UTOMMPCLKMIA paiioH, ¢.CTaHuwWiBKa,
8yn.Koponbosa, 6.4; niuensia NeAB 598036; csinouTso npo arectaujio ®X/1 Ne127, €BigOUYBO Npo arecTauilo MB/ Ne227

Po3mip cepii: 18 360 wr

11. Ceprudiratu signosigHocri GMP ana Beix ainbHuyp, HaBegenux y n.10: 028/2018/GMP

12, PesynvTtatu ananisis:

NokasHukKu Bumoru HT Pe3yabtatn
Onuc Mas3b 6ino2o Konsopy Bidnosidae
19enmudpixayin Ayurnosip. Bidnoeidae
Ha xpomamozpami eunpo608yearozc po3duHy YoC ympumyBaHHs OCHOBHO20 Ky MOE CIBNadomy 3 yacom
YMPUMYEAHHA OCHOBHOR20 NiKY HO XPOMAMO2PAMI DO3YUHNY NOPISHAHHA,
Cnexmp noznuraHHA 00epPXaH020 po3uuHy, 8 diana3zomi 8id 220 Hm 90 320 Hm mae mamuy MOKCUMYM 3a
006X UHU Xguni 25532 HM ma nneve 3 08XCUHY X8uni 274 HMm.
Odwopidnicme Mpenapam mae 6ymu odHopidHum Bionogidae
pH 8id 6,0007,5 6,54
Poamip vacmox Y 10 nonAx 30py MiKPOCKONG OCHOBHA MACa YOCMUHOK MOE Gymu posmipom e binvwe Hixe 90 mxm; Bidnogidae
donycKaemecs HaseHicms He Ginbwe 12 4acmuHOK po3mipom 90 100 mim i He Ginbwe 6 YacMuHOK DPO3MIpOM
Ginowe 100 MKkm
Cynposidui domiwxu Ha xpomamozpami 8unpoboayeaHoz0 posuuHy naowa niky 2YTHIHyY He NOBUHHA Nepesuuly8amu naouly nika Bidnoeidoe
2yaHiHy Ha XPOMAMo2pami po3yHy nopieHsanHa B (we Ginvwe 1%).
CyMa nnow iHWuX NiKie Kpim niky 2yaHiry, auuknoeipy i cucmemHux niie, He NoBUHKA nepesuwyeamu 50% eid
nnowi niKy 2yaHiHy Ha xpomamozpami posvuny rnopigkanHa B ( e Ginvwe 0,5% ).
Cyma acix Jomiwox He nosuHHa nepesuwyeamu 1,5%
Kinoxicne susnavenns Bmicm ayuxnosipy e 1 2 npenapamy mae 6ymu 26,17 m2
npu et.mycxy: 8id 23,75 m2 80 26,25 me;
npomazom mepmiry npudamuocmi: 8id 22,5 m2 00 27,5 mz
Mixpobi hena vuc 3 He 4ucno aepobrHux mikpoopaanismie (TAMC) 1042 KYO/2 Bidnoeidae
3azansHe yucao dpindmesux ma naiceneeux 2pubie (TYMC) 1071 KYO/2
Bicymnicme Staphylococcus aureus e 1 2 (2.6.13)
Bidcymwicms Pseudomonas aeruginosa e 1 2 (2.6.13)
Maca emicmy ynaxoexu Mge 6ymu He merHwe 10 2 8idnoeidae
Ynaxoexa 32i0Ho MKA /13 Bidnoeidae
Mapxysanna 3zidH0 MKA N3 ) ’ 8idnosidae

13. Komenrapi:

14. 3assa npo
ceprudikaufio:

15. Npizsne

Lum 5 3acsiguyio, Wo HaseAeHa BULLe IHPOPMALIR € AOCTOBIPHON Ta TQ

NaKkyBaHHA/MAPKYBaHHA) Ta NPOBEAGHO KOHTPON Ti RKOCTI Ha BULLE3]

MICUEBUM PEryAATOPHWUM OPraHOM, a TAKOX BiANOBIAHO [0 cneundi

T3 aH /1i3i8 6YN0 NepernaHyTo Ta BCTaHOBACHO sip.nosiw
,ﬂd

a BuAana fo3sin Ha sunyck cepli:

4HOH. L}10 Cepilo npoaykuii 6yno BupobaeHo (BrAKUAIOuM
guenin AIIIbHMuI Y NOBHINA sup.noalAnocn 3 Bumoramu GMP BCTaHOBAGHUMU

Ynoauglis

Ha BMNYCK cepii:

YnosuoRaxeHa o
ocoba

XKapcrra P.A.




