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Ten. (044) 496-87-87, Ton.Jdanc {044) 239-13-38, Ten./baxc {044)49689-42, Ten, (044) 485-26-57 {uinopoSoac)

Ceprundikar akocri N° 040000090825

Bic-Hon®, kancynu 120 mr N2 100 (10x10) y 6nicrepax
1KATICY/IA MICTUTB: BICMYTY CYBLMTPATY KONCIAHOTO 499,8 MT Y IEPEPAXYBAHHI HA BI203 120 Mr

Homep cepii: ) 20221 - KpaiHa otpumysas: Yxpaixa

KinbKiCrs npogykuir: 11.444 Tuc.ynak. N Peectp. noceigueHta; UA/5192/01/01

[iata BapoGHpyTEa: 02.2621 Tepmin A peectp. nocsiguenns:  19.07.2021

AHania BukaHaHuit no: MKA 113 go P11 NeUA/5192/01/01 sig 19.07.2016 p., aminu slg 21.09.2020 p.

HalimenysasHa nokazHuKis Bumorn AHA(cnenudikayi) Pesynoraty BMnpobysaHs
Onuc Taeppl xenatuHosi Kancynu uuniapnyHoT dopmy

Ne1, xopriyc 6inoro Koneopy, KpKLHEYKa XKOBTAro
Konbopy. Bmicr kancyn - nopolxkonopibua
rpaHynsosaHa cymiw Sinoro abo Binoro si 3nerka

OBTYBATKM BIATIHKOM KONbOPY, AONYCKAETLCA

3@nax amiaky Bignoeinae
lpesTudikayis
BiCMYT AkicHa peakuin Bipnoslpae
Coni amoHi | coni neTkux XapaxrepHa peaktiin
oCHOB Bignosinae
Kani XapakTtepra peaxuia (b) Bignoeigae
LUTPaTH Xapakrepra peaxuia (c) Binnosigae,
CepenHa Maca BMICTY Kancynu Bin 0,472rpo 0,548 r 0,509 r
OpHOPIAHICTE RO30BARNX Mae suTpumysati Bumorn
OAMHNUbL Bignosigae
Po3uuneHHs He metwe 75 % (Q) 3a 45 xs 92 %
Brpara B maci npw BucywysadHi He Ginbiue 6,0 % 3.8 %
Mixpobionoriuna yucrora
3araneHe Ynucno aepobHux Kputepiit npuikathoctt 1000 KYO/r
mikpoopratizmie (TAMC) * *
3aranbHe YUCNO APIKIKOBIX Ta Kpurepiit npuissthocti 100 KYO/Ir
nnicHAsux rpubis (TYMC) * *
Escherichia coli * BipcyrHicte s 11 i
KinoxicHe sussaveHnn
BicMyTY CyBUMTPET KONOIRHIAR, Big 108,0 mr go 132,0 mr, B nepepaxypakHl Ha
B NepepaxysaHki Ha 8i203 CepefiRio Macy BMmicTy onHiel kancynn p— 116,1 mr/kanc
Ynakoeka Mae signosigati sumoram &JP»’L‘?"‘*UTEB\-~ Bignosinae
MapkyBaHHA Mae giinosigatn sumoram Bipnosigae
Tepwmis npuaatHoecy: 4 poku Aerapramen

CKNa/ChKoIR?
noricTuKK

ineHTUdbikauinymi
xop 00481198
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Ten, {043) 495-87-57, Ten.fbaxc (044) 239-16-38, Ten fpaxc (044)49685-42, Ten. {044) 485.26-57 {ulnonoboaa)

Ymoen aGepiranun;  36epiraa 8 opurinanbHii ynaxosui npu Temnepatypi e Buwe 25 °C.

Kemenrapi:

*Ha nigcrasl nepioguutoro koHTpomo. TpoTe MW NiATBERAMKYEMO BIANOBIAHICTS AaHOT cepil Bumoram HI,
3asea npo ceprudikauin:

Lum 5 3aceiguyio, we smueskasada indopmauin € gocrosiprow | Toudow. Lo ceplio npoaykyli éyno eupobieHo (BKIIOYaI0UN

ynakoBky/MapKysaHHA) Ta nposeferuii KOHTPORb If AKOCTI Ha HwKueBKazaHii RinbrUGE 8 nosHii sinnoeigxoctl go aumor GMP,
BCTEHOBREHNX MICLEBUM PEryARTOPHVIM OPraHoM, a TakoX v BigToslnHoCT 13 cneyndikauy) Qﬂ;’ﬁﬁ{‘gxy bCA Y peectTpauinHomy

pocsefroprosoi nliensit, MpoTokony BMpoGHULTEa, NakyeaHHA Ta aHanlsis 6ynu nepesi

@:q BCT _'staip,ﬂlcrb GMP.
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fossoneno fo peanizauli / 4o BlaBaHTaKeMua
YnoeHoeaxeHa ocoba — MposlpHuii ikwerep BCradn

§ 25.02,2021

Bupobsuda Ainbrnaa

KouTponae akocti Ta BUAava qoasony Ha peanisauio:
YKPAIHA, 04080 m. Knis-80, syn. Knpuniscoka, 74; Ceigourso npo arectauiie Ne 390 sig 22.01.2019

HenapramedT
CKNaacexol

NOTiCTUKA

lnenTrdiikauinHwin
kop, 00481198

Cop.2 32
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AT KHIBCEKHI BITAMIHHIH 34801 Bupobumig o,
Vipaisa, 94073, x Kuts, ays. Konusiscexe, 38 "
Hpuionaoman: messaxe {44) 4610308
Kosepytig ¢iddia: (044) 461.03.37
Bioaia xenmpono sxoemis (043) 461-03-34

Avpeca. Yepaiva, 04 s Kula, gyn, Komwaisossa, 38,
Higerun cepia AR 93 sudenar Jeprcasscn caysedon
Vapainn 3 aisapeosux sacolie 810 04.07.2004 p,

Usidonmen npo ameomayin sabopamopt Xb 246 sudane
Hepweawiow oi Yepabiu 3 aixapessux saeobin

(e ')fmuﬁtmm §iIneRIONOEmE yMoe supulrumen aisapoerux
SUCOUIR RUMTIRAM MR RHOT RUDOORUNOT 1Hpax iy

No QUR2IHIGME sin 14002019 p. mepmin 3l do
14122821 p

Ceprsupisar cepif Ne 2

Hassa npoayxuil, aikapeska gopya Biramin E, kancyan s’sxi o 400 mr Havep copit BC20221
Hosep pecerpanifinorn nocsiiuenns No UAATITO103 e Bescrpokono Poasip cepit 9567 v,
Cozra i1/ axrusuicrs Bivasing E (v muranzi o -rogoepony auerary) - 400 e Java supobuurss 02,21
Posaip Ta THIn MakoBaHs flo 10 rancya v Baicreph no 3 Baicrepn v navud Hassa kpaian npravaseHis
Yxpaiha
Bunpobosysanus nposezere 3a MKH 13 a0 PITNe UAAQTI7/01/03
’"nczmq%x{ania a0 MKSLS
Nu Tloxaswusu gxocti Homyert mewd Metoan xorrpamo Pesyavrarn
{ Cre Kancyy sw'axt weanrano, i.’sm,mm}' Popsi. H HBos, 3o 1 (slayassng) Bianosime
HEPROHOTO KOALOPY. SANOBHCR] TIPUIOPOR MECARUCT IO
PLAKHOIO Bl BeIBapBuoro A0 LIIKE 3¢ ATDSROBTOIO
KOABOPY.
21 Laewrndixanis Yosrpadioaerosui CUCKTD HOTANHANHS QARPHANDID 3au 24,1 IDY, 2.2.25 Burpumye
G-TOROPEPONY GURTAT pozunny & obaacri sig 240 um ,u’» /% 10 M DOBRUCH METH
MUKCHMYM 30 20850t X (280 3 i, s 38 J0RE BN
xppi (278223 mu Dadnbeon ss omanss xeral {25422) nw
Ha xpossarorpavi sunpuBosyasors po3HIIY, OAepRanii Jan LB, AHOY. 2229 Burpssye
P RELKICHOMY BUBHEHeHH] -T0R0PEpoaY Buutary, dac
VEPHMYBAHHS OUROBHOIC HIKS (eTORODEPOIY AUCTATY Mt
BUIOBLAATH MACY YTpuMyRanng tixs s-roxodepony anerary
Ha xpmnz'ozw\s DPOSUHAY Bopipannsg (a).
sixicua peakuis, dan 20 Burpusve
3 1 Cepuans maca syicry Bin 409 mr o 4531 wr Jan, 3, MDY, 285 425
RAHCYIH
41 Onmoplanicrs 20308aHMX Hianoslatcrs sumoram * oY Jan 3, 2V, 2940 Bianosizae
OZHHMHIL
S 1 Pusnagaimy He Gimpwie 30 x5 Jan 5, *HMGY 291 9
& | Kucnorie 4ueao He Ginnwe 1,2 Jan 6, *AdY 23] (]
7| Nepesuene ancin He $lawpe 13.0 an 7OV 2 a6
METOA A
8 | MixpoeSionoriung uncrora Kpsrreplt upuitasonnerh: Jan By,
Jaramae upcso sepofui wigpooprantisiy (TAMO S14.2612,2.63
AOTKYO B I <)
'341&;;» 1C HHCAD 1;31’;1;.:{2»:0;4:1\ i cenein rpabia (TYMO)
- TP RY G <10
Biacyrior Im rerichin ooli al s, Biacyrui
9 1 Kiaskicne ausHaucHys Bia 380 wmr 40 420 My, y Hepepaxy sanui i cepetio Macy Jan 9 MY 2229 390
a-Torodepony anerary BMICTY Kancyay
(U Ha0y
10 1 ¥Ynakonka Bianesiano zo sumor MEKA JI3 3u MES )3 Bisronizar
1 Mapkvaanss BriAH0 STRCVOKEHOMY TCRCIV MAPKYREHHA
12 ¢ Vvom abepiraunsa i! OpuriNAALHLL VIUKOBI DS TOMIIRpaTYDE HE pul 23
13 1 Tepmin npigariocri 12 PoR% P o 0221
Anaais wakowanu: Poaosiva H.O., C Ky
Bucuonow: Bianosizac susoram MK
7
x@‘
Hanaabrur BKS B Q0
Jasma upo cepradizniin: a5 wacuid ; fe a;i‘ibaywﬁiziﬂ ¢ ,uwmwamm T TOMHGI0. LI sepeiio npos il Byso supobiens

