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_AMOPOJI®DIH- THTEI

{Haﬁmeﬂyaanﬂx mxapcmcnra 3aco0y 3rigno 3
JAK A9 Birtip JHK}’B&JIBHHH, 50 mr/ma,
NAIOIKAMY AJIg Hir'TiB,

pﬁfﬁC’i‘paﬂ;lﬁH}iM nocmzzquHﬂM}

mo2S5Smay haakoni, no 1 ¢iiaxony B KOMILTeKTI 3
CEPBCTKAMU XIS OYHIEHHS Ta munaT

eJIAMM [|I% HaHeCeH N JIAKY y
- KapToHHIH Kopo6mi
(q}'ﬁ;}ma BUIIYCKY,

MO3YBEHHT, BHA HaKyEaHHﬁ.:ii}tapcagﬁro.aacaﬁy)

Howmep peectpaniitiors nocsirderny UA/18068/01/01 CTPOK Aif peccTpanitoro nocsimuenns 05.05.2025
'Cepi'g:}ﬁi{a'ptiﬁi{ﬁm 3aco6y No 2776972 Kimsxicts BBE3EHOTO MiKapCEKOro 33606y 15 00
Bupotamk Hanens Menixan, Ipnannmis

(maliMeryBanus BHpﬂﬁHHK& AIKAPCLKOTO aacaﬁy i(palH& H{}X{},H}ECHHE}

Baesero B Vipainy' Criabne yxpaitcsko-ecroncyice HINpReMeTso ¥y Gopmi TOBAPHCTRA
3 00MeEKeHO0 BiIOBIaTEHicTIO

"On*rma-ti}apm, JTA", inenr. won:
21642228

(HﬁﬁMEHyBaHHE Ta xox 33 CIPTIOY mpmzﬁziﬂm ocobu abo II}}EBBHIHE: 1'%, 110. G&TLHGHI qnznqﬂm_
0Cco0H ~ HignpreMi, i micie: IPOKABAHES T4 beecrpaniiinmit xomep 06nikoBoi KapTKy MIaTHAKA
nozatkis abo cepin Ta HOMCD IECHopTa)

Hporoxen Bisyaisiiors KonTponw Bix 23.02.2021 Ne 0459/1.

10 TKapCEkul  34¢i6 BBeseno & Yxpainy. 3

Osexcitt COJIONPAIT

(Imiviamd Ta nipissuie)




CEPTUDIKAT AHANBY /BUPOBHNLITBO TABUNYCKCEPRIT

Hassa npoayKTy: AMOPORBIH-IHTEN, naxans Hire
'_Hz}mep PIT Ne UA/18068/01/01

Kpaina BMPOBHUUTBA: [priaHais

CepiaNe: 27769J/12

Bulk-cepin Ne 1 27709J

KinbKicTe: 5600 X 2,5 mMn

rris nikysaneHud, 50 mriumn

11/2020
1172023

LlaTa BAPOOHULTHA:
NpupaTuni no:

Poamip Ta TR NaKoBaHHAL NO 2,5 mn y anakoHi, no 1 dgnakory 8 KOMNAAKTI 3 FIHoYKamy g

HIFTIB, cepBeTKaMy ANS OUMLLEHHS T WRATENSME AllA HAHECEHHN Naky B KapToHHIA Kopobui
Aitgua peuoBuHa Amorcifine (amc}panqjm} | Cuna gifagTuBHicTE: 50 MrMn
Rikapcoka dopmar nak gna HirTis i iKyBanLHUN
Bupobhuk: Wakerrs Medikan, lprandis

Aapecar Jybnin Poy0, floxpel,Ko.Maneed, ipnaigis
Jliuensia va supobunyreoc No: MGG688/00001

GMP-cepradirar Ne:23854/M688

CHELWGIKALTS

TECT PE3YNLTAT
3oBHIUHIN Mposopuft pozunH Big DesbapsHoro Ae CBITHO- - Bignosigae
BUCHAN SKOBTOMD 3a0apBIEHHS. o
KinbicHe Anopondit 5% mac./cb. £ 5% 5;06.% mac./ob
BU3HAYCHHSN" - Niarazod: 4,75~ 5,25% wac. fof. | 3 o
- lpentudikauin {8 Ha xpomatoipami amnpoﬁyaaﬁora poaqmz—;y Bignosigac.
oTpuMano!  npy  KinbkicHOMY BUSHaYEHHI, 4ac
yTpyMyBaHHS iKY BE,ELHGEI,E,EE: OCHOBHOMY Niky Ha
: Xpomarorpami, OfpuMasil  Ans  Cradaapthoro |
DOBUUHY.. |
{b) AMaEKC BEPILHHY OCHOBHOTO NiXa Ha XpomaTorpam Bignosiaac:
.smnpoﬁyaamro DOSUNMHY, STPUMEHOT NPU KABKICHOMY
BU3HaYes! BIANOBIQAE TIKOMY Ha xpaaﬁa*rorpaa:;)i |
1 oTaHASPTHOTO POsHMHY, 1
Homimgn Dowmiwxka D=0.2%. 0.007 % i
PeecTpysatyr  BCI Howmiumxa E £0, 2% (lsomep 1+ izomep 2y 0.067 % i
HeslgoMi AomRuRY Domituxa 1<, 155 - He BysHauzeThes |
20,05% Oxpewni Hesigomi gomitiky £ 0,2% HURNE
| | SUIHAUEHOTO
MiHiMysy
Cyma gomiuox<15%.. .  0120%
O6’em CepenHia YuCcTHd BMICT B 10 KOH'E‘EMHEF}EK He MeHLLe.
| HanoBHEHHA 3aaBnNeHs! KINbBKOCTi, @ 4UCTUA BMmicT Byab-aKoro | 2580
: QEPEMOIO KoHTe;‘%ﬁepa CTAHOBWTL He MeHwe 90 % |
’ ‘Bif] 33ABNSHOI KINBKOCTI. |

* Peaynbram OTPUMEHI 3 BUKOPUCTEHHAM OAHOTO aHammuHoru METGQ}‘ {BEPX aﬁa CBEH{X} e ﬂDBHHLﬂ
BUKOPUCTOBYBATUCS ANT as;;xmﬂeHHﬂ pEsyNbTATIA ANBTENHATUBHOIC METOAY.

Biaxunerss {AKLUIO €): He 380TOCOBYETHCH

v R 3acsigyyo, Wo HaBegeHa Birije: |Hcp{3z::maum & ,HDGTBB*;DHO}U T8 vouHGI. LK cepin npagymu Gyrio
BAPUOITEHD, BKITIHEI0UN NBKYBaHHA Ta NPOBEAEHO KOHTPONL T -s1KOCT] Ha BWile3asHaveHn. Jinbungl v
NCEHIY BLANOBIAHOCT] 3 BUMOTaMY GMP, scranoBrnesumin MicleBum PErynsTOPHUNM OPraHoM, a Takox
BIANOBIAKG. [0 cneundrkayin, uo MICTHT}:CH ¥ TOprosi  nigeHsi Hp&iHM iMaGpTEpa: MpoToKoN
BUPpOOHKUTEA, NaxyBaHHa Ta aﬁantsza Byne nepernaHyTo T8 BCTaN0BNSHO BianosiiHicTe GMP.

Tlepesipua: Binalnskocti {ignne)

MEP] TPEVC AENCOH
Bigain axocti (TLLb.)

 BIAHKA MAPTIHES
YnosHnopaxera ocaba ([T.Lb.}