Ailcnull Ha mepumopii Yrpainu

TOB "AKN "OAPMAUEBTUYHA SPAGPUKA"
M. Xuntomup
YKpaiHa, 10014, M. utomup, Byn. JIepMOHTOBCbKa, 5, T. 48-11-31, 1/¢. 48-11-28

Ceprudikar cepii nikapcbkoro 3acoby Ne 92 685

ALUKNOBIP .
YKPATHA

1. Hassa npoayxuii:

2. KpaiHa-supobHuk:
3. Homep peectpauliiHoro noceigueHHn: UA/11566/01/01

4. Cuna all/aktuesicty: 1 r masi MicTUTL aunKAOBIpYy 25 mr

5. Nixapcbka dpopma: masb 2,5%

6. Po3mip Ta TMN nakyBaHHA: no 10 ry y6i; no 1 7y6i B nayLyi 3 MapKyBaHHAM YKP3IHCLKOIO Ta POCIHCLKOIO MOBaMM

7. Homep cepii: 21220 Poamip cepii: 18 684 wr
8. Aara eupobHuursa: rpyaeHs 2020

9. flara 3akiHueHHA TepmiHy npuaatHocri: 12,2023

10. Haseu, aapecy Ta Homepw Aluensii Bcix  Bupo6/eHo, BKNKOYAIOYN NAKYBAHHA/MapPKYBAHHA Ta KOKTPOAL AKOCTI Ha AINbHWLY 3 BMPOGHHUUTBA PiAKUX Ta M'AKUX Nikap-
AINbHUYDL 3 BUPOGHULITBA Ta KOHTPONIO cbkux 3aco6is TOB “AKN "dapmauestuHa $abpuka” 33 aapecoo MUTOMUPCLKA 06N., UTOMUPCbKHIA PaitoH, C.CTaHUWIBKa,
Axocrl: 8yn.KoponboBa, 6.4; niuenaia NeAB 598036; csiaourso npo arecrauiio OX/1 Ne127, csigourso npo artecraujio MBJ1 Ne227

11. Ceprudikaru signosigHocti GMP ans BCix AlnbHKLb, HaseaeHux y N.10:  028/2018/GMP

12. Pesynbraru aHanisis:

MNokasHuku Bumorn HTA Pesynbrat
Onuc Mas3bs 6inoe2o konvopy Bidnosidae
10enmudpixayin AyuKnosip. Bidnogiéae

Ha xpomamozpami eunpoboeyeaHo20 po34uHy HaC ympumyeaHHA OCHOGHORZO MiKy MAE cRignadamu 3 Yacom
YMPUMYyEaHHA OCHOBHOR20 MKy Ha XPOMAaMOo2pami PO3HUHY MOPIBHAHHA.

Crrekmp noenuHarHA 00epIaHo20 PO34uHy, 6 9iana3soHi 6id 220 Hm Jo 320 HM MAE MOMU MAKCUMYM 3
006MUHU X8UAi 25512 HM Ma nneve 3a O08NCUHU X8uni 274 Hm.

Od+opidHicme MNpenapam mae 6ymu 00HOPIOHUM Bidnoeioae
pH Bi0 6,080 7,5 6,56
Po3mip wacmok Y 10 nonnAx 30py MiKpOCKONO OCHOBHA MOCA YOCMUHOK mae Gymu po3mipom He Binbue Hixe 90 MKm; Bidnosidae
donyckaemoca HaraHicms He Binswe 12 yacmurok posmipom 3o 100 MKm | He Binbiue 6 YOCMUHOK po3mipom
binvwe 100 Mkm
Cynposidni domiwxu Ha xpomamozpami 6unpobosyearozo po34uHy MAOWA NiKy 2yaHiHy He MOBUHHA NEPeSULyeamu NAouly mika Bidnoeidae

2YaHiHY Ha XpOMaMO2pami pO34YyHy NopieHAHHA B (He Binvwe 1%).

Cyma naow iHWuX niKie Kpim niKy 2yawiny, QUUKA0BIDY i CUCMEMHUX niKie, He NOBUHHA nepesuwyeamu 50% 6id
nnowi niky 2yaxiHy Ha XpomMamo2pami po3uuHy nopieHAHHA B ( He Binvbwe 0,5% ).

