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., Bupotnmku: Afpeca:
L C ; { Cinpes Qapma, CJI (nosuuit IMonirono Inpycrpian Eminiano Pesin’s
YIea :
o BHPOOHHK) Canc. Aseriza ne Arpena, 31, Oasneera
42110 (Copia), Icnanis
Yipaina
Ceprucikat cepil Ne 240572 gin 29 xsitas 2024 PORY
HA3BATIPOJVKTY, DOPMA, TO3YBAHHSA, THI TA KITLKICTD YIHAKOBKH
Ko3seryn, TabneTku, BKPHTI INIBKOBOIO obononkoro, 110 3 Mr/0,02 mr, wo 28 TabneTok (24 TaGnerku
POMEBOro KoNbopy + 4 Tabnetky (nnauebo) Ginoro KONMBOpY) Tabnerck y Gurictepi; no 1 Gricrepy B nayni
Homep peectpauiiinoro rocsiguenns: UA/19899/0 1/01
Howtep cepii nanisnpomyxry: 240947 - Kinskicts ogunumne: 22 787
(Mlpocnipenow 3 mr/ Eruninecrpagion 0,02 MT)
241294 (Tnaueto Hpocnipenon/Eruuinectpamion)
Houmep cepii rotororo npogykry; 240572
Hara srpobuumiea: 12/02/2024 (240947) Tepmin npunatrocti: 02/2026
08/02/2024 (241294)
HA3BA MOKA3ZHWKA JOOYCTHMVI MEXKI PE3VIILTAT
Apocuipenon 3 mr/ Erusinecrpamion 0,02 mr
OIIHC TabaeTru upmiHApHYROT QopMHE 3 TabneTkd HuITiHEPHYHOT hophu 3
RGOOTIYKI0 TIOBEPXHERD, BKPUT IEOONYKJIOK TOBEPXHER, RXPHT
ILTIBKOBO OBOAOHKOIO POXKEEOTO 1AIBKOBOIO 0BOIOHKOI0 POXEROTO
KOBOPY KOJBORY
IZEHTHS KA Hac yrpuMyBaNsA nika Apocnipedony #a | Uac yrpevysadss mika ApOCHipeHoHyY Ha
APOCIIIPEHOH xpomarorpami BHRpoGoBRyBAHOTO XPOMATOrpaMi BRNPOGORYBAHOTG
BEPX PO3YHHY BiANOBINAE Yacy yTPHMYB2HHS POIHHHY BIANOBiNAE Yacy yrpuMyBasht
T2 APOCMIPEHOMY HA XPOMATOIpani Hika ApOCIHPEHOHY Ha XpoMaTorpaMi
PO3YHEY MOpiBHAHHR PO3YHRY NOPIiBHAHHI
IIEHTUOIKAILA Binnozizae cnexktpy crannaprHoro Binmnosizae ciexrpy cranmaprroro
JAPOCHIPEHOH 3paska 3paska
YO-CITEKTP
NEHTHDOIKAIA Yac yrprmyBania nika Hac yTprMyBaHHs Nixa
ETHHLIECTPAXIOJ eTHHinecTpaniony Ha xpoMarorpami STMHIRECTPAMIONY Ha XpOMaTarpami
BEPX BHOpoSoBYBAHONO po3dsHy BinToBiAAE BUNpOSOBYBAHOTO PO3YHHY BinoBiae
TASY YTPAMYBARAS Iika 9aCy YIPHMYBaHHA 1ika
eTUHinecTpaniony #a Xpomarerpami ETHHINECTPANioNY Ha XPOMATOrpan:
DO34YHBY NOPIBHAHHS POALUHY NOPIBHIHES
TAEHTU®IKALIA Bianosinae ciexrpy crangaprHoro | Bimnosigae CTIEKTPY CTAHAAPTHOTD
ETHHIIECTPAIION 3pasKa 3pA3Ka
YO-CIOEKTP
INEHTHSGIKALILA Axicea peakris SricHa peaxuig
THTAHY JIOKCHX
THEATHOIKAITA JxicHa peaktrix JkicHa peakiria
3AJI3A OKCHA
CEPETHS MACA 82,0+75% 82,4 mr
(75,9 88,2 ma)
CIHOPIOHICTE MACH He Ginpmie 2-x iHnusinyagsumx Mac
BIAPISHAOTECA BI CEPEAHEOT MacH
Ha 7.5 % (AW £ 7,5 %), ipy meomy 0 onmsuuE
JKOMBA Maca He BIIXWRICTRCS Big 0 omueHIE
cepenuboi MacK Ha 15 % (AW = 15
%)
CTIMKICTE IO He menme 40 N 53N
POINABIIOBAHHS
PO3NNANAHHSA He Ginsme 15 xpunun 2 XBHITHHYR
BTPATA B MACI TTPH He 6inbime 5,0 % 21%
BHCYHIYBAHHI

Cyndea Pharma, S.L. Poligono Industrial Emiliana Revilla Sanz. Avda. Arpega, 31. 42110 Onssera {Copin)
Ten.: +34 976 64 54 74. dawrc: +34 976 19 63 16. www.cyndeapharma,.com
3anucaHo B TOproeomy peecTpi Copii, Tom 184, kHura 133, apyw 55, cTopidka 50-3.218 CIF B84363555
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POIUNHEHISI (Q=75 %) 3a 30 xB. 87%
HAPOCIIIPEHOH (BEPX) (81, S2 abo S3)
PO3YHHEHHSL (Q=80 %) za 15 xs. 99%
ETHHUIECTPATIOJ (BEFX) (81, S2 abo 33)
KIIbKICHE BHIHAYEHHS] 95,0-105,0 % 99,0%
APOCIIIPEHOH, (BEPX)
KUILKICHE BH3HAYEHH 95,0-105,0 % 98,8%
ETI/H-]IJIECTPA,IHOJI (BEPX)
OJMHOPUIHICTH Kputepi mpuituathocti: wir crani AV=42
JO30BAHHX O 1: n=10,
APOCIIIPEHOH AV <150
and cragii 2: n=30,
AV 150
[ XoneH iHuMBi Tyams uuit BMicTY
J030BAHIH ORHEKL He € MeHITHM 2a
(1-L2*0,01M i He ¢ 6innmu sa
(I+1.2#0,01)M L2=25.0
OTHOPLTHICTE Kpurrepiit npuiinatsoeti: i cranit AV=35
AO30BAHMYX O 1:n=10,
ETHHIIECTPA IO AV<IS5,0
Ia1 eