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__ BHACHOBOK
Hpo AKICTH BBE3eHOTo B Y KpaiHy JIKapCeLKoro 3acoby

30.10.2020 Ne 58796/20726

o ORCAJINIAATIR-BICTA
| {Hamﬁayaaﬂm *ﬁxapclsmrs} 3aco0y 3riaqHo 3 pempamﬁmm TIOCBIAECHHAM ).
TOPOIIOR J/IH NPHTOTYBAHAHA PO3UHNY TS mq:ysm (5 mr/sany o 50 mr, 1 duraxon 3

e ... MOpOWIKOM y KapToHHif xopobmi
(éﬁi}pma BRHYCKY, RO3¥BAHHA, BHA [TAKYBAHHA JTIKAPCEROTO. aacaﬁy)

Henep peectpaniitoro noceiggenns YA/13987/01/01 crpox nif peectpaniitnore mocsiguesss HeobMexeHa
‘Cepix nixapesxoro sacoby Ne 02U5011 KiisKicTs BEE3EHOrO Jikapebkoro 3acoty 4998

Bupobauk _Axrapic Iranig C.ouA., Tranig

{HaliMeBYBIHHS BHPOOHUKS JOKAPCEKOTe 3ac00y, KpalHa HoXOMKEHHER)

Bsesero B Vrpainy Toapuerso 3 o6Mexenoio BinnosigansuicTo

TDOAPMAINTIEBTHYHA KOMITAHIS BICTA", inewr. won: 37642513
{maliMenysanHa Ta koA 3a CAPTIOV ropumsunol ocobu afo npiznunie, iv's, no 6arLXopi (l]l:iﬁ‘iil{}l
‘6Cco0H - nianpueMiy, { MICLE (DOXHBERHE T/ peecTpaniinui zoMep 0ORIK0BOT KapTRH IUIaTHEKA

DGHATKIB 800 cepid Ta HOMEp NEcnopTa)’

38 pe3ynbTETAMH AEIKABHOTD KOHTPOMC BCTAHOBNEHO, umio JNikapcekult 3aci0  BBesgno B YKpalEy 2
AOTPHMAHHAM Bmor'ﬂaﬁaﬂdnaﬁma:magﬁ 3a0e3nedeHHd AKoCTi NIKEpCHKUK 3ac00iB.
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CEPTHOIKAT IKOCTI BUPOBHUKA

Haspg mponyxry OKCANITIIATIH-BICTA
Kouuenrpamis/syicr SME/MI (50 mMr/draxomn) -
Jdikapeska dopma, crnax OPONIOK AMst MPHIOTYBAHHS DOSYHHY JUid IHbY3il, OxcamimnaTin
Turra syticr ynakosky ckisiral dnakon 20 Ma
Homep cepiil 0205011
Jara BHroTORAEHHS 02/2020
Tepmin npunaTaocrTi 02/2023
Kpaina-immoprep Ykpaina
Homep pecerpaniiinoro nocsiguenns UA/13987/01/01
‘Haspa womiianii ra agpeca BHpoSuaKa. Axrasic Itams C.A.
: Bia. Iacrep 10
20014 Hepgiano, Minan, frasiis
Homeép minensii ga supofmnnrss aM-=142/2019
PesyneraTu ananisy LCeprudikar skocti goganuii
Komewnrapi: i’
¢ KinpKicTs oidNBOE 4598
Vea pokyMentanis Ha zasgavenuil same NpopyxT Oyia mepesipess, JoxyMewraris Biamopinae ‘Malcrep-
AOKYMCHTAM BUDOOHHUITE], 3Q3H3YSHNX B OHMCAHIY MCTONALT.
Heknapanis npo ceprudiranino
HuM s mATBEpIORYIO, Mo indopmauis, vaBencHs BUIE, € ABTCHTUYHOIO T2 IIPaBHALHOMO. 3a3HAYeHA YapTis
TPOJYKTY OyNa BHIOTOBAEHA, BKIIOUHO ONEPALiAME 3 YIIAKOBKY T4 KOHTPOA SKOCTI, HA BHIIE3a3HaueHil (~#x)
HUTsHLE (~Kax), v noBHild BiATOBiHHOCTI KO BuMor Hanexrol BupoGaavol Hpaxruxe (GMP) 12 BEMor Micuesax
Perymaropnix Oprauis, a TaKoXK cuerudiraniii, Brazanux y Peecrpanifinomy IlocinueHti, Hazanum B Kpafsi-
IMIoprepi. |
Tponecs BHPOGMEHHS NapTii, yIakoBKE T4 38ITH TIPO PEIVITETATH ananisy Gy nepepipeni, niATREpIKEHO, 0
BOHM BIATIOBIgaroTs BuMoram GMP, | |

{(Mionuc)

Menemxep i3 kontpomo sxoeri Nerviano 03/04/2020
Luncin Manmosani/Dr.ssa Cinzia Mantovani
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1Bmict penm (3a K. Simepom) L% __He 6immm ik 3,0 0,1

FOMHOPIEEICTE N030BaHIX ONWEHID

1 Jomilmka A {BEPXY L ~ He &impim ain 0,3 0,1
Jomimka B (BEPX) L % He Ginstn Hix 0,4 e 0,1
1 Jomimika C{BEPX} % N He Oimsm mix 0,1 o 0,0
B posinmw, npEsinvansHe BusHaveEREy | % He Ginsin gix 0,1 | 0,0
I BuMicr iemax roMitzox, 3aransEai % b He biyens gixk 0,1 ; 0,0

{3eranshel smict pomimok (A + B+ C+ fsmrx | 5. [ - ; i
|FoMimox) (BEPX) 5 Fo D i 0,9 i

{Omne BizHOBIICHOre PO3URKY (5 MM ¥ Bond) |

{Konip BigxoBIeHOTD pO34KEY {5 Mr/mn y sogi) |

} Hposopicts BinHORIEHOTO pﬂS%H}’(SMI‘fMHy | L . .
|soni) o __ ....EGE*{HH.MEEE?‘TH .qpuaapaﬁ. Bimmonsinae

{dacposymEcHNA Beomipug inexglt 0 | cex. He Oimsin nik 60 N
pH , _48-70 . 4
{Haasnicrs BUAMMAX CTOPORHIX HaACTOK
1BMICT BEBHANMEX wacroK posMipom > 10
IMIKPOH
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 OKCAMIINTATIH-BICTA, 50 MI/GNaKOH, HOPOIHOK I IPHTOTYBAHHS POIYURY I iHbY3il.
Kad: 120004804 |
Cepin Ne 02U5611
Aama suzomoegrenns 02-202¢
Tepmis npudameocrii 02-2623
Homep cepmuydpiranty sxocmi 1039548

Onue;
bina 260 wMaipke Oina minema ‘Maca ab0 UACTHHKH OOPUCTOrD BHHY. DaKOHH 3gKYIOpeHl KODRaMH 3
GpomGyTunkayuyky. e saneustani amOMiHicEHMH KPUIISYKAaMH 3. BIADHBHUM AIMUKOM T4 HONINpOnieHOBEM
IHACKOM.

"TIAPAMETP, (O TIEPEBIPAICTECH | OBARHALL | BUMOTH CIEIWIORATH | PESVIRTAT
) .| B¥YIMIPY

bina abo maltxe Gins minsaa maca afo
_GRCTHHKH HOpHCTOTG BHY:
Bignosixae cnerTpy mOrnsman

o | i | o CTRHNADTHOTO POIYHHY -

Lieirmddraniy Orcasinariny {REPX) | Bignosizae RYCTARAAPTHOYO poOsYmEny | 1IOUTHBHEE

30BHINH# BUrH

Bignosinae

CRVI

Imenruizanis Oxcaninnariny {(VO)

diosurunugi

"V BiAnoBIAHOCTI 10 TIOTOYHIX BAMOL . .
' o . ___Esponciicoxoi @apmaxomel Bixnosizae
Kimxicnali suicr Oxcaninnariy (BEPX) | sav/in 00+5%47,5~525) | 496 !

Hpozoput posuns, six Ge3bapsHoro Ao
CBITMIO-OBTOYO KOMBODY
- Po3unk 1iosuReH OyTy Bin GesGapsuoro ao
CBITIIO-KOBTOrO KOIRORY E
PO3UWH TOBWHCH BETPHMYBATH Hopisrasas
3 SrAnOHHEM pO3unroM BY 7

Bifoninac 1

Binnopinac

s ..

Kﬁn'i'p-ﬂi,gﬁﬁnﬂeaam DO3uMHY {3 Mr/mr y aﬂﬂij BY Binnosigac

. Po3uls HE MICTUTE BEINMEX CTOPOHHIX
| X

Hixnoeinae
x-ore/ g He Ginpnr mix 6000 | 20

BMICT HEBHEAMUX F2CTOK posmipoM > 23

sikpot K«CTh ;ff.. i3} 1 He 6innaz mix 606 | 0

Cmopiuxa 1.3 1
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