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JEPKINKCIIYIKBA
JEPHKABHA CHIYABA 3 TIKAPCBKWX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMHF v m. KUEBI
By:t. Bepesnarisceka, 29, Kuip, 02098, ven./dake: (044) 550-23-55, 1en, {044) 550-20-33
E-mail: dis.kyiv@dls.gov.uahttps://www.dls.cov.ua, Kon CHPTIOY 37079055

BHCHOBOK
IPO SIKICTH BBE3€HOro B Y KPaiHy AiK2pebroro 3acoly

03.09.2020 Ne 45678/20/26

HEOQTOH
(HafMeHY BN SIKAPCEKOTY 3UcofY 3rUNG 3 peecTpaniHHEM TOCBIAHCHHM )
HOPOLIOK ISt posHuty Aas ingysiit o 1 r, 4 guiakons 3 nopomKoM y kaprouuiii Kopobui
[l]?(‘})\\li\ BHAYCHN, Q03BN B, BUA DAY ad s .'ﬂ!\'f!pl..‘hl{()l"(“l '32%[}(}6_‘/}

Hoxiep peecrpauiiinero noesizvenna UA/9GT /0101 evpor aif pecerpawiiinoro nocsinuenss HEOOMEKE HILE
Cepist nixapcsroro sacody MNe 22633 Kinexicrs sgezenoro aikapenkoro sacody 3400

Bupodunk Anpdacirma C. A Iranis

(maiizsenysanus 3upOfKa A RAPCHLROro 3acoly, Kpaiila MOXOLKCHs)

Boeseno B Yrpainy Tosapuerno 3 ofmewenow Bianosiganauuico "COHA-

DAPMERCIM", igeur. xon: 40130755

(maifrenyBanas i ko2 30 CAPTIOY oprzmanol ocodn ubo apisiuiie. v, 1o Sarekoni qiznane

0coBu - Nianpuenus, I MiCue NPOKUBANIA TA PECSTPALIfHUI HoMep 081IKONOT KAPTIH HIATIIRY
noaatrkis abo copls Ta nosMep nacnopra)

Fipororoa sizyansnors reurpomo sin 03.09.2020 ~: 2508/1.
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AJIB®ACII'MA

CEPTU®DIKAT CEPIT

HaiimMeHyBaHHA npoayvkilii: HEOTOH

Kpatna-imnoprep: Ykpaina

Koa nponykuii: 01667346

Posmip cepit: 5400 ymakoBok

Cepis: 22633

Jlata BupoOHHMUTBRA: 06/2020

Tepmin nmpuaaTHoOCTI: 06/2023

Cwna fii/aKTHUBHICTS: Harpiro ¢ochorkpearun 11
Jlikapceka dopma: [opomor p1s po3auny ang indgysii
Poamip Ta TN makyBaHHs: 4 ¢p1akonu, Mo MicTATh 110 1 r HOpOLIKY
Ananiz: 27/07/2020

Ceprudikar ananizy Ne: 202006644

HepxaBa-BupoOHUK: ITAJIIS

Homep peectpaniiioro nocsiguenns: UA/9671/01/01
HalMenyBaHHs1, MICIIE3HAXO/DKEHHSA TA HOMEP JiUEH3IT TiNbHUI 3 BUPODOHUIITRA:

AJIBPACITMA C.n.A., Bia Eapiko @epwmi 1, 65020 Ananno (Tleckapa) Itanis, aM 10/2020