Cyma 8cix domiwok He noauHHa nepesuujysamu 1,5%

KinoxicHe susnavennn Bmicm ayuxnosipy e 1 2 npenapamy mae 6ymu 25,77 me
npu sunycky: 8i0 23,75 me do 26,25 me;
npomszom mepminy npudamuocmi: 6id 22,5 me 00 27,5 mz

Mixpobionoziuna yuemoma 3aeansvHe Yucno aepobHux mikpoopaaHiamie (TAMC) 1042 KYO/2 Bidnogidae
3azanbHe Yucno Opimoncesux ma naiceneaux zpubie (TYMC) 1041 KYO/2
Bicymnicms Staphylococcus aureus 6 1 2 (2.6.13)

Bidcymnicme Pseudomonas aeruginoso g 12 (2.6.13)

Maca emicmy ynaxkosku Mae 6ymu He meHwe 10 2 Bidnosgidae
Ynaxoexka 32idH0 MKA N3 Bidnoeaidae
Mapxyeanns 32idH0 MKA /13 » Bidnoaidae

13. KomewnrTapi:

14, 3ansa npo Lum A 3acBiauyio, wo HaseaeHa suwe inpopmauin € Aocr_o}i;_)‘ubno}a‘fouﬁmo: I:l:b cﬁéb-ipg ﬁbznyxuii Byno supobaeHo {Brao4a0NN
ceprudinauiio:  nNakyBaHHA/MAPKYBAHHA) Ta NPOBEAEHO KOHTPOb Ti AKOCTI MY
MiCUUEBMM PeryNISTOPHUM OPraHOM, 3 TAKOX BianoBigHo
Ta aHanisi 6yno nepernaHyTo Ta BCTaHOBAEHO BiANOBIAY N

15. Npissuwe va ’ﬁﬂ?;éﬂ@ﬁ\& RS
16. Nignuc ocoﬁﬂ,%‘ e .

na po3sin Ha Bunyck cepl:

% BUNYCK cepli:

<
# £%)
Ynoauonamna o

ocoba
Kapcoka P A.
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TOBAPHUCTBO 3 IONATKOBOIO BIAINOBIAAJLHICTIO "IHTEPXIM"

TAB "IHTEPXIM"

Ykpaina, 65080. m.Oneca. Jlioctaopdcenka nopora, 86

Hasga nikapcbkoro 3acoby
Jlikapcbka ¢opma, no3yBanns
Peecrpaniiine nocsinuenns

Jlinen3sisa

Micne npoBaxxenns

TiJIBHOCTI

Ceprndixar GMP

Homep cepii
Posmip cepii

Ten. (048) 7772950, dake (0482) 340803,
E-mail: INFO@INTERCHEM.COM.UA

inter
chem

V,

Ceprudikar sxocri Ne 2642 Bix 30 rpyans 2020 poky

AMIIIUTPOH® BE3 LIYKPY,

HOpPOINOK AJSl OPAJILHOIO po3unHy o 13 ry came
UA/14116/01/01 3i 3MiHaMu TepMiH aii 6e3cTpokoBo
BupoOHuuTBO nikapcbkux 3aco6iB

cepis AE Ne 295499 gin 20.02.15 p., 65080, Oaecrka o6nacts,
M. Oneca, Jroctnopderka nopora, 6yn.86

26421220
2267 ynakoBok Ne 10

Jara BHpoGHHUTBA 29.12.2020 p.

Ckaaa na 1 came

65025, M. Oneca, 21-it km CtapokuiBebkol noporu, 40-A

051/2019/GMP nie no 07.06.2022 p.

napaueramoity 500 mr, peninedpuny riapoxnopumy 10 mr,

(enipaminy maneary 20 Mr, KMCIOTH ackop6iHOBOT 50 Mr
Anani3 nposeneno srizno 3 MKSI 3i sminamu 1-3 g0 p/n UA/14116/01/01

N0y CKAKTLCA BKparuieHHs 6,1i10-K0BTOro
Ta/abo OpaHXKeBOro KOJbOpY.

Hanmel{ynafmn Bumorn MK PesyabTaTn BHnpoOyBanb
HOKa3HHKIB
1 2 3
Onuc IMopowoxk 6inoro koibopy, B sKOMY IMopowok 6inoro konbopy 3

BKPAIICHHAM OPaHXEBOTO KOJbODY.

Po3uuHHicTb

Posuunsetecs 'y 600i P npu  KiMHaTHIM
TEMIIEPaTypi Ta PO3YMHAETBCS Kpawle y rapsdiii
600i P npu temneparypi (85+5) °C.

