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“Syn. P.OKinHol, 10-5, M. KHiB, Yxpaina, 02002

Ten/daxc: +38 (044) 592-37-77,

Ceprudikar sxocti Ne_2-E

Hasea npoayxuii:

Jlixapceka dopma:

Homep peecTpauiftHoro nocpinyeHHA!
Cuna aii/akTKBHICTB:

~ yn. P.OxunHoR, 10-b, r. Kues, YxpanHa,
Ten./axc: +38 (044) $92-37-T7,
cepil likapcbKoOro 3acody
EPBICOJI® Excrpa
W An8 iHekui
UA/5036/01/01
HY Mi e HH3E il
an i3_TBapuunoi

Posmip Ta THI YNaKOBKH: M KapTOH
Homep cepii roToBOT NpoayKuii: LX031221
Poawmip cepii 4259 yn,
[ara supobuuuTBa: 12,2021
[laTa JaKiHueHHA TCPMiHY NpHAATHOCTI: 12,2026
Haspa kpain OpH3HAYeHHS ang cepii Yxpaina
MK, 3rinno AxuX NPOBOJMIM aHanis: Ne 651 pig 12.06.2017
CNEIMOIKALNA MKSA
33:’![1 MOKA3ZHHKH JOMYCTHMI MEXI M‘E’!Ollll KOHTPOQJIIO PE3YJIBTATH
1 | Onuc Mpo3opa a6o 3AErka ONATECUIIOK0YA, Ge3GapsHa afo Bizyansto Binnosinae
CBITNO-30BTa pianKa 3i cneundivHuM anaxom £
2 | lnenTudikauin 1. Ha xpomarorpami npenapaty BiAHOWCHHA nnoulti 1. BOXX Binnosinac
XapaKTepHoro niky I 2o cymMH nAoW MiKiB 3 4acOM OdY,22.29
yTPHMAHHA B AianasoHi Bin 25 no 70 XB., MOBHHHO
6yTH He MeHwe Hix 0,6. : .
2. [lac XapaxTepHy peaxiiiio Ha HaTpift 2. Peakuis C na Na Bignoginac
ooy, 2.3.1N
3 | MNposopicts TIpenapaT 3a CTyNeHEM KanaMyTHOGTI HE MOBHHEH BiayansHo Bianosinae
NepeByLIYBATH ETAIOH kanamyTHocti L. i Aoy, 2.2.1 .
4 |Cryninb 3a6apenenns 3aGapsAcHHA NPENBPATY HE NOBHKHO BYTH < Biayansho BigrioBinae
intencupHime etanony Y4 aGo BY4 JidY,2.2.2, meton2 ol
5 | pH pH 63-75 ToTeHuioMeTpHuHKA, 1.5 1
Ooy,2.23.
06'cM, L0 BHTRTAETHCR He MeHUIE Hix 3aABNCHO JdY,29.17, N Bianosinae
7 | Mexaniuni Brarouenns BHauMmi — BiACYTHI; IdY, 2920, N Burpumye
Heewnaumi: = 10 mxm: He Ginswe Hix 6000 2.9.19
yacTHH/KoHTERHED; ) B :
>25 MkM: He Ginsuie Hix 600 yacTHH/koHTEHHED HTpHMYE
8 | Crepuasuicts CrepunsruA Aoy, 26.1 Crepuasunit
ToxKCHUHICTL HeTokcmunuit JOY, 269 HeToxkcH4yHHA
10 | BaxTepianbii eHAOTOKCHHH TpanH4YHa KOHUCHTPAUIA CHAOTOKCHHIB — Y, 2.6.14, 5.1.10, Menure Hix
e Ginswe Hin 175 E3/mn. MeTod A 87,5 E3/ma
11 | Binok BincyTHif dimko-ximMiuHa Biﬂcy-rnit!
: i peaKuia
12 | Bionoriyna AKTHBHICTH AKTHBI3y€ KiTHHH] IETiRPOTEHAIH HE MCHIIE HIX B HCT - 1ecT, 12,18
10,5 pasis cnexTpohoTOMETPHYHHA
13 | KinskicHe BHIHAYECHHR
1. Buier nentHais 0,07 - 0,4 mrimn CrextpodoToMeTpHYNHHA 0,12 mr/ma
2.NaCl 8.6- 94 mr/mn THTpOMETPHUHHA 8,9 mr/ma
3. Cyxuli 3aaumox or 11 no 17 mr/mn TpapiMeTpHYHUA 12,0 Mr/ma

I'padiune odopmaeHHa yNaKoBKH? Bianosifae 1aTBEPKCHOMY rpadiunomy odopMaeHHID MEKS.