{BRAOMAI0YH DAKY BIHHE TR MAPKYRAHHS ) rzn;m%ﬂ-w‘fﬁn PO GEBCH i sashad bR
BETAHOBACHUM MICHCRIM pervast (Epfhm OPFAOM, & TAROW v BLUIOHALOLT 20 uwumﬁggx
Mporoxoan gipoBumeras, YOaKonK | 1
nokasrkama sxoct MK I3 o PU S LA

apraid Y nossii slanosiasorn sinor GMP,

L SE] MICTHTRCS ¥ pxmpa wifHoMyY a0CsE,

i BETHeBIeHo BEORanigr, GMP, Cepis rorool npoaykuil slanosiaee 3a
TRER A0 poaai))

Yuosuongresa ocofn Hisapren LB,
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Ten. (044} 496-87-87, Ten.Jbaxc (044} 235-10-38, Ten/barc (044)49689-42, Ten. (044) 485-25-57 {uincgobosc)

Ceprudikar akocri N2 040000091490

Bic-Hon®, xancynu 120 mr N2 100 (10x10) y 6nicrepax
TKANCYNIA MICTUTb: BICMYTY CYBLIATPATY KONOIGHOIO 499,8 M Y NEPEPAXYBAHHI HA BI203 120 Mr

Homep cepii: 30321 Kpaiha oTpumyBsau: Yxpaiua
KinsxicTs npogyxuii: 11.461 Tuc.ynax. N¢ Peectp. nocsiguenrHs: UA/5192/01/01
faTa BupobryiTea: 03.2021 Tepmin aii peectp. nocsiguenns:  19.07.2021

Arariis BUKOHaHUA no: MK N3 po PN NeUA/5192/01/01 sig 19.07.20186 p., 3miHn sig 21.09.2020 p-

HalimeHyBarHA NOKasHVKIB

Bumorn AHJl(cneundikanii) Pesynbratn Bunpobysans

Cnuc

lneHTudixauia

BiCMYT

4

P coni amokiio | coni neTkrx

OCHOB
Kanin
unuTpaTH
Cepegra maca sMmicty kancynm

CpHopignicTs nozoBaHnx

OOMHNLB
Pozunterns
Brpara s maci npu BucyurysanHi

Mixpo6ionoriuna uncrora

3aranbHe YNCRO aepobHmx

]
|
i

Mikpoopratismie (TAMC) *

3aranbHe YMcno ApRKIPKOBUX Ta

nnicHAsux rpubis (TYMC) *
Escherichia coli *

KinokicHe Bu3HayeHHs

BicmyTy cyBUUTPAT KONOTaHWEA,

Teepai :KenaTnHoBE Kancynin 4uaiHapruHoTl dopmu
N21, xopnyc Ginero konbopy, KpUleyka XoBToro
KoIbopy. BMicT Kancyn - ropolukonogitua
rpasynabosaHa cymiw 6inoro abo Ginoro 3i snerka
KOBTYEATM BIATIHKOM KOMLOPY, [ONYCKAETHCA

3anax amiaky Bignoeigae

fixicHa peaxuyin Bignosifae

XapakrtepHa peakuia

Bignosigae
Xapaxtepna peakuis (b) Binnosigae
KapakTepra peakuisa (c) Bignogipac
Bip 0,472rpo 0,548 1 0,508 r
Mae BuTpUMYBaTH BUMOTI

Bignosipae
He mene 75 % (Q) 3a 45 xs 90 %
He 6inbuie 6,0 % 0.8 %

Kputepin npuitiatHocti 1000 KYO/r

Kputehin npuinatHocti 100 KYO/Ir

BigcytHicTe B 1 1

Bin 108,0 mr go 132,0 wmr, 8 nepepaxysaHHi Ha

B NepepaxyBaHHi Ha Bi203 CepefHIo Macy BMICTY oaHiel kancynu 113,2 mr/kanc
Ynakoeka Mae Bignioeigaty sumoram Bignosinae
MapKyraHHA Mae pignosigaTy BUMoram Bignoeinae
J. TepmiH npugaTHocT: 4 poxn Ao 03.2025
7
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Ten. (044} 495-87-87, Ten/akc (044) 239-19-38, Tenjdake (044)49688-42, Ten, (044) 485.28-57 (tilnono6ars)
]“:*”» Ymosw 3Gepiranns: ‘ i

3bepira™ B opuritanbyii ynakoswi npu TeMneparypi He suwe 25 °C
' KometiTapi:

*Ha nigcrasi nepioguutoro koHTponio. Mpote M i inTBEPIKYEMO BIOBIAHICTL faHol cepli Bumoram H
P P P

3assa npo ceprudikaiio!

Uum s 3aceiguyio, 1o BuLleBKasaHa iH

YNaKoBKY/MapKyBaHHA)

dopmatia ¢ goctosipHol | TouHOW. Uio cepilo npoaykuii 6yno BrpoBneno (BKNIOUAIOUM
Ta NpoBeAeHNIA KOHTPONB I AKOCT] Ha HWKYeBKasaHii
 BCTAHOBNEHUX MICLEBUM PETYAATOPHUM OpraHom,

¢ AocwelToprosoi niueHsii,

AinbHWUI B NoBHIY_BignosigHocT Ao sumor GMP,
a TaKkoX y BiginosigHocTi i3 cneundikalliggit
poToxonn BUpobHULTE], NakyBaHHA Ta aHan|siz Bynu nepesj

,kaﬁkaﬁ?;?a TbeA Y peecTpaLlinHomy
€Tan H Q{?nosmmcm GMP.
e e ‘?’75\
Bo3soneno po peanizayii / no sigsanTamen s D1 Wuayig, B -
YnosHosaxena occba — Mposiguii irkeHep BCTaBI Kpasuenko C.M, -xk- e 5 30.03.2021
BupoSHuya ginpHuya:
YKPAIHA, 04680 m. Knig-80, By, Kupunisceka, 74; Nluensla Ha eupoBuultao AE Ne

s

63 ai ?&‘@’4
: * Ceptvdlkar GMP Ne075/2019/GMP sin 10.10.2019; UP/1-530-10/18-03/08 sig 19.06. 2018

Kontpone axocyl ta supava gossony Ha peanizauiio

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniacoxa, 74; Ceigourso npo atecrauiio Ne 390 sig 22.01.2019
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MPAT "®ITODAPM"

lOpuanyna agpeca 02152, m Kuis, npocnekt INaena Tuunnn, 6ya 1 B, o A504
TenedoHu BIAAIN KOHTPORIO skocTl (0627) 44-01-77, cknag roTosol npogykuit (06274) 3-10-01