Biamnosinae

Inentudikauis

A. Yacu yTpumyBaHHs 11iKiB (eHinedpuny,
napaneTamoJty Ta (eHipamMiHy Ha XpoMarorpamax
BUNPOGOBYBAHOTO PO3YUHY Ta PO3YUHY
NOPiBHSAHHSA (b), 01epXKaHUX NPU BUNPOOYBaHHI
«KinbkicHe BU3Ha4YeHHA», MOBUHHI CrIiBNagaTH.
B. Peaxuis Ha ackopGiHOBY KuCOTY.

Binnosinae

ITo3utuBHa

OnHopianicTs
J030BaHUX
OMHHIIL

Bumorn OJIO BBaXalTbCs BHUKOHAHUMH, SIKILO
npuiiManbHe  uucno (AV) mns  nepmumx 10
OavHMUR MeHiwe abo mopiBHoe L1 (15,0), y
BiZcoTKax. SIkmo npuiiManbHe yucio Giplie L1,
Yy BIACOTKaX, BUNPOGYBAHHIO MiAJAXOTh HACTYIIH]
20 omvHMUb i OGYHCTIOIOTE NpHiiMaTbHE YHCIIO.
Bumorn OJIO BHKOHYIOTBCS, SKIO KiHIEBe
NpUiMalbHE YUCII0, po3paxoBaHe i3 30 OOHHHID,
meHwe abo nopisHioe L1, y BigcoTkax, i sxonen
IHIMBiZyaTbHUI BMICT y 1030BaHill OZMHULI He €
MeHIMM 3a (1 - L2x0,01)M i He € Ginbuum 3a (1
+L2x0,01)M. (L2=25,0).

{/ Qu; ~ CCCE (} AR (o




1

2

CynpoBizHi
JOMILIKH

Ha xpomarorpami BUIIpoGOBYBaHOTO PO3YHHY:

- Jo1Ia nika 4-amiHogeHoTy He Mae

TIEpPEBHUILY BaTH TUIOLLY OCHOBHOrO MiKa, Ha
XpoMarorpami po3uuHy nopisusaHHs (e) (0,15 %);
- IUI01IA TiKa 4-XJ10paleTaHuli Iy He Ma€
NEePEBHUILY BATH TUIOILY OCHOBHOIO MiKa, Ha
Xpomarorpami po3uuHy nopisssHHa (a)(0,005 %);
- naomwa Oy ab-9KOro mika, KpiM OCHOBHHX MiKiB
Ta nika, AKuit Binoigae 4-amiHodeHoy, HE Ma€e
TNiepeBUILYBaTH TUIOLLY OCHOBHOIO MiKa
(maparieTaMoJIy) Ha XpoMaTorpami po3uuHy
nopisHsHHA (c) (0,1 %);

- cyMa mJion MiKiB yCiX JOMILIOK HE Ma€
nepepuiyBaty 10 MU0 OCHOBHOTO MiKa Ha
XpoMaTorpami po34uHy nopisHaHH4 (¢) (1,0 %).

He perektyeThes

0,0003 %

He nerexryernes

0,0003 %

KinbkichHe
BU3HAUYEHHS

Bwmict CsHsNO;, (napaueTtamosty) B 0OJHOMY calle
mae 6ytu Biag 0,4750 r no 0,5250 r;

CyH,4CINO; (dpeninedpuny rigpoxnopuiy) - Bia
0,0093 r no 0,0108 r;

C20H:4N; O, (benipaminy maneaty) - Bin 0,0185 r
1o 0,0215 r;

C¢H;30, (ackopbinosoi kucnotn) — Bia 0,0463 r
10 0,0618 r, y nepepaxyHKy Ha cepeIHIO Macy
OJHOTO callie.

0,4987 r
0,0099 r
0,0195r

0,0574 r

Mikpobionoriuna
yucroTa**

[Npenapat HaeXUTh A0 HEBOJAHUX HECTEPUIILHUX
JKapchbKUX 3aco0iB s OpanbHOTO
3aCTOCYBaHHSL.

AepobGuux mikpoopranizmis (TAMC):

He 6inpme 10° KYO/r npenapary.

JpixmkoBux Ta miceHeBux rpubis (TYMO):

He 6inbme 10° KYO/r npenapary.

BincyrHicts Escherichia coli B 1 T npenapary.

ITakyBaHHs

ITo 13,0 r y came; no 10 came y nauui

Bianosinae

MapkyBaHHs

3riguo 3 MK

Binnosigae

Tepmin
[PHAATHOCTI

3 poku

Ho 01.2024 p.