Komentapl: YMosH 36€pirauHa Ta TPaHCNOPTYBAHHA: Tipu Temnepatypi 4 - 12 °C.

3ansa npo cepThikauin: Lium 2 3aceiauylo, wWo HasecHa BHLIC indopmauis € KOCTOBipHOHO Ta TouHow0. Bei pupobHHMui cTANIT A1A wiel cepil ToToBOT
npomyxuil 6ynu 3nifickeni B MOBHIA BiAMOBIAHOCTI 3 BHUMOTEMH, JEIHAHCHUMH B unHHil HacTanosi GMP, ‘3atBepkenifi MiHICTEPCTBOM OXOPOHH
370pos’s Yxpainm, BUMOraM peccTpauifinoro aocee (Toprosol niueH3iT) KPATHH NPHIHAUCHHA, :

Cepin LX031221 roTosoY

npoaykuii EPBICOJI® Excrps. posuyn ans iw’exuifi no 2

noxaznukam sxocri MKSI Ao Peccrpauifinoro nocsinenns Ne UA/5036/01/01 Ta n03BONRETLGLIGY

VnopuopaxeHa ocoba [MI1 «J1a6opaTopis EPBIC»: Bapuk O.41.
{nocana) ° (M.LB.)
Jlupektop I «Jla6opatopis EPBICy:  Hikonaenko oM/~
(nocana) ' . (I.LB.) /

Bupobuuul ailnsHuLi:

M «/laboparopin Epbicn. Jlinsunua 3 supobuuursa uanispabprxatio opraHonpenaparis. Yxpaina, Cymceka ¢, Y
BipoBHHLITRO Mixapekiix 1acobis, cepia AB 598097 sin 30.07.2014.

AT wlexxim-Xapxisn. Bup 80 Mepoad

wol mpomykuii. Ykpaina, Xapxisceka o6, M.
nixapeskux 3acobis, cepia AB Ne 501356 nin 08.02.2011. Ceprudixar GMP 019/2020/GMP »ia 23.03.
11 «Nabopatopia EpSicy. HinkHNLA MaDKYBAHHA, NAKY DA

nixapeskux 3acobis, cepiz AB Ne 598097 i 30.07.2014. Ceprudixar GMP 077/2019/GMP siz 28.10.2019

Komrpons akocTi:

BY «lucriryr rpomancekoro 3aopos’s im. O.M. Mapacesa HAMH Yxpain

Crinowrso npo atectauilo Ne 410 »in 05.07.2019.

Hapxis, n31 Cencpunua IMoTousKoe:

nHa Ta 36epiranna nixapcexux dacobin. Yxpaina, M. Kwuie,

un. Yipaina, m. Knis, yn. [Monyapenka, SUKowrpons ax

s

L dlinen3ia #a supoGHHLTRO
2020. Caindirren'npeatecTauito BKA Ne 337 s 09.03.2017.
syn.P. Oxinnol, 1-F, odic S'ﬂ;-ﬁliueu:&_il wa pupobHHLTRO

ooer Ta Gesnexy nixapcskux 38coBis.

TOB «EBPOGAPM AHATITHKA». KOpuansna anpeca: Yipaina, M. Kuis, syn. Mexosa 6ya. 24, k. 1; dakT. anpec. Yxpalna, Krisceka o6n., Bopucninscexnit poo, €. B.
Onexcannpiska, syn.. Bopucninscska, 9 Kowtpons AKOCTI nikapesxux GopM, hapMaLEBTHUHHX cyGeTanuift. Csizourso npo atecTauiio Ne 453 »in 30.07.2020.
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sya. P.Okinnol, 10-B, m. Kuts, Yxpaixa, 02002 01,92, 10-B, R.Okipna Str.,Kyiv, Ukraine, 02002
Ten/daxe: +38 (044) 592-37-77; ) tel./fax: + 38 (044) 592-37-77
Ceprndixar sixocri Ne_3-E  cepii JiKapeskoro 3acofy