CEPTUDIKAT AKOCTI Ne 1045 Bin 29.06.2021

Hassa npoaykuji

DyKOpUMK

$-06-04-00/6

Nikapcbka chopma

PO3UUH HaLLKIPHWIA

Poamip Ta TN nakysaxHs

no 25 MN y hnakorax 3 MapKyBaHHAM YKPAIHCLKOI MOBOID

Cwuna pii / akTvBHICTD

1 Mn po3unHy MICTUTL chYKCURY OCHOBHOTFO — 4 Mr, KUCNIOTH BOPHOI — 8 Mr, dheHOsTY — 39 Mr,

aLeToHy — 0,049 mn, pesopuuny — 78 mr, eTaHony 96 % - 0,095 mn

Peecrpal|iiiHe NoCcBIAYEHHS

UA/0182/01/01 TepMiH gii KeoGmexeHuit

KpaiHa-snpobHuk Ykpaida

Homep cepil 150621

Poamip cepil 19 675 chacoBok
fara supoBHuuTBa 24 06 2021

[lara saKiHueHHa TepMiny npuaatHocTi 01 06 2023

Aapeca AInbHNL 3 BUpoGrULTEa

84500, [loneubka 0651, v BaxmyT, Byn Cubipuesa, 6ya 2

Hazsa Ta Homep niuensi

Tiyenain gig 15 11 16 Mepeocbopmnenns niyewsi Big 05 07 11p AB Ne578982, CeigouTBo npo

avecrayo JIKA Ne343, Ceprudikar ISO 9001 NeHU12/6480 Big 16 02 17

13 Pesynbrary aHanisis
o . PesynbTary
0
Ne HalimeHyBaHHs nokasnukis Bumoru HTZ BURpPOGYBaKD
1|Onuc PigvHa TeMHO-4epBOHOrO Kosbopy 3 XapaKTepHUM 3anaxoM geHony BianosiRae
2[lpeHTudikawya
Peakuia 3 poaunHOM Hatpiio napokcuay P | xiopocopmom P, 3'aBnseTbes
2 1|®eHon, pesopumH poxese 3a6apBeHHs, Ake NEPEXOAUTL B HEPBOHE, BIA A0AABAHHSI OUTOBOI Bignosigae
kucrniotn P 3aBapBneHHs NepexoauTb y XoBTe
2 2|Kucnota 6opHa PeakLyin 3a6apBneHHs nonym s BlanoBigae
Peakua 3 posuvHOM HITPONPYCUAY HATPIKO | PO3YMHOM HATPIIO rAPOKEUaY P,
2 3|AyetoH YTBOPIOETLCS KOPUUHEBO-YepaoHe 3abapBreHHs, ske B A0AaBaHHS OLTOBOI Bignosigae
kucnotn P nepexoautb y poxeso-tionetoBe
2 4|ETanon Peakiif 3 OL{TOBOIO KUCNOTOI0 NbOARHOW P, BUABNAETLCA XapaKkTepHuii ——
3anax eTunauerary
2 5{®yKeuH ocHOBHMi Peakus 3 cipuaHolo kucrnotoio P, 3 ABnsieTbes woBTe 3abapeneHus, ske Bignosiaac
Yepes Kinbka XBunuH 3HebapBRIETLCS
3|l'yctuna He Ginbwe 1,010 0,9986
4106'em BMICTY ynakoskn O6'em BMICTY KOXHOTO chnakory mae 6yt He MeHLe 25 mn Y HOpMi
5 jMikpobionoriuHa uuctoTa Ne Bak anan N2679
3aranbHe Yncno aspobHux - “ A
51 MixpoopraKiama (TAMC) KpuTepil npuitiatHocT 10°2 KYO/mn MeHuwe 10
3aranbHe YMCNOo APBKAMOBUX Ta N G
52 nAICeHeBUX rpuBIa (TYMC) kputepil npuitisTHocT 10 KYO/MA MeHe 10
53 SiK::f il poa St aureus Ps aeruginosa He AonycKaeTses He BUABAEGHO
6 [KinbkicHe BuaHayeHHs
6 1 |DykcuHy ocHOBHOTO Bwict chykcuty ocHoBHOrO Big 0,38% A0 0,42% 0,4 %
6 2 |Kucnotu 6opHoi Bmict kucnoTty 6opHol BIa 0,76% g0 0,84% 0,8 %
6 3 [denony, pesopumnty Bmict peHony Ta pesopuuHy cymapHo eig 11,10% go 12,30% 11,47 %
7 [Ynakosxa 3ripHo MKSHA Bignosigae
8 |"pachiiHe ochopmnerHs ynakosku 3raHO peecTpauliiHoro NoceIA4eHH: Bignosigae

BucHosok Mepesipennii 3pa3ok npoaykuil sianosiaae umoram MKS Ta ammi Big, 30 07 2020

3asBa npo cepTuckaLyio

Lum 51 3acBiguyto, WO HaseaeHa BULie IHopMaLls € ZOCTOBIPHOIO Ta TouKo Lo ceffio
naKyBaHHs/MapKyBaHH:) Ta NPOBEAEHO KOHTPON It AKOCTI Ha BULLeHa3BaHIl AnbHuLl %

MICLIEBUM PeryNaTOpPHAM OPraHoM, a TakoxX BIAMOBIAHO A0 cneliuddikaLyii, wo MIcTaTLAR g'pe crp‘gii"l' )
nakyBaHHa Ta aHaniale Gyno NepernsHyTo Ta BCTAHOBAIGHO BIANOBIHICTb JlILeHaliHIM Wosss

by au Wiy b 5o

29 yepBHs 2021 p HauaneHuk BKS

)
YroBHOBaXeEHa O Ga €r50 YOS
TN 0

29 uepsHsa 2021 p

7 Praunn,,y
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DAPMAK

Ten. (044) 496-87-87, Ten./daxc (044) 239-18-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinono6oso)

Ceptudixar akocri Ne 040000093577

NIRRT

Bic-Hon®, kancynu 120 mr N2 100 (10x10) y 6nictepax

1KANCYNIA MICTUTb: BICMYTY CYBUMTPATY KOJOILHOIO 499,8 MI' Y MEPEPAXYBAHHI HA BI203 120 MI

Homep cepil: 50621
KinbkicTb npogyxuii:
[ata BupobHuyTea: 06.2021

AHani3 BUKOHaHW no:

11.447 Tuc.ynak.

Kpaika otpumysau; YKpaina
UA/5192/01/01

Tepwmin Aif peectp. noceiguenna:  19.07.2021

N2 Peectp. noceigyeHHs:

MKA 113 go PN NeUA/5192/01/01 eip 19.07.2016 p., aminm sig 21.09.2020 p.

HalimenyBaHHAa nokasknkis

Bumorn AHI{cneundikauyii)

PesynbTtatn Bunpo6ysaunb

Onuc Teepai xenaTMHOBI Kancynu ununiHgpuyHoi dopmu
Ne1, kopnyc 6inoro Konbopy, KpuieUKa »OBTOro
Koneopy. Bmict Kancyn - nopouwkonogi6Ha
rpaHynboBaHa cymiw 6inoro abo 6inoro 3i anerka
xoafysamm BIATIHKOM KONMbOPY, [OMYCKAETHCA
3anax amiaky Bignosigae
IpenTudikauin
BicmyT fIKicHa peakuia Bignosigae
coni amoHilo i coni neTkux XapakrepHa peaktis
OCHOB Bignosigae
Kaniv XapakTepHa peakuia (b) Bignosigae
uuTpaTty XapakrepHa peéKu,iﬂ (c) Bignosigae
CepepiHa Maca BMICTY Kancynu Bin 0,472 r no 0,548 r 0,504 r
OpnHopigHicTb foz0BaHMX Mae Butpumysary Bumorn
Of4ViHMLb Binnosipae
Po3uuHeHHs He meHwe 75 % (Q) 32 45 xs 95 %
Brpara B maci npv BucywysanHi He 6inbiue 6,0 % , v 28 %

Mikpo6ionoriuua yucrora

3aranbHe YnCIo aepo6HUX

mikpoopraHismis (TAMC)

3aransHe YNCIo APIKIKOBMX Ta

niichasux rpubis (TYMC)
Escherichia coli

KinbkicHe BusHavennsn

sicmyTy cybuutpat KonoigHwia,

Kpurepin npuniHatHocti 1000 KYO/r

0 (merwe 100)
KpuTepiit npuitiaTHocti 100 KYO/r

0 (meHuwe 50)

BiacyTHicTb B 1 1

Big 108,0 mr go 132,0 mr, B nepepaxyBaHHi

B nepepaxysatHi Ha Bi203 CepeaHIo Macy BMICTy ofHiel kancynu /kanc
Ynakoska Mae signosigaTtu 8viMoTram ae
MapkysaHHa Mae signosigatv BuMoram NBimoBinac

Tepmid npupaTHocTi:

4 pokn MZS
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Ten, (044) 496-87-87, Teri fbaxc (044) 239-19-38, Ten/daxc (044)43689-42, Ten. (044) 485-26-57 (Wnogoboso)

Ymosu 36epiraHus; 36epiratit & opurinanbHii ynakoswi npn Temneparypi He suwe 25 °C,

Komenrapi:

3anBa npo ceptudikayito:

Lum 8 3acsiguyio, wo BUlleBKasaHa iHdopmaLlia € ROCTOBIPHOW0 | TouHOW. Llio cepiio npogyxuii 6yno B1pobneHo (ekniouakoun
ynakosKy/MapKyBaHHs) Ta NPoBeAeHN KOHTPONb 1f aKocTi Ha HwkYeBKasanin alnbHuLl B noswin sianosigHocTi Ao sumor GMP,
BCTAHOB/IEHUX MICLIeBIM PErYNATOPHUM OpraHom, a Takox y signosigHocri i3 cneuuoikauiamm, aki 3HaxogaTbCa y peectpauiitomy
AOCbe/Toprosoi nitensii, Mpotokonu BUpoBHUUTBA, NaKyBaHHA Ta aHanisie Synu nepesipexi Ta BCTaHOBMeHa BignoBiaHicts GMP,

e 2
W PN

fAozeoneno go peanizauii / go sigBauraxenun /
YrnosHoBaxeHa ocoba — MposigHuit iHxeHep BCraB( Kpasuerko C.M, (3(
2]

Bupo6Huua ginbuuys:

YKPAIHA, 04080 m. Knis-80, syn. Knpuniscbka, 74; NiyeHsin Ha supobrnyteo AE Ne 687 .;ji{gj;@i@ﬂ«szgg b,
A 00481500 2
Ceptudikat GMP Ne075/2019/GMP gin 10.10.2019; GMP/EAEU/BY/0045-2021 Bify 250272024, nggg?g@m 0/18-03/06 sig
e~

o e
e

19.06.2018

Kontponsb saikocri ta Bupaua possony Ha peanizauyito:
YKPATHA, 04080 m. Kuis-80, Byn. Knpuniecbka, 74; CelgouTeo npo atecrauito Ne 390 sig 22.01.2019
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MPAT "®ITODAPM"

lOpuanyna agpeca 02152, m Kuis, npocnekt INaena Tuunnn, 6ya 1 B, o A504
TenedoHu BIAAIN KOHTPORIO skocTl (0627) 44-01-77, cknag roTosol npogykuit (06274) 3-10-01

CEPTUDIKAT AKOCTI Ne 1045 Bin 29.06.2021

Hassa npoaykuji

DyKOpUMK

$-06-04-00/6

Nikapcbka chopma

PO3UUH HaLLKIPHWIA

Poamip Ta TN nakysaxHs

no 25 MN y hnakorax 3 MapKyBaHHAM YKPAIHCLKOI MOBOID

Cwuna pii / akTvBHICTD

1 Mn po3unHy MICTUTL chYKCURY OCHOBHOTFO — 4 Mr, KUCNIOTH BOPHOI — 8 Mr, dheHOsTY — 39 Mr,

aLeToHy — 0,049 mn, pesopuuny — 78 mr, eTaHony 96 % - 0,095 mn

Peecrpal|iiiHe NoCcBIAYEHHS

UA/0182/01/01 TepMiH gii KeoGmexeHuit

KpaiHa-snpobHuk Ykpaida

Homep cepil 150621

Poamip cepil 19 675 chacoBok
fara supoBHuuTBa 24 06 2021

[lara saKiHueHHa TepMiny npuaatHocTi 01 06 2023

Aapeca AInbHNL 3 BUpoGrULTEa

84500, [loneubka 0651, v BaxmyT, Byn Cubipuesa, 6ya 2

Hazsa Ta Homep niuensi

Tiyenain gig 15 11 16 Mepeocbopmnenns niyewsi Big 05 07 11p AB Ne578982, CeigouTBo npo

avecrayo JIKA Ne343, Ceprudikar ISO 9001 NeHU12/6480 Big 16 02 17

13 Pesynbrary aHanisis
o . PesynbTary
0
Ne HalimeHyBaHHs nokasnukis Bumoru HTZ BURpPOGYBaKD
1|Onuc PigvHa TeMHO-4epBOHOrO Kosbopy 3 XapaKTepHUM 3anaxoM geHony BianosiRae
2[lpeHTudikawya
Peakuia 3 poaunHOM Hatpiio napokcuay P | xiopocopmom P, 3'aBnseTbes
2 1|®eHon, pesopumH poxese 3a6apBeHHs, Ake NEPEXOAUTL B HEPBOHE, BIA A0AABAHHSI OUTOBOI Bignosigae
kucrniotn P 3aBapBneHHs NepexoauTb y XoBTe
2 2|Kucnota 6opHa PeakLyin 3a6apBneHHs nonym s BlanoBigae
Peakua 3 posuvHOM HITPONPYCUAY HATPIKO | PO3YMHOM HATPIIO rAPOKEUaY P,
2 3|AyetoH YTBOPIOETLCS KOPUUHEBO-YepaoHe 3abapBreHHs, ske B A0AaBaHHS OLTOBOI Bignosigae
kucnotn P nepexoautb y poxeso-tionetoBe
2 4|ETanon Peakiif 3 OL{TOBOIO KUCNOTOI0 NbOARHOW P, BUABNAETLCA XapaKkTepHuii ——
3anax eTunauerary
2 5{®yKeuH ocHOBHMi Peakus 3 cipuaHolo kucrnotoio P, 3 ABnsieTbes woBTe 3abapeneHus, ske Bignosiaac
Yepes Kinbka XBunuH 3HebapBRIETLCS
3|l'yctuna He Ginbwe 1,010 0,9986
4106'em BMICTY ynakoskn O6'em BMICTY KOXHOTO chnakory mae 6yt He MeHLe 25 mn Y HOpMi
5 jMikpobionoriuHa uuctoTa Ne Bak anan N2679
3aranbHe Yncno aspobHux - “ A
51 MixpoopraKiama (TAMC) KpuTepil npuitiatHocT 10°2 KYO/mn MeHuwe 10
3aranbHe YMCNOo APBKAMOBUX Ta N G
52 nAICeHeBUX rpuBIa (TYMC) kputepil npuitisTHocT 10 KYO/MA MeHe 10
53 SiK::f il poa St aureus Ps aeruginosa He AonycKaeTses He BUABAEGHO
6 [KinbkicHe BuaHayeHHs
6 1 |DykcuHy ocHOBHOTO Bwict chykcuty ocHoBHOrO Big 0,38% A0 0,42% 0,4 %
6 2 |Kucnotu 6opHoi Bmict kucnoTty 6opHol BIa 0,76% g0 0,84% 0,8 %
6 3 [denony, pesopumnty Bmict peHony Ta pesopuuHy cymapHo eig 11,10% go 12,30% 11,47 %
7 [Ynakosxa 3ripHo MKSHA Bignosigae
8 |"pachiiHe ochopmnerHs ynakosku 3raHO peecTpauliiHoro NoceIA4eHH: Bignosigae

BucHosok Mepesipennii 3pa3ok npoaykuil sianosiaae umoram MKS Ta ammi Big, 30 07 2020

3asBa npo cepTuckaLyio

Lum 51 3acBiguyto, WO HaseaeHa BULie IHopMaLls € ZOCTOBIPHOIO Ta TouKo Lo ceffio
naKyBaHHs/MapKyBaHH:) Ta NPOBEAEHO KOHTPON It AKOCTI Ha BULLeHa3BaHIl AnbHuLl %

MICLIEBUM PeryNaTOpPHAM OPraHoM, a TakoxX BIAMOBIAHO A0 cneliuddikaLyii, wo MIcTaTLAR g'pe crp‘gii"l' )
nakyBaHHa Ta aHaniale Gyno NepernsHyTo Ta BCTAHOBAIGHO BIANOBIHICTb JlILeHaliHIM Wosss
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DAPMAK

Ten. (044) 496-87-87, Ten./daxc (044) 239-18-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinono6oso)

Ceptudixar akocri Ne 040000093577

NIRRT

Bic-Hon®, kancynu 120 mr N2 100 (10x10) y 6nictepax

1KANCYNIA MICTUTb: BICMYTY CYBUMTPATY KOJOILHOIO 499,8 MI' Y MEPEPAXYBAHHI HA BI203 120 MI

Homep cepil: 50621
KinbkicTb npogyxuii:
[ata BupobHuyTea: 06.2021

AHani3 BUKOHaHW no:

11.447 Tuc.ynak.

Kpaika otpumysau; YKpaina
UA/5192/01/01

Tepwmin Aif peectp. noceiguenna:  19.07.2021

N2 Peectp. noceigyeHHs:

MKA 113 go PN NeUA/5192/01/01 eip 19.07.2016 p., aminm sig 21.09.2020 p.