*_ KOHTpOJIb IaHOTO TECTY MPOBOAATH /U KOXKHOI I°ATOT cepii.
**_ KOHTpPOJIb JAHOTO TECTY MPOBOAATH JUIsl KOXKHOI I1’ATOi cepil mpenapaty y 383Ky 3 BIANOBIAHICTIO
supobuuursa ['JI3 Bumoram HBIT (GMP).

Bucuosok: AMILIMTPOH® BE3 LIYKPY, nopommok A5 opajibHOro posuuny no 13 ry cawme Ne 10 cepii
26421220 Bignosinae Bumoram MK 3i sminamu Nel-3 no p/n UA/14116/01/01.

3asBa npo ceprudikamiro: Llum s 3acBinuyto, Mo HaBeieHa BMIE iHoOpMaUis € JOCTOBIPHOIO Ta
touHoto. Llro cepiro mpomykuii 6y0 BUpoGieHo (BKIIOYAIOUH MaKyEBaHHS | MApKyBaHH:) Ta IpPOBEIEHO
KOHTpONb il fKOCTI Ha BMIN€3a3HauyeHill AiMbHMLI y NOBHiA Bianosimnocti 3 Bumoramn GMP,
BCTAHOBJICHHMH PEryJIATOPHMM OpraHoM YKpaiHu, a TaKOXK BiAMOBiAHO 0 crieurdikauii, mwo MicTATbCs
y peectpauiitiomMy aocbe. IIpoTOKONM BUPOGHMLTBA, NMAKyBaHHS Ta aHamisiB Oy/no neperisHyTo Ta

BCTaHOBIIEHO BianosiaHicts GMP.
@ Ypaina
vV 65080, m. Opeca
3acTynmHHK IeHepaJbHOro ;{ﬂpemopa 3 sikocti Ammptf:chna aopora, 86
/Y NoBHOBakeHa 0coba , /7;;; TAB “IHTEPXIM” 3. 0. T'ixep
! KOHT POAR AKOCTI
e
. e
4



K3y 3A0poB'g Zic e I

dapmaLesTHiHa KoMnaHis «3d0poe’s - axicms Teo20 xummsls

TOB “DapmauesTuuna komnaris "Inopos'a” Nivensia AB NeS98066
Yipaina, 61013, m. Xapxis, Byn. lifesuenxs, 22 Tepmin a3 17.10,2013
Ten.: +38 (057) 757-0-777, 727-57-19, 727-57-15, 700-97-28

Caigoursa npo arecvauio naboparopii
Email: okk@zt.com.ua; http://www.zt.com.ua
CEPTUDIKAT SIKOCTI Ne 5440

Ne198, Ne200, N2201 Tepmin aii 3 20.12.2013
Jliompom6 1000-300poe's, zens, 1000 MO/z no 100 2 y mybax Nl
Ritoua peuosuna 1 2 npenapamy mMicmums: 2enapuny nampho - 1000 MO
Peect. nocsinuenns UA/11418/01/01 ¢id 16.03.16 do 16.03.21
Saransha KineKicTs B cepii 4752 yn

Hepxasa npusHayenna Yupaiva Lara supanun pesynsraty  29.12.20
Ymosin abepirannn; sbepiraty 8 opuriHanbHiii ynakosui npu TeMneparypi He Buue 25°C Npuparinm no 12.22
AHanis suKOHBRWA arinke:  MKST Haxas MO3 Yxpatnu N2197 aid 18.03.16 P11 NeUA/1 1418/01/01, 3mina Net, amina N22, 3mina Ne3

Ne cepii 31220
flara supoSunursa 12.2020

 Ne | Hadmenyaanus noxeauedie | . Bumoru nokymenvauli e ... Pesynutar avantay
' | Besbapanuit abo sl anerxa KOBTYBATUM BigTiHKOM, ‘Besbapenunit Make npo3opri rens B'IK0T
1 {Onne |MalKe NPO3OPU rent B'3KOT KOHCUCTeHLI 31 KOHCUCTRHUIT 3l cneuntivHuM 3anaxom