Hasoa nponyxuii: EPBICOJI® Exerpa

Jlixapcoka dopma: poayuu ang in’exuiif

Howmep peecrpauiitioro nocsinuenns: UA/5036/01/01 :

Cuna gii/akrupHicTs: ' 1M 4Ry Mi . 1661 " ApHY,

i OXOJIXXCHHS, OTPUMAHNX i3 TBapuyuwol

MGpi i Tk i I ixonenTig (3aranom 0.07 - 0.4 Mr

. HYKNCOTHAY, aMiHOKICAOTH
Poamip Ta TiR ynakopku; ITo 2 M B amnyni, no 10 amnyn B kopo6ui 3 KapToHY

Homep cepii roTosof npoayxkuii: LX030723
Poamip cepil: 4225 vi.

Jata Bupo6uunrea: ©.07.2023
Hara sakinyenns TepMiny npuaaTHocTi; 07,2028

Hassa kpainu npussaucuns ana cepii Yxpaira
MK, 3rinHo sxkux nposonunu anania: - Ne 651 Bin 12.06.2017
CITEINIOIKALLISI MK ST
3% ITOKA3HIIKIT JOIYCTIIMI MEXI METOINI XKONTPOJIO PE3YJILTATII
1 | Onue Ipo3opa aGo snerka onanccwoioya, GesGappHa abo BisyanbHo Binnosinae
CBITIO-ICOBTA piatHa 3i cnewridiuHin 3anaxonm
2 | Ineurudirauin 1. Ha xpomatorpami npenapaty biasowenns momi ‘ 1. BEPX Binnosinae
XapakTepHoro niky 1 o cymMi nnowi nikis 3 yacom DY, 2229
YTPHMAHHA B Lianajoni Bia 25 1o 70 XB, NOBMHHO GyTH
He McHwe 1K 0,6,
2, [lae XapaKTepHy peakuiito Ha HaTpill 2. Peakuis C Ha Na Binnorinae
. IoV. 230N .
3 | Hposopicts TIpenapar 3a cTyncHeM kanamyTHOCTI He TOBHHEH BisyansHo Bianosinae
NepeBHuLyBaTH eTUION KTaMyTHOCTI 1 DY, 2.2.1
4 |Cryniun 3a6apbacuns 3aGapenenns npenapaty ne NOBHHHO 6y TH . Bisyansno Bignoginae
inTencusHiwe etanony GY3 ui BY3 APV, 2.2.2, MeTon 2
5 | pH pH 6,5-8,0 ToTeHuiomMeTpiyHait, 7,9
DY, 2.2.3.
6 | O6’cM, w0 BUTHraCTHER He menwe 3assneroro ' ooy, 2917, N Bianosinae
7 | Mexauluni srmovenus Birauni - sincyTni; JAdY,2.9.20, N B;n-pnmyc
. Hesitmmi: 2 10 M ne Ginswe nisc 6000 29.19
4acToK/KoHTeliHep;
225 MkM: He Gifblue Hin 600 yacTok/koHTetiep B"Tp"MyC
§ | Crepuasuicrs ‘ Crepuasnnit AdY, 2.6.1 Crepuibuuit
9 | Toxeuunicrn Hetokcuunnit APY, 269 Heroxenuunit
10 | Baxtepiansni ennotowcuun I'panina xonuentpauis ennotokcitis — Y, 2.6.14,5.1.10, Meniue nin
He Ginsute uisic 175 OE/mn. Mmeron A 175 OE/ma
11 | Biaox Bincytniit d)imxo-xiyiqna BincyTniit
peakuis
12 | Biosorina akTupnicTs AKTHBI3Y€ KNITHHHI ACFiAPOreHAII HE MEHILC HIXK B HCT - 7tecr, 11,38
: . 10,5 pasin cnexTpodoToMeTpHYHHIT
13 | Kinskicne susnavenusn
1. Buier nenTiain ' 0,07 - 0,4 mr/mn CrekTpootoMeTpiunnit 0,14 Mr/mn
2. NaCl 8,6 - 9,4 Mr/mMn : Turpometpuusit 8,9 Mr/ama
3. Cyxnit 3amuwmok - ot 11 no 17 Mr/mn Tpasimerpiunuit 13wl
Tpadianc odopanennn ynaxosicn: Binnosinae 3aTBCP/LKCHOMY rpadiiusomy odopumnertio MK S,
Koseurapi: Ymosit 36epiranis ta tpascnopTysana: [pu Temnepatypi 4 - 12 °C,