HalimenyBaHHAa nokasknkis

Bumorn AHI{cneundikauyii)

PesynbTtatn Bunpo6ysaunb

Onuc Teepai xenaTMHOBI Kancynu ununiHgpuyHoi dopmu
Ne1, kopnyc 6inoro Konbopy, KpuieUKa »OBTOro
Koneopy. Bmict Kancyn - nopouwkonogi6Ha
rpaHynboBaHa cymiw 6inoro abo 6inoro 3i anerka
xoafysamm BIATIHKOM KONMbOPY, [OMYCKAETHCA
3anax amiaky Bignosigae
IpenTudikauin
BicmyT fIKicHa peakuia Bignosigae
coni amoHilo i coni neTkux XapakrepHa peaktis
OCHOB Bignosigae
Kaniv XapakTepHa peakuia (b) Bignosigae
uuTpaTty XapakrepHa peéKu,iﬂ (c) Bignosigae
CepepiHa Maca BMICTY Kancynu Bin 0,472 r no 0,548 r 0,504 r
OpnHopigHicTb foz0BaHMX Mae Butpumysary Bumorn
Of4ViHMLb Binnosipae
Po3uuHeHHs He meHwe 75 % (Q) 32 45 xs 95 %
Brpara B maci npv BucywysanHi He 6inbiue 6,0 % , v 28 %

Mikpo6ionoriuua yucrora

3aranbHe YnCIo aepo6HUX

mikpoopraHismis (TAMC)

3aransHe YNCIo APIKIKOBMX Ta

niichasux rpubis (TYMC)
Escherichia coli

KinbkicHe BusHavennsn

sicmyTy cybuutpat KonoigHwia,

Kpurepin npuniHatHocti 1000 KYO/r

0 (merwe 100)
KpuTepiit npuitiaTHocti 100 KYO/r

0 (meHuwe 50)

BiacyTHicTb B 1 1

Big 108,0 mr go 132,0 mr, B nepepaxyBaHHi

B nepepaxysatHi Ha Bi203 CepeaHIo Macy BMICTy ofHiel kancynu /kanc
Ynakoska Mae signosigaTtu 8viMoTram ae
MapkysaHHa Mae signosigatv BuMoram NBimoBinac

Tepmid npupaTHocTi:

4 pokn MZS



e I ]

Ten, (044) 496-87-87, Teri fbaxc (044) 239-19-38, Ten/daxc (044)43689-42, Ten. (044) 485-26-57 (Wnogoboso)

Ymosu 36epiraHus; 36epiratit & opurinanbHii ynakoswi npn Temneparypi He suwe 25 °C,

Komenrapi:

3anBa npo ceptudikayito:

Lum 8 3acsiguyio, wo BUlleBKasaHa iHdopmaLlia € ROCTOBIPHOW0 | TouHOW. Llio cepiio npogyxuii 6yno B1pobneHo (ekniouakoun
ynakosKy/MapKyBaHHs) Ta NPoBeAeHN KOHTPONb 1f aKocTi Ha HwkYeBKasanin alnbHuLl B noswin sianosigHocTi Ao sumor GMP,
BCTAHOB/IEHUX MICLIeBIM PErYNATOPHUM OpraHom, a Takox y signosigHocri i3 cneuuoikauiamm, aki 3HaxogaTbCa y peectpauiitomy
AOCbe/Toprosoi nitensii, Mpotokonu BUpoBHUUTBA, NaKyBaHHA Ta aHanisie Synu nepesipexi Ta BCTaHOBMeHa BignoBiaHicts GMP,

e 2
W PN

fAozeoneno go peanizauii / go sigBauraxenun /
YrnosHoBaxeHa ocoba — MposigHuit iHxeHep BCraB( Kpasuerko C.M, (3(
2]

Bupo6Huua ginbuuys:

YKPAIHA, 04080 m. Knis-80, syn. Knpuniscbka, 74; NiyeHsin Ha supobrnyteo AE Ne 687 .;ji{gj;@i@ﬂ«szgg b,
A 00481500 2
Ceptudikat GMP Ne075/2019/GMP gin 10.10.2019; GMP/EAEU/BY/0045-2021 Bify 250272024, nggg?g@m 0/18-03/06 sig
e~

o e
e

19.06.2018

Kontponsb saikocri ta Bupaua possony Ha peanizauyito:
YKPATHA, 04080 m. Kuis-80, Byn. Knpuniecbka, 74; CelgouTeo npo atecrauito Ne 390 sig 22.01.2019
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pharm factory

1. Hazsa npoaykufi:
2. Kpaina-BupobHuUK:

3. Homep peecrpauiiHoro nocsigueHHna:

4. Cuna piif/akrusHicTb:

5. nixapciiua dopma:
6. Po3mip Ta Tun NakyBaHHA:

7. Homep cepii:
8. flata BupobKruyTBa:

9. flaTa 3aKiHveHHA TepmiHy npuaaTHocTi:

10. Ha3eu, aapecu Ta Homep#u ninensii Beix
AinbHUUD 3 BUPOBHULTBA T3 KOWTPONIO

AKOCTI:

Aitcnuil Ha mepumopii Yxpainu

TOB "AKN "OAPMAUEBTUYHA OABPUKA"

Mm. XMurtomwup
YKpaiHa, 10014, M. YXuTOMMP, BY/N. IEPMOHTOBCEKE, 5, T. 48-11-31, 1/¢. 48-11-28

Ceprtudikar cepii nikapcbkoro 3acoby Ne 96 240

MEHOBA3AH
YKPATHA

UA/5829/02/01
1 r Ma3i MICTUTb: MEHTOAY PALEMIYHOTO 25 Mr, HOBOKAIHY (NpoKaiHy riapoxnopugy) 10 mr, aHecTesuHy (6en3zokainy) 10 mr

Ma3b

no 40 r y Ty6i; no 1 7y6i B nauui 3 KAPTOHY 3 M3PKYBAHHAM YKPATHCHKOI T3 POCIACHKOI0 MOBAMM

50621
yepBeHb 2021
06.2024
B1poBAEHO, BKAKOYAKUYM NAaKYBaHHA/MapPKYBAHHSA T3 KOHTPOb AKOCTI Ha AiNbHULI 3 BUPOBHKUTBE PIAKMX Ta M'AKMX AiKap-

cbkux 3acobis TOB "[AKN "®dapmauestnuHa Gabpura" 3a agpecoro MuToMupcoka 06A., UTOMUPCbKIA PaioH, C.CTaHnwiBKa,
8yn.KoponboBa, 6.4; niteHaia NeAB 598036; ceigourso npo arecrauito ®X/1 Ne127, ceigourse npo arecrauito MBI Ne227

Po3mip cepil: 17370 wr

11. Ceprudikatu signosigHocti GMP gnar BCix AinbHWYb, HaBeaeHux y n.10:  017/2021/GMP

12. Pe3ynbTaTu awanisie:

TOK33HUKK Bumoru HTQ Pesynbratn
Onuc Ma3zb 6in020 KOLOPY i3 3aIaXOM MeHmony. 3a 308HiWHIM 8uznadom mae sidnosidomu sumozam JOY, Bidnoeidae
cm.,,M'aKi nikapcoki 30cobu 3na micyeeozo 3acmocysaHHHA"
18eHmudpixauyin Mermon. Peakuia 3 pozuurom 10 2/n eaninity Py kucnomi cipuanili P; 3'aenfemeca iHmeHcueHe manuHose Bidnosidoe
306apenenns,ake npu dodasarHi 8odu P nepexodums y hionemose
HogoxaiH. Bunpobosyearul po3duH nperiapamy G0e PeaKyiio Ha NepauHHi APOMamuYHi aminu i peaxuio (a) Ho Bidnosidae
xnopudu
AHecmesuH. Peakyis 306apeneHHs eipHozo wapy 8 opaHmesull Konip Bidnosidae
HoeoKaiH, aHecme3uH. Ho xpomomozpami aunpobosyeaHo2o posdyuHy, ompumorozo y { MKA/I3, n.5) mailome Bidnoeidae
8UABAAMUCA 08i OCHOBHI NAAMU, PO3MOWOBAHKI HA PiBHI NAAM HA XPOMOMO2PAMAx PO34UHY (3 HOBOKOIHY i
po34uny C3 gHecme3sury
OdHopidHicms Ma3b mae Gymu 00HOpIdHOr. pu 8usHaweHHi 0OHOPIGHOCMI doNycKAEMbCA HaAeHicmb 6ynbbawok nosimpa Bidnogidae
Po3mip yacmox He Binoure 90 mxm. fonyckaemsca He Ginowe 50 4acmox, wo nepesuusyrome 90 mum. He donyckaemeca Bidnosidae
HAABHICMb YUCMOK i3 po3mipom Binbwe 250 MKM.
Cynposidni domiwku Ha xpomamozpami 8unpobo8y8aHO20 PO3HUHY,KPIM OCHOBHUX N1/1AM, PO3MAW0B8AHUX HA DIBHI NNAM HA Bidnosidae
xpomamozpamax po3vury C3 HOBOKaIHy | po34uHy C3 aHecme3suHy,d0nycKaEMbCA HOABHICMb dodamekosoi
MAAMU, PO3MAWOBAHOT H PIBHI NAAMU HO XPOMAMo2pami po3dury C3 kucnomu 4-amiHoben30UHoI, ujo He
nepesuwyye ii 30 PO3MIPOM MQ IHMEHCUBHICIMIO NO2NUHAHHA (He Binbwe 5% ro 8i0HOWeHHH 00 HOBOKaIHY)
pH Bid 6.0 80 8.0 7
KinbKicHe 8U3HAYENHA Bmicm menmony e 1 2 npenapamy mae 6ymu 6i0 22,5 m2 80 27,5 m2 22,51 mz
Bmicm HoeoKaiHy @ 1 2 npenapamy mae 6ymu 6id 9,0 m2 00 11,0 M2 9,1 me
Bmicm aHecmesuny e 1z npenapamy mae Gymu 8id 9,0 mz do 11,0 me 9,8 me
Mikpobionozivna wucmoma 3azansHe yucno aepobHux mikpoopaaHiamie (TAMC) 1072 KYO/e (2.6.12) Bidnosidae
3a2anbHe Yucno OPiNOMEesux ma naiceHesux 2pubia (TYMC) 10 A1 KYO/2 (2.6.12)
Bidcymmicms Staphylococcus aureus 6 1 2 (2.6.13). Bidcymnicme Pseudomonas aeruginosa e 12 (2.6.13)
Ynaxoexa 32idHo MKA /13 Bidnoseidae
Ipagiure ogpopmnenns ynaxosku | 32i0Ho MKA /13 Bidnosidae
Maca emicmy ynakosxu He meHwe 40 2 Bidnosidae