LM s 3acBiquyio, o HaBeaeHa Buile iH(opMailis € JOCTOBRIpHOKO Ta TowHoro. Lo cepiio mpoaykuit
Oyno BUpobaeHO (BKIFOHAKYH NTAKYBAHHS/MAPKYBAHHS ) TA MPOBEAEHO KOHTPOIL 1T IKOCTI Ha
BULIE3a3HAUEHIH AIMbHULI YV NOBHIH BIANOBIAHOCTI 3 BUMoramu GMP, BCTAHOBIEHUMH MICLEBUM
PerynsaTOPHHUM OPraHOM, d TAKOXK BIAMNOBIAHO A0 crienudikauiil, mo MICTATECS Y peecTpaliitHomy
Jocke ado TOproeiil nileHsil kpaiHu-eupoOHUKa abo KpaiHu-iMnopTepa, AKIIO NPOAYKILI
IMIIOPTORAHO, ab0 Yy AOCke crieltvdikaitii Ha mpenapat A JOCH i MHKYBAHOTO NIKAPCLKOro 3acody.
IlpoTokonu supobnuiiTBa, NaKyBaHHs Ta aHani3is Oy10 NeperfisHyTO Ta BCTAHOBIIEHO BiANOBIAHICTD
GMP.

YrosHoBaxena 0god;
Dr. Bruno De Grggori

(nionic) narta: 31.07.2020




AJIb®ACIT'MA

Konrposnt sxoeti — Ceprudikar ananizy Ne 202006644

IMponykr Cepin Amnaiis Hara Tepmin KinbkicTb [Npn3HauerHs
BHPOOHHLTEA NPUAATHOCTI
HEOTOH 1 rx4 22633 27/07/2020 06/2020 06/2023 22.825 Ykpaiva
diakona
Amnaniz Mexi Onounanui Pesynwrar
Husxcna Bepxus BUMIPIOBATIA
Onuc Ges0apeHnii  mpo3opwii  (nakon, 3AKpHTHH  IYMOBOR BiAIOBiga€

Po3unnHICTL
30BHIUIKIH BUTNAL PO3YHHY

Baict Boan
pH
[nenTHdikatia:

depMeHTATHBHHH METO
(chocthoxpearnn)

[Y-cnextpodoTomeTpis
(ochoxpeatnn)

Konpoposa peakiis
(kpeaTHH)

Docop

Harpii

Buict Hatpi
thocchoxpeatnn
CepeaHsa Maca BMICTY
thriakoHy

OnHopiaHICTE MacH BMICTY
(prakona

CrepuisHicTs

bakTepianbHi eHIOTOKCHHH

MexaHiydi BRITIOHE HH5
HEBHIMMI YACTKH

HACTKH po3Mipom = 10 MkM

YACTKM PO3IMIPOM = 25 MKM

npofKO Ta METANEBUM KiIbLeM, BMICT (nakony- Ginmit
KpUCTANIYHAH NOPOIIOK

BmicT (MIakOHY [OBMHEH MOBHICTIO |
PO3UHHHTHCA Y POUNHHUKY

HIBHKO

TIposopHil pO3UUH, PAKTHYHO BIIBHAI B BUIHMUX
YACTOK

22.0 250 %
8.0 9.0

MNosHTHBHA peaxuis B MPUCYTHOCTI KpeaTHH KiHasW 3
YTBOPEHHAM a/eH03uH-5'-TpHtocdara (ATM)

Bignogigmicts [Y-cnekTpis  JocnimkyBaHOIo Ta
CTAHAPTHOTO 3pazKiB

VYTROPEHHA YepBOHOTO 2a0apBieHHs NPU B3aEMOAiT 3
¢-HATOIOM i JidleTHIIOM

YTBOPEHHS CHHEOIO 3a0apBIIeHHA

3abaprieHHA NONYM s B XKOBTHH KOITip

950 1100 M/
980 1020 MT
Maca BmicTy He Ginbuie 2 (h1akoHiB MOKE BIAXUAATHCH
BiJ cepenHp0l MacH BMicTy Oinbie + 10 %, npuyomy
IUTA OIHoro (hrakoHa Maca BMICTY HE MOXKE
BIIXWIATHCS BiJ cepeAHROT MacH Oinpiue Hixk Ha + 20%
[lpenapat moenten OyTH CTEPHIBHHM
0,175 EO/Mr
yacT./thi.
6000 ¢
600 yacT./gn.