CneuMDIuHMM sanaxom . v
i He mae cnocrepiraTucs koarynsuii nnasmm ‘Binnosinae
Ha xpomarorpami sunpoGosysasoro PO3UMHY Yac ‘Bianosinae
YTPUMYBAHHA OCHOBHOrO nika MeTunnapaGeny mae
CriBNafaT™ 3 YACOM YTPMMYBAHHR OCHOBHOFO Nika
MeTunnapabeny wa XpoMatorpami posumKy nopisrsHH S
) ‘He xpomaTorpami sunpoBopysaHoro POMMHY HaC ‘Bignosinae
- 2 inenTudikauis YTRUMYBEHMA NIKIB MEHTORY | MEHTONY Mae chisnagaTy :
3 HBCOM YTPUMYBAHHS LWX NIKIB HA XpOMaTOrpami
POSUUHY NOPIBHAHKA ;
: Ha xpomatorpami BunpoGosysaroro POAMUHY var . ‘Bianoginae
| YTPUMYBARHS OCHOBHOID hika eTanony mae chisnagaru :
: 3 HBCOM YTPUMYBAHHA OCHOBHOTO NiKa eTANONY Ha
| N XPOMBTOrpaMi POINUHY NOPIBHAKKA N
"3 ‘OpmoplaMicrs Fenk Mae 6yTu opropintum ‘OnHopigHmit
4 Maca amicty ynakosku He menwe 100,0r 101,2r
. 5§ TepMeTiiHicTs ynaxosim Mae Byt repmernunoic FepmeTuuna
.8 pH . Bin58pn063 ]

KpuTepii npuitHSsITHOCTI: 3aransHe YMcno aepoBHMX -BaransHe HMCno aepobHux MiKpoopraismis (TAMC) -
: mikpoopranismis (TAMC): 100 KYO/r. 3aransse uwmcno  meswe 10 KYO/r. 3aranuhe YHMCno ApKKOBKX T8
. 7 MikpoBionoriuna werora Apidcpxosnx Ya nnicenesux rpusis (TYMC): 10 KYOR,  nnicenssux rputis (TYMC) - menine 10 KyQlr.
! Bincyrwicre Staphylococcus aureus a 1r. Biacytsicre  Staphylococcus aureus, Pssudomonas aeruginosa -

Pseudomonas aeruginosa s 1r ‘Bigeyral g ir.
: Tenapwwy Harplio: sig 900 MO a0 1100 MO “1052 MO

8 Kinbkiche BusHaveHHs Merunnapabeny: sig 0,00135 r 40 0,00188 ¢ .0.00137 ¢
: { Erarony: 8in 0,027 r o 0,033 r 0,031r
' 9 Ynaxoska Bianowignicre MIR . Bignosinse _
| 10 Mapkyanus Binnosiguicrs MKA _ - Bignosigae
BucHoBok Bianosinae sumoram HT/] ;, e
APy v Y e
3acTynHuk aupekropa 3 sikocTti - Hauyanbhux BKS1 > Do D, ;_fg "N

Lum 7 sacsiduyn, wo Hasedera suwe Inhopmatia € BocmosipHaio ma mounaic. Liw cepiny o ; itk g" 6 OHARIMEDRY §OHHA) Mo

IPOAEDEHD KONMPO, If AHOLIMI Ha HUNEITIHaYEHIT Binsruni y nositi aiénoqi&nocmi 3 8w ";“ o
peecmpoyitinomy Oac»egpommonu SUPOBHUMED, HAKYSAHHA MO aHANT3i8 Byi10 NEpeaninRIQ

éazbinad MNEMNmamesca y
Aoma nidnucaunn « «Lz » 2084,

Bupobruva dinsrka: SimoxiMivnuli yex; M.Xapxie, ayn. lllesyenxa, 6.22;
Cepmucbixam GMP Ne 043/2019/GMP do 17.05.22

Cropisl
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CepTtuchukar kayectea Ha npoaykuuto: Conizum cdopTe, TabneTku, B/O, KWW KOBOPO34YMHHI no 3000 F.I.LP. O[] Ne2

©-03-16
MpuBatHe akuioHepke ToBapucTeo "TEXHONO™

syr. CTapa npopisnd, 8 ten.; (04744) 4-03-02  npuisManbeR

M. Yuass, Yepkackkot obn. (04744) 40301 ynosxosamena ocofa

20300, Yipaika {04744) 4-03-03  Binaia 3 hapmakoHarRgy
chaxc: (04744) 44149 sipain 3byTy

inensia ma srpoSumuTse Mikapcsiax 3acobin Cepist AB Ne 598079 3 14.02.2014 poxy
CepTughixar na cHereMy yopassinms axicrio JICTY 1SO 9001:2015 Ne UAMQ.026-056-20
Crinoran Hepwantol cayxbu Ykpai 2 mikapeskax sacoSin Ne 119 npo arectauio naGoparopii BKA 5in 20.06.2012 p.