13. Komenrapi:

14. 3assa npo
ceprudikayio:

15. npiasv/me n np;ana Qcoau, fIKa Bugana p03sin Ha BUNYCK cepii:
16. mpfm; /(coﬁﬂ’m Sn,qana Anaain Ha sunyck cepli:

Uum A 33CBIAYYI0, WO HaBeeHa Bule indopmauia € BOCTOBIpHOYD Ta
nakyBaHHA/MapKYBAHHA) Ta NPOBEAEHO KOHTPOND §i AKOCTI Ha § -é

K. Lito cepio npoaykuii 6yno supobnero (BKA0OHAI0UM
yeHin AinbHUyi Y NOBKINM BianosigHocTi 3 BUMoramu GMP, 8CTaHosAeHUMM
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lOpuanyna agpeca 02152, m Kuis, npocnekt INaena Tuunnn, 6ya 1 B, o A504
TenedoHu BIAAIN KOHTPORIO skocTl (0627) 44-01-77, cknag roTosol npogykuit (06274) 3-10-01

CEPTUDIKAT AKOCTI Ne 1045 Bin 29.06.2021

Hassa npoaykuji

DyKOpUMK

$-06-04-00/6

Nikapcbka chopma

PO3UUH HaLLKIPHWIA
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no 25 MN y hnakorax 3 MapKyBaHHAM YKPAIHCLKOI MOBOID
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aLeToHy — 0,049 mn, pesopuuny — 78 mr, eTaHony 96 % - 0,095 mn
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UA/0182/01/01 TepMiH gii KeoGmexeHuit

KpaiHa-snpobHuk Ykpaida

Homep cepil 150621
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fara supoBHuuTBa 24 06 2021

[lara saKiHueHHa TepMiny npuaatHocTi 01 06 2023

Aapeca AInbHNL 3 BUpoGrULTEa
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avecrayo JIKA Ne343, Ceprudikar ISO 9001 NeHU12/6480 Big 16 02 17
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DAPMAK

Ten. (044) 496-87-87, Ten./daxc (044) 239-18-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinono6oso)

Ceptudixar akocri Ne 040000093577

NIRRT

Bic-Hon®, kancynu 120 mr N2 100 (10x10) y 6nictepax

1KANCYNIA MICTUTb: BICMYTY CYBUMTPATY KOJOILHOIO 499,8 MI' Y MEPEPAXYBAHHI HA BI203 120 MI

Homep cepil: 50621
KinbkicTb npogyxuii:
[ata BupobHuyTea: 06.2021

AHani3 BUKOHaHW no:

11.447 Tuc.ynak.

Kpaika otpumysau; YKpaina
UA/5192/01/01

Tepwmin Aif peectp. noceiguenna:  19.07.2021

N2 Peectp. noceigyeHHs:

MKA 113 go PN NeUA/5192/01/01 eip 19.07.2016 p., aminm sig 21.09.2020 p.

HalimenyBaHHAa nokasknkis

Bumorn AHI{cneundikauyii)

PesynbTtatn Bunpo6ysaunb

Onuc Teepai xenaTMHOBI Kancynu ununiHgpuyHoi dopmu
Ne1, kopnyc 6inoro Konbopy, KpuieUKa »OBTOro
Koneopy. Bmict Kancyn - nopouwkonogi6Ha
rpaHynboBaHa cymiw 6inoro abo 6inoro 3i anerka
xoafysamm BIATIHKOM KONMbOPY, [OMYCKAETHCA
3anax amiaky Bignosigae
IpenTudikauin
BicmyT fIKicHa peakuia Bignosigae
coni amoHilo i coni neTkux XapakrepHa peaktis
OCHOB Bignosigae
Kaniv XapakTepHa peakuia (b) Bignosigae
uuTpaTty XapakrepHa peéKu,iﬂ (c) Bignosigae
CepepiHa Maca BMICTY Kancynu Bin 0,472 r no 0,548 r 0,504 r
OpnHopigHicTb foz0BaHMX Mae Butpumysary Bumorn
Of4ViHMLb Binnosipae
Po3uuHeHHs He meHwe 75 % (Q) 32 45 xs 95 %
Brpara B maci npv BucywysanHi He 6inbiue 6,0 % , v 28 %

Mikpo6ionoriuua yucrora

3aranbHe YnCIo aepo6HUX

mikpoopraHismis (TAMC)

3aransHe YNCIo APIKIKOBMX Ta

niichasux rpubis (TYMC)
Escherichia coli

KinbkicHe BusHavennsn

sicmyTy cybuutpat KonoigHwia,

Kpurepin npuniHatHocti 1000 KYO/r

0 (merwe 100)
KpuTepiit npuitiaTHocti 100 KYO/r

0 (meHuwe 50)

BiacyTHicTb B 1 1

Big 108,0 mr go 132,0 mr, B nepepaxyBaHHi

B nepepaxysatHi Ha Bi203 CepeaHIo Macy BMICTy ofHiel kancynu /kanc
Ynakoska Mae signosigaTtu 8viMoTram ae
MapkysaHHa Mae signosigatv BuMoram NBimoBinac

Tepmid npupaTHocTi:

4 pokn MZS



e I ]

Ten, (044) 496-87-87, Teri fbaxc (044) 239-19-38, Ten/daxc (044)43689-42, Ten. (044) 485-26-57 (Wnogoboso)

Ymosu 36epiraHus; 36epiratit & opurinanbHii ynakoswi npn Temneparypi He suwe 25 °C,

Komenrapi:

3anBa npo ceptudikayito:

Lum 8 3acsiguyio, wo BUlleBKasaHa iHdopmaLlia € ROCTOBIPHOW0 | TouHOW. Llio cepiio npogyxuii 6yno B1pobneHo (ekniouakoun
ynakosKy/MapKyBaHHs) Ta NPoBeAeHN KOHTPONb 1f aKocTi Ha HwkYeBKasanin alnbHuLl B noswin sianosigHocTi Ao sumor GMP,
BCTAHOB/IEHUX MICLIeBIM PErYNATOPHUM OpraHom, a Takox y signosigHocri i3 cneuuoikauiamm, aki 3HaxogaTbCa y peectpauiitomy
AOCbe/Toprosoi nitensii, Mpotokonu BUpoBHUUTBA, NaKyBaHHA Ta aHanisie Synu nepesipexi Ta BCTaHOBMeHa BignoBiaHicts GMP,

e 2
W PN

fAozeoneno go peanizauii / go sigBauraxenun /
YrnosHoBaxeHa ocoba — MposigHuit iHxeHep BCraB( Kpasuerko C.M, (3(
2]

Bupo6Huua ginbuuys:

YKPAIHA, 04080 m. Knis-80, syn. Knpuniscbka, 74; NiyeHsin Ha supobrnyteo AE Ne 687 .;ji{gj;@i@ﬂ«szgg b,
A 00481500 2
Ceptudikat GMP Ne075/2019/GMP gin 10.10.2019; GMP/EAEU/BY/0045-2021 Bify 250272024, nggg?g@m 0/18-03/06 sig
e~

o e
e

19.06.2018

Kontponsb saikocri ta Bupaua possony Ha peanizauyito:
YKPATHA, 04080 m. Kuis-80, Byn. Knpuniecbka, 74; CelgouTeo npo atecrauito Ne 390 sig 22.01.2019
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pharm factory

1. Hazsa npoaykufi:
2. Kpaina-BupobHuUK:

3. Homep peecrpauiiHoro nocsigueHHna:

4. Cuna piif/akrusHicTb:

5. nixapciiua dopma:
6. Po3mip Ta Tun NakyBaHHA:

7. Homep cepii:
8. flata BupobKruyTBa:

9. flaTa 3aKiHveHHA TepmiHy npuaaTHocTi:

10. Ha3eu, aapecu Ta Homep#u ninensii Beix
AinbHUUD 3 BUPOBHULTBA T3 KOWTPONIO

AKOCTI:

Aitcnuil Ha mepumopii Yxpainu

TOB "AKN "OAPMAUEBTUYHA OABPUKA"

Mm. XMurtomwup
YKpaiHa, 10014, M. YXuTOMMP, BY/N. IEPMOHTOBCEKE, 5, T. 48-11-31, 1/¢. 48-11-28

Ceprtudikar cepii nikapcbkoro 3acoby Ne 96 240

MEHOBA3AH
YKPATHA

UA/5829/02/01
1 r Ma3i MICTUTb: MEHTOAY PALEMIYHOTO 25 Mr, HOBOKAIHY (NpoKaiHy riapoxnopugy) 10 mr, aHecTesuHy (6en3zokainy) 10 mr

Ma3b

no 40 r y Ty6i; no 1 7y6i B nauui 3 KAPTOHY 3 M3PKYBAHHAM YKPATHCHKOI T3 POCIACHKOI0 MOBAMM

50621
yepBeHb 2021
06.2024
B1poBAEHO, BKAKOYAKUYM NAaKYBaHHA/MapPKYBAHHSA T3 KOHTPOb AKOCTI Ha AiNbHULI 3 BUPOBHKUTBE PIAKMX Ta M'AKMX AiKap-

cbkux 3acobis TOB "[AKN "®dapmauestnuHa Gabpura" 3a agpecoro MuToMupcoka 06A., UTOMUPCbKIA PaioH, C.CTaHnwiBKa,
8yn.KoponboBa, 6.4; niteHaia NeAB 598036; ceigourso npo arecrauito ®X/1 Ne127, ceigourse npo arecrauito MBI Ne227

Po3mip cepil: 17370 wr

11. Ceprudikatu signosigHocti GMP gnar BCix AinbHWYb, HaBeaeHux y n.10:  017/2021/GMP

12. Pe3ynbTaTu awanisie:

TOK33HUKK Bumoru HTQ Pesynbratn
Onuc Ma3zb 6in020 KOLOPY i3 3aIaXOM MeHmony. 3a 308HiWHIM 8uznadom mae sidnosidomu sumozam JOY, Bidnoeidae
cm.,,M'aKi nikapcoki 30cobu 3na micyeeozo 3acmocysaHHHA"
18eHmudpixauyin Mermon. Peakuia 3 pozuurom 10 2/n eaninity Py kucnomi cipuanili P; 3'aenfemeca iHmeHcueHe manuHose Bidnosidoe
306apenenns,ake npu dodasarHi 8odu P nepexodums y hionemose
HogoxaiH. Bunpobosyearul po3duH nperiapamy G0e PeaKyiio Ha NepauHHi APOMamuYHi aminu i peaxuio (a) Ho Bidnosidae
xnopudu
AHecmesuH. Peakyis 306apeneHHs eipHozo wapy 8 opaHmesull Konip Bidnosidae
HoeoKaiH, aHecme3uH. Ho xpomomozpami aunpobosyeaHo2o posdyuHy, ompumorozo y { MKA/I3, n.5) mailome Bidnoeidae
8UABAAMUCA 08i OCHOBHI NAAMU, PO3MOWOBAHKI HA PiBHI NAAM HA XPOMOMO2PAMAx PO34UHY (3 HOBOKOIHY i
po34uny C3 gHecme3sury
OdHopidHicms Ma3b mae Gymu 00HOpIdHOr. pu 8usHaweHHi 0OHOPIGHOCMI doNycKAEMbCA HaAeHicmb 6ynbbawok nosimpa Bidnogidae
Po3mip yacmox He Binoure 90 mxm. fonyckaemsca He Ginowe 50 4acmox, wo nepesuusyrome 90 mum. He donyckaemeca Bidnosidae
HAABHICMb YUCMOK i3 po3mipom Binbwe 250 MKM.
Cynposidni domiwku Ha xpomamozpami 8unpobo8y8aHO20 PO3HUHY,KPIM OCHOBHUX N1/1AM, PO3MAW0B8AHUX HA DIBHI NNAM HA Bidnosidae
xpomamozpamax po3vury C3 HOBOKaIHy | po34uHy C3 aHecme3suHy,d0nycKaEMbCA HOABHICMb dodamekosoi
MAAMU, PO3MAWOBAHOT H PIBHI NAAMU HO XPOMAMo2pami po3dury C3 kucnomu 4-amiHoben30UHoI, ujo He
nepesuwyye ii 30 PO3MIPOM MQ IHMEHCUBHICIMIO NO2NUHAHHA (He Binbwe 5% ro 8i0HOWeHHH 00 HOBOKaIHY)
pH Bid 6.0 80 8.0 7
KinbKicHe 8U3HAYENHA Bmicm menmony e 1 2 npenapamy mae 6ymu 6i0 22,5 m2 80 27,5 m2 22,51 mz
Bmicm HoeoKaiHy @ 1 2 npenapamy mae 6ymu 6id 9,0 m2 00 11,0 M2 9,1 me
Bmicm aHecmesuny e 1z npenapamy mae Gymu 8id 9,0 mz do 11,0 me 9,8 me
Mikpobionozivna wucmoma 3azansHe yucno aepobHux mikpoopaaHiamie (TAMC) 1072 KYO/e (2.6.12) Bidnosidae
3a2anbHe Yucno OPiNOMEesux ma naiceHesux 2pubia (TYMC) 10 A1 KYO/2 (2.6.12)
Bidcymmicms Staphylococcus aureus 6 1 2 (2.6.13). Bidcymnicme Pseudomonas aeruginosa e 12 (2.6.13)
Ynaxoexa 32idHo MKA /13 Bidnoseidae
Ipagiure ogpopmnenns ynaxosku | 32i0Ho MKA /13 Bidnosidae
Maca emicmy ynakosxu He meHwe 40 2 Bidnosidae

13. Komenrapi:

14. 3assa npo
ceprudikayio:

15. npiasv/me n np;ana Qcoau, fIKa Bugana p03sin Ha BUNYCK cepii:
16. mpfm; /(coﬁﬂ’m Sn,qana Anaain Ha sunyck cepli:

Uum A 33CBIAYYI0, WO HaBeeHa Bule indopmauia € BOCTOBIpHOYD Ta
nakyBaHHA/MapKYBAHHA) Ta NPOBEAEHO KOHTPOND §i AKOCTI Ha § -é

K. Lito cepio npoaykuii 6yno supobnero (BKA0OHAI0UM
yeHin AinbHUyi Y NOBKINM BianosigHocTi 3 BUMoramu GMP, 8CTaHosAeHUMM
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MPAT "®ITODAPM"

lOpuanyna agpeca 02152, m Kuis, npocnekt INaena Tuunnn, 6ya 1 B, o A504
TenedoHu BIAAIN KOHTPORIO skocTl (0627) 44-01-77, cknag roTosol npogykuit (06274) 3-10-01

CEPTUDIKAT AKOCTI Ne 1045 Bin 29.06.2021

Hassa npoaykuji

DyKOpUMK

$-06-04-00/6

Nikapcbka chopma

PO3UUH HaLLKIPHWIA

Poamip Ta TN nakysaxHs

no 25 MN y hnakorax 3 MapKyBaHHAM YKPAIHCLKOI MOBOID

Cwuna pii / akTvBHICTD

1 Mn po3unHy MICTUTL chYKCURY OCHOBHOTFO — 4 Mr, KUCNIOTH BOPHOI — 8 Mr, dheHOsTY — 39 Mr,

aLeToHy — 0,049 mn, pesopuuny — 78 mr, eTaHony 96 % - 0,095 mn

Peecrpal|iiiHe NoCcBIAYEHHS

UA/0182/01/01 TepMiH gii KeoGmexeHuit

KpaiHa-snpobHuk Ykpaida

Homep cepil 150621

Poamip cepil 19 675 chacoBok
fara supoBHuuTBa 24 06 2021

[lara saKiHueHHa TepMiny npuaatHocTi 01 06 2023

Aapeca AInbHNL 3 BUpoGrULTEa

84500, [loneubka 0651, v BaxmyT, Byn Cubipuesa, 6ya 2

Hazsa Ta Homep niuensi

Tiyenain gig 15 11 16 Mepeocbopmnenns niyewsi Big 05 07 11p AB Ne578982, CeigouTBo npo