3asnna npo ceprudiranio: Lium 1 3acBiatyIo, 1o HABCACHA BHLLC indopmauis € noctosipHoio Ta TouHow. Bei BUPOGHIUI cranil ans uiel cepil rotonoi
nponyxkuii Gyan saiffcueni B noswift mianosinwocti 3 BlNOTaMi, Ja3HA4CHIMK B YKL HacTaHoBi GMP, 3ateepmueniit MinictepernoM oxopotn
3110p0B’8 Vipaiti, BIMOraM peecTpauiitnoro nocke (Topronoi niuenaii) kpainy npuanaycHus, :

Cepin LX030723 rotosoY npoaykuif EPBICOJI® Excrpa posunn ans in’ekuil

appiynax Nel0 sianosinae

nokasunkam skocti MK no Pecerpauiiinoro nocsinyenna Ne UA/5036/01/01 Ta 10, g 9‘;‘6ea iSa l\l (2 9 ) 5 o
YrnosHoBaxeHa ocoba IIT «JIaGopartopis EPBIC: Bapuk O 4. O j fes Cc’-\ ))
(nocana) (TLLB.) 1 (nara)
p : w i 9 D)z
Jupekrop I «JIa6opartopis EPBIC: J~ ,/{L f? QZ A0 25
(nocana) y (nara)

2 ,
Butpobusni aissunui: . "Q\___/o/"' PAIH g
TN «JlaGopatopis EpGic»: insuuus 3 nupoGinursa Hanisabpukarin opranonpenapatin. Yipaina, Cymcska o6a., 3iiarmdawxﬁls 1A :D?E pa, D Jhuenzin na
BHpobHHUTBO Nikapcskix 3acobie, cepis AB 598097 sig 30.07.2014. X 7 % 4 L . 0 \‘\
AT Wlexxin-Xapkis». BrpoGunurso seposdacosamor npoaykuil. Yxpaina, Xapkisceka o6n., M. Xapxis, syn. Cescpnna Tovouskofdy 36, Jliuewsia na supdQumiureo

nixapeekix 3aco6is, cepis AB No 501356 sig 08.02.2011, Cepritdikar GMP 057/2023/GMP pia 30.06.2023. Csizourso npo n'rcc'rauilo)ﬁ Ns: 337 ai{x 09'0.:?‘29«”' <
TT «JlaGopatopix EpGicy. HitbHHLR MADKYBAHHS, NAKYBANIA TA 3Gepiranna nikapeskix 3acoGin, Ykpaina, M. Kuis, sy, P. Okinuof, 1055 %t’ 5 cyf a3 sfipdbi 1g380
nikapcekix 3aco6is, cepia AB Ne 598097 sin 30.07.2014. Ceprudixar GMP 077/2019/GMP »in 28.10.2019 zf st E:‘A EJE{ 3 > i{
Koutpons sxocri: i = 1.4 8%

AY «lueturyr rpomancsxoro 3aopos’s iM. O.M. Mapseesa HAMH Yxpaisin, Yxpaina, M. Kuis, syn. lonyapenka, 50. Konrpons \ma i Ta 683?;!(&!).&5!&%9&@;){ 3 @?Jm
Cainourso npo arcctauito Ne 510 pix 09.06.2022. - e 977353 /1y
TOB «ROBPOBYT-IIKHJIAB». Byn, Hosropos-Cisepcbka, Oya. 3, nexutnose npimiwenns 92, M. Kuis, 03153, Kontpons sxocti nﬂ?‘{ xiiSZ"q%p‘M, (éapma swu;ufpmx
cy6cranuilt. Ceizourso npo atecrauito No 546 sin 28.07.2023. R - NS
TOB «E® Ll JIAB». 03115 M. Kuia, syn. Caatounceka, 34. Kourpons axocri nikapcsxux 3aco6ie. Coinourso npo arccrauiio Ne 503 pin 13'@392?;% d\>, L
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