BiamoBigae

RiIIIOBIIAE

233
85

BiOmoBinac

BiAMOBIIAC

BIANOBI1NAE

BiAMoBigae

BiAMIOBIOaE
999

1002

BiANOBIOAE

Biamosigac

<0,025

68

[NpumiTka:

ey,

%

ﬁi{ﬂ)‘iﬁoneﬂo

oF

. %I % TRt
He;@cag xoutpomo sikoeti Dr. C. Trezza

(mignuc) 27.07.2020



AJIB®ACITMA

CEPTU®IKAT CEPII

HailimeHyBaHHs npoaykiii: HEOTOH

Kpaina-imnoprep: Ykpaina

Koa npoayxuii: 01667346

Po3swmip cepii: 5175 ynakoBok

Cepis: 24728

HaTa BUpoOHHLITBA: 11/2021

IpugaTauii no: 11/2024

Cuna nii/akTHBHICTD: Harpiio pocdoxpearnn 1 r
Jlikapceka dopma: Ilopomok aast po3unny gas indysiii
Po3smip Ta Tunm nakysanus: 4 ¢p1axonu, mo MicTATh o 1 r nopowky
Ananisz: 25/01/2022

Ceprudikar ananizy No: 202108131

HepxaBa-BUpOOHHK: ITAJIIS

Homep peecrpaniiiroro nocsiguenns: UA/9671/01/01
HaiimenyBanHsi, MicLie3Haxo ke HHS Ta HOMep MTiLIeH3ii AinbHuL 3 BUpOOHULITBA:

AJIbB®ACII'MA C.n.A., Bia Enpiko ®@epwmi 1, 65020 Ananno (TMeckapa) Itanis, aM 51/2021 sin
05/07/2021

Llnm 51 3acBiguyio, o HaBexeHa Buie iHbopMariis € JI0CTOBIPHOO Ta TOYHOIO. L{to cepiro mpoaykuii
Oy10 BUpoGieHo (BKIMIOHAIOUM TIaKyBaHHS/MAPKyBAHHS) T2 MPOBEACHO KOHTPOJIb 1T AKOCTi Ha
BHIIE3a3HAYEHIH {ibHULI y NOBHIM BiANMOBiAHOCTI 3 BUMOraMn GMP, BcTaHOBIEHUMHU MiclieBIM
PEryIATOPHAM OpPraHOM, a TAKOX BiAMNOBIAHO 10 crieudikaLii, o MicTaThes y peecTpauiiHoOMy
Aocbe abo Topro.iit mileH3ii kpaiHu-BUpoGHUKa a6o KpaiHM-iMIopTepa, SIKIIO NPoAyKLiio
IMIIOPTOBaHO, 260 y Nocke cneundikauiii Ha npenapar ans AOCTIKYBAHOTO J1iKapChKOro 3acoby.
IIpoTokou BUpoGHUIITBA, akyBaHHA Ta aHaNi3iB GyI0 MepersisHyTO Ta BCTAHOBAEHO BiAMOBIAHICTD
GMP. ; ST g

S5

VYnosBHOBaxxeHa ocoba
Dr. Bruno De Gregorio
(nionuc)