Ceprudikat cepii Ne 3
COJIIBUM ®OPTE, tadiaerku, BRputi 060/101K010, KHIIKOBOPo3uHHKi no 3000 F.LPOJ
Ne 20 (10x2) y Baicrepax

Kpaina BupabHHK Yxpaina

HoMep peecTpailifiHOTo NOCBIAMEHHS T2 Horo Tepumis Al P. Noe UA/5694/01/01 tepmin pii BescTpoxosg

Cuna niifaxTHEEICTs 1 ToBNETKA MICTHTS Tina3y mixpobionoriuny 3 hepmenratupsow axcrusuicrio 3060 FLP O/ -
Homep cepil 31220

Kinskicrs npoayxudi a cepii (v, mr. 12 i, ) 11 046 ym.

Hara srpobuunTra 21.12.2020 poxy

Jlara saxinyenis TepMilly NpHAATHOCT Ipysers 2022 poxy

Hama aimung OpAT «Texuoaor»
Aapeca gimsunu TipAT «Texnonors, 20300 Yepxachka o6n., M. ¥YManb BYIL Crapa npopispa, 8
Ceprudirar sianoriasocti GMP __046/2018/GMP 1o 09.08.2021 p

PE3YALTATH BHIIPOLYBAHB

Ne ; ..
wa llorasmsrkn AKoCTI Bnrorn HopMaTHBHOL RoKYMeHTANI MeTo KOHTPOIO Pesyasramm
Tafzersy xpyraol GopMu, BXpHT! 050m0HKOH Bl . 5
. Py hopar, 2 - Bisyansnnit. 3a
CBIT/I0-0PAIKEBOI0 AO OPAHKEBOTO KOALODY, 3 T
. JOBHIIIHIM BHITIAOOM . d
T Omne ONYKIHMMI REPXHLOIO | HIKHBOK nioBepxusMa, Ha : : Bignosizac
; i MaioTh BIAOOBIRATH
podtami [py POSTARAAHHI HiA JyNOI0 BHAHO AP0, -
OTOHCHE OAHMM CYHIALHHM 1IApOM )
B xoni xinpkiceoro
Inenrudixaunia A. ITpenapa? Mae BUABINITH THOONITHYHY BKTHRHICTS BH3HAYEHHA Bl
Jlinasa {(aKTHBHICTL Mikpobiomoriunol nimasi) thepmeHTaTUBHOT
AKTUBHOCTI
. i < B. BrnpoBopysauuii po3unH OpH A0jaBarHi
Turany atoxcyi (E 171) p Y P P “ ; . }
2 PO3MHHY BOZHIO NCPOKCHAY KOHIEHTPOBAHOIO Konwoposa peaxuin Binnosiaae
: 3afapamocEThes B OPAIDKCBO-YEPBORKH KOJID
: AGcopbuiiina
C. Cackrp nornuiatus BUOpoOYBaHOTO POSUHHY B -
¥ i CHEKTPOROTOMETPIA B
sy w obnacti sig 420 16 1o 520 HM TIORHHEH MATH . s o
HowTuih 3axig FCF (E 110) : yasTpadionerosiii 1 482 1w
MIXCHMYM 32 AOBKHHH XBHII 3
Big 480 mM a0 490 M HRpuil HOOICETT
) (1Y, 2.2.25)
3. Cepenng maca 275 mr+50% JAdY 295 274 Mr
He Sinsue Hix 2 i3 20 TabReTOK MOMKYTh
BLANMJISTHCH Bifl CCPERHBOT MACH HA BEIHYHHY, IO
A ﬂn E; S{m et 5 ¥, BaronMyors
4, OanopiguicTn Mach - ERERIILOE o ALY 2.9.5 ~1,79 %
Tipu Hs0My KOANZ INAHBIAY2ILHA MEC2 HE Mg +238 %
s . - o
BHAXMISTHCR B4 CEpCAUBLOI MACH Ha BCAHYHEY, OI0 >
nepesmuye = 10 %
Yae eriftkocri tabuerox 8 0,1 M posuuni xucroTs
XAOPHCTOBOAHEBOT Mae ByTH ne MeHAIAM 1 TOA,
I(HCIOTY 3aMIHAIOTh IMTYYEEM KHIIKOBEM COKOM Birrpusyioth
5. Ay 251
(bocharium Bybdepunm possunom pH 6,8). Hac
posnazan TafNeTOX y ULOMY CCPCAOBRILI MaE 8 xn
Byru sic GinpunM 60 x3
6. Hc Ginswe 3,0 % JDY, Honatox 1 1,9 %
> ; Jos nepuiux 10 Tabnerox NpuiiMagbHe HHCIO Mae
r A s Byru mesine abo popismosary 15.0 (AV < 15.0).
oo fhiano AY > 15.0, srnpoOyBanHo NiAAa0Ts
. wactynai 20 Tabnerox. Kimuese npufimanste ADY, 2.9.40
- 3 , 2.9.40,
- OasnopiaBicTs A030BaBHX YHCHO, POIPAXOBAHE 13 }G TalneTek, mae OyTH METOJt IPAMOT0 30
‘ oxHNNLL meruie abo nopismonarn 15.0 BHIHAUCHES ’
(AV < 15.0} i ®oaey inaxsisyansruit BMIicT ¥
TaGuerui mMae OyIn e MCHIIEM 3a 3Raudenns (I —
25.0 x 0.01)M i ne GinpunM 3a 3EAIEHHA _
L {(1+25.0 x 001)M .