avecrayo JIKA Ne343, Ceprudikar ISO 9001 NeHU12/6480 Big 16 02 17

13 Pesynbrary aHanisis
o . PesynbTary
0
Ne HalimeHyBaHHs nokasnukis Bumoru HTZ BURpPOGYBaKD
1|Onuc PigvHa TeMHO-4epBOHOrO Kosbopy 3 XapaKTepHUM 3anaxoM geHony BianosiRae
2[lpeHTudikawya
Peakuia 3 poaunHOM Hatpiio napokcuay P | xiopocopmom P, 3'aBnseTbes
2 1|®eHon, pesopumH poxese 3a6apBeHHs, Ake NEPEXOAUTL B HEPBOHE, BIA A0AABAHHSI OUTOBOI Bignosigae
kucrniotn P 3aBapBneHHs NepexoauTb y XoBTe
2 2|Kucnota 6opHa PeakLyin 3a6apBneHHs nonym s BlanoBigae
Peakua 3 posuvHOM HITPONPYCUAY HATPIKO | PO3YMHOM HATPIIO rAPOKEUaY P,
2 3|AyetoH YTBOPIOETLCS KOPUUHEBO-YepaoHe 3abapBreHHs, ske B A0AaBaHHS OLTOBOI Bignosigae
kucnotn P nepexoautb y poxeso-tionetoBe
2 4|ETanon Peakiif 3 OL{TOBOIO KUCNOTOI0 NbOARHOW P, BUABNAETLCA XapaKkTepHuii ——
3anax eTunauerary
2 5{®yKeuH ocHOBHMi Peakus 3 cipuaHolo kucrnotoio P, 3 ABnsieTbes woBTe 3abapeneHus, ske Bignosiaac
Yepes Kinbka XBunuH 3HebapBRIETLCS
3|l'yctuna He Ginbwe 1,010 0,9986
4106'em BMICTY ynakoskn O6'em BMICTY KOXHOTO chnakory mae 6yt He MeHLe 25 mn Y HOpMi
5 jMikpobionoriuHa uuctoTa Ne Bak anan N2679
3aranbHe Yncno aspobHux - “ A
51 MixpoopraKiama (TAMC) KpuTepil npuitiatHocT 10°2 KYO/mn MeHuwe 10
3aranbHe YMCNOo APBKAMOBUX Ta N G
52 nAICeHeBUX rpuBIa (TYMC) kputepil npuitisTHocT 10 KYO/MA MeHe 10
53 SiK::f il poa St aureus Ps aeruginosa He AonycKaeTses He BUABAEGHO
6 [KinbkicHe BuaHayeHHs
6 1 |DykcuHy ocHOBHOTO Bwict chykcuty ocHoBHOrO Big 0,38% A0 0,42% 0,4 %
6 2 |Kucnotu 6opHoi Bmict kucnoTty 6opHol BIa 0,76% g0 0,84% 0,8 %
6 3 [denony, pesopumnty Bmict peHony Ta pesopuuHy cymapHo eig 11,10% go 12,30% 11,47 %
7 [Ynakosxa 3ripHo MKSHA Bignosigae
8 |"pachiiHe ochopmnerHs ynakosku 3raHO peecTpauliiHoro NoceIA4eHH: Bignosigae

BucHosok Mepesipennii 3pa3ok npoaykuil sianosiaae umoram MKS Ta ammi Big, 30 07 2020

3asBa npo cepTuckaLyio

Lum 51 3acBiguyto, WO HaseaeHa BULie IHopMaLls € ZOCTOBIPHOIO Ta TouKo Lo ceffio
naKyBaHHs/MapKyBaHH:) Ta NPOBEAEHO KOHTPON It AKOCTI Ha BULLeHa3BaHIl AnbHuLl %

MICLIEBUM PeryNaTOpPHAM OPraHoM, a TakoxX BIAMOBIAHO A0 cneliuddikaLyii, wo MIcTaTLAR g'pe crp‘gii"l' )
nakyBaHHa Ta aHaniale Gyno NepernsHyTo Ta BCTAHOBAIGHO BIANOBIHICTb JlILeHaliHIM Wosss

by au Wiy b 5o

29 yepBHs 2021 p HauaneHuk BKS

)
YroBHOBaXeEHa O Ga €r50 YOS
TN 0

29 uepsHsa 2021 p
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DAPMAK

Ten. (044) 496-87-87, Ten./daxc (044) 239-18-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinono6oso)

Ceptudixar akocri Ne 040000093577

NIRRT

Bic-Hon®, kancynu 120 mr N2 100 (10x10) y 6nictepax

1KANCYNIA MICTUTb: BICMYTY CYBUMTPATY KOJOILHOIO 499,8 MI' Y MEPEPAXYBAHHI HA BI203 120 MI

Homep cepil: 50621
KinbkicTb npogyxuii:
[ata BupobHuyTea: 06.2021

AHani3 BUKOHaHW no:

11.447 Tuc.ynak.

Kpaika otpumysau; YKpaina
UA/5192/01/01

Tepwmin Aif peectp. noceiguenna:  19.07.2021

N2 Peectp. noceigyeHHs:

MKA 113 go PN NeUA/5192/01/01 eip 19.07.2016 p., aminm sig 21.09.2020 p.

HalimenyBaHHAa nokasknkis

Bumorn AHI{cneundikauyii)

PesynbTtatn Bunpo6ysaunb

Onuc Teepai xenaTMHOBI Kancynu ununiHgpuyHoi dopmu
Ne1, kopnyc 6inoro Konbopy, KpuieUKa »OBTOro
Koneopy. Bmict Kancyn - nopouwkonogi6Ha
rpaHynboBaHa cymiw 6inoro abo 6inoro 3i anerka
xoafysamm BIATIHKOM KONMbOPY, [OMYCKAETHCA
3anax amiaky Bignosigae
IpenTudikauin
BicmyT fIKicHa peakuia Bignosigae
coni amoHilo i coni neTkux XapakrepHa peaktis
OCHOB Bignosigae
Kaniv XapakTepHa peakuia (b) Bignosigae
uuTpaTty XapakrepHa peéKu,iﬂ (c) Bignosigae
CepepiHa Maca BMICTY Kancynu Bin 0,472 r no 0,548 r 0,504 r
OpnHopigHicTb foz0BaHMX Mae Butpumysary Bumorn
Of4ViHMLb Binnosipae
Po3uuHeHHs He meHwe 75 % (Q) 32 45 xs 95 %
Brpara B maci npv BucywysanHi He 6inbiue 6,0 % , v 28 %

Mikpo6ionoriuua yucrora

3aranbHe YnCIo aepo6HUX

mikpoopraHismis (TAMC)

3aransHe YNCIo APIKIKOBMX Ta

niichasux rpubis (TYMC)
Escherichia coli

KinbkicHe BusHavennsn

sicmyTy cybuutpat KonoigHwia,

Kpurepin npuniHatHocti 1000 KYO/r

0 (merwe 100)
KpuTepiit npuitiaTHocti 100 KYO/r

0 (meHuwe 50)

BiacyTHicTb B 1 1

Big 108,0 mr go 132,0 mr, B nepepaxyBaHHi

B nepepaxysatHi Ha Bi203 CepeaHIo Macy BMICTy ofHiel kancynu /kanc
Ynakoska Mae signosigaTtu 8viMoTram ae
MapkysaHHa Mae signosigatv BuMoram NBimoBinac

Tepmid npupaTHocTi:

4 pokn MZS
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Ten, (044) 496-87-87, Teri fbaxc (044) 239-19-38, Ten/daxc (044)43689-42, Ten. (044) 485-26-57 (Wnogoboso)

Ymosu 36epiraHus; 36epiratit & opurinanbHii ynakoswi npn Temneparypi He suwe 25 °C,

Komenrapi:

3anBa npo ceptudikayito:

Lum 8 3acsiguyio, wo BUlleBKasaHa iHdopmaLlia € ROCTOBIPHOW0 | TouHOW. Llio cepiio npogyxuii 6yno B1pobneHo (ekniouakoun
ynakosKy/MapKyBaHHs) Ta NPoBeAeHN KOHTPONb 1f aKocTi Ha HwkYeBKasanin alnbHuLl B noswin sianosigHocTi Ao sumor GMP,
BCTAHOB/IEHUX MICLIeBIM PErYNATOPHUM OpraHom, a Takox y signosigHocri i3 cneuuoikauiamm, aki 3HaxogaTbCa y peectpauiitomy
AOCbe/Toprosoi nitensii, Mpotokonu BUpoBHUUTBA, NaKyBaHHA Ta aHanisie Synu nepesipexi Ta BCTaHOBMeHa BignoBiaHicts GMP,

e 2
W PN

fAozeoneno go peanizauii / go sigBauraxenun /
YrnosHoBaxeHa ocoba — MposigHuit iHxeHep BCraB( Kpasuerko C.M, (3(
2]

Bupo6Huua ginbuuys:

YKPAIHA, 04080 m. Knis-80, syn. Knpuniscbka, 74; NiyeHsin Ha supobrnyteo AE Ne 687 .;ji{gj;@i@ﬂ«szgg b,
A 00481500 2
Ceptudikat GMP Ne075/2019/GMP gin 10.10.2019; GMP/EAEU/BY/0045-2021 Bify 250272024, nggg?g@m 0/18-03/06 sig
e~

o e
e

19.06.2018

Kontponsb saikocri ta Bupaua possony Ha peanizauyito:
YKPATHA, 04080 m. Kuis-80, Byn. Knpuniecbka, 74; CelgouTeo npo atecrauito Ne 390 sig 22.01.2019
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