AJIB®ACII'MA

KouTtposns sikocTi

— Ceprudikar ananizy Ne 202108131

IMpomykT Cepis Awnani3 Jara [Mpunatunit no  KinbkicTb Ipu3Hauenus
BUPOOHHITBA
HEOTOH I rx 4 24728 25/01/2022 11/2021 11/2024 26.778 Ykpaina
jraxkona
Amnani3 Mexi Oavuni Pesynbrar
BHUMipHOBaHHS
Hwxns Bepxns P
Onuc be3bapsuuit npo3opuit  ¢akoH, 3aKpUTHH  TyMOBOIO BiANnoBigac
NpoOKOIO Ta METATEBHM KiJiblleM, BMIcT ¢urakoHy- 6inni
KpUCTaNiuHHi NOpOLIOK
Po3unHHiCTb Bmict ¢nakoHy mMOBMHEH TOBHICTIO 1 LIBUIAKO BiANoOBijace
PO3UMHUTHCA Y PO3YMHHHKY
30BHiLLIHIHA BUrsA po3duHy | TIpo3opuil po3unH, NPaKTUYHO BiILHUH Bil BUAMMHX BiANOBiJIa€
4acToK
Bmict Boan 22.0 25.0 % 22.9
pH 8.0 9.0 83
lnentudikauis:
depmMeHnTaTNBHMI METOJ [To3uTHBHA peakLis B NPUCYTHOCTI KpeaTHH KiHa3H 3 BiAMOBigac
(docdoxpeatun) YTBOPEHHAM afieHo3uH-5'-Tpudocdara (ATD)
IY-cnektpodoTomeTpis Bianosignicts 1Y-cnekTpiB  A0CHifXyBaHOro Ta -
(docdokpearnn) CTaHAapTHOro 3paskis
Konboposa peaxuis VTBOpEHHs 4epBOHOro 3a0apBieHHs NpU B3aeMOAil 3
(kpeaTnH) a-HadToNOM i AiaueTHIOM Bi/ITOBiJa€e
®ocdop VY TBOpeHHs CUHBOrO 3abapBiIeHHS . .
BiTOBI1a€
Hartpi#i 3abapBiieHHs OJIYM’ s B )KOBTHH KOJip . BiZTIOBi A€
BwmicT HaTpito 950 1100 MF/da. 1029
tdocdoxpeaTnn o 2 d
Cepeans Maca BMicTy 980 1020: . 1003
thnakoHy id
R E
OaHOPIAHICTb MacH BMICTY Maca BmicTy He Ginbiie 2 QaKoHiB MOXe Biz{xmm'mcﬁ’i Bignosigae
(hnakoHa BiJ cepeaHboi Macu BMicTy Ginbiue + 10 %, anIOMy
IUTSE )KOHOTO (pJIaKkoHa Maca BMICTY HE MOXe
BIAXWJIATHCS BiJ cepeaHbOT MacH Oinblie Hix Ha 20%
CrepuiIbHICTb [peniapat noBrHEH OyTH CTEPUIILHUM BiANOBiAae
bakTepiabHi €HA0TOKCHHYU 0,175 EO/Mr < 0,025
MexaHiuHi BKJIIOUEHHS:
HEBUINMI YacTKH
YacTKH Po3MipoM > 10 MKkM yacT./dn.
6000 ¢ 78
YaCTKH PO3MIpPOM = 25 MKM 600 yact./dn. 6

INpumMiTka:

Menemxep koHTpoato skocti Dr. C. Trezza

Jlo3Bosieno

(mignuc) 25.01.2022



ALFASIGMA #

Quality Control - Certificate of analysis Nr: 202108131

Praduct Batch Analysis Manufacturing date Expiry date  Destination Quantity
NEOTON powder for 24728 25/01/2022  11/2021 11/12024  UKRAINA N. 26.778
solution for infusion 1g in vials
Analysis Limits unit of measure Result

min. max
APPEARANCE Clear colourless botties, sealed by

elastomer stoppers and metallic rings,

containing a white crystalline powder Complies
SOLUBILITY Meets analytical method requirements Complies
APPEARANCE OF SOLUTION Clear solution practically free from particles Complies
WATER 22.0 25.0 % 229
pH 8.0 9.0 8.3
IDENTIFICATION Positive Complies
CREATINE PHOSPHATE
SODIUM SALT 950 1100 mg/bottle 1029
AVERAGE WEIGHT 980 1020 mg 1003
WEIGHT UNIFORMITY Mass content of not more than 2 bottles may deviate from the
OF THE BOTTLE CONTENT average weight £ 10% and for any vial the substance content

cannot deviate from the average weight by more thar + 20% Complies
STERILITY TEST Sterile Complies
BACTERIAL ENDOTOXINS 0.175 EU/mg <0.025
PARTICULATE CONTAMINATION
SUB-VISIBLE PARTICLES:
PARTICLES >= 10 MICRON 6000 n/bottle 78
PARTICLES >= 25 MICRON 600 n/bottle 8

Note:

APPROVED

Qu‘aﬁ;{y Control Manager

Y -
7 7 }‘J,

4 Dr. C. Trezza

Soo dez 2
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