/ﬁ Qo (087 éﬂ R24p/ 2pA/ /%
v // P4




CepTutbukaT kavecTBa Ha npoAaykuuio: Conisum dopre, TabneTku, B/0, KMIIKOBOPO34KHHI no 3000 F.I.P. O] Ne2

Kputepii nprituaTHOCT
- 3arazpHe 4MC0 aepobHuX MIKPOOPTARI3MIB

(TAMC): 1e dinvie 10° KYO/T, A®Y,n. 2.6.121a 30
8 Mixpefionoriuna 4HcToTa - 30T8ABHE YHCIO RPIKDKOBRX T8 IUCeHERAX 2.6.13, Mmrdme 20
spimm (FYMCY): ne Ginpue 10 KYOiT, Poznin 5.1.4 He BI»UIB.H;HO

- oxpeMi BRj SKpOOPTaHIZMIB: BiACyTHICTE
Fseherichiacoli 8171

Meron 1 {F.LP. merox)
ado Merox 1-a

Kianxicie spanaucnus: ; ,. (F.I.P. meToR 3
3 O 12400 FLP. O] 600 F1P. O]l,
9. | axTERRicTh MikpobiosoridHol B2l . )’L{ e e Ly prropucTantam C3 2978
; nepepaxysanni Ha Cepeiio Macy oaxiel rabnetxka
ainasn 3paska
MixpoGlonoritmoi

JIasf)

. 3a posainos «Y naxesxay MK G s
10 YuakoBKa PIT Ne UA/5694/01/01 MIKSE Bigrnosinae

Texer Mapkyeanns g0 PTLN: UA/5694/01/01 Ta saTeep/uerore
OPHITHA-MAKETY
Komentaph: YMOBH 16epiranna T TpascnopTysansa; 30epiratd 8 oprrimansaiii ynaxosni npr TeMnueparypi #e sHme 23 °C

Binnosinac

1L Mapsxypasng

Buenosox: ssnauena cepis ppagysuii COAIZHM @OPTE, mabaemsn, gxpumi o6oaonxorw, kuwkoeopozuunni no 3000 FLP OA
Ne 20 (10x2) y Bricmepax sidnosidae suyozan MES A3 P, e UA/5694/01/01 ¢id 05, #1.2017 pory ma 3xinay_eio 20.09.2017 poxy ma

afo 16.08.2019 poxy,
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3asna 0po ceprmbmnulm.

«1 M 71 33CBizyH0, MO HaseeHa BRI ubopMartis € ,wuompnow T2 T09HO10, Ilio cepuo npoznyxml 6yno sapobneHo (BKMOYaKYA
BUKY Bmlliﬂ/\{dphy}sailﬂﬂ) T2 TIPOBCICHO KONTPOMS 11 sikocTi 11 BiiitesasHaucHil Alasamg y mosHif sinnosianocTi 3 BuMoramn GMP,
BCT2HOBACHIMY MICHEBHM DETrYASTOPIIHM OPTAfioM, & TAKOK BiAIOBIEHO 20 cnelpdikantit, Mo MICTATRCA ¥ PEECTPALIfiHOMY [OCHE.
TIpoToKOI BUPOSHHITEA, NAKYBAHKA Ta anatizis Gyio UEPErAHYTO T2 BCTa}[OBﬂﬁHD Bianosianicre GMP»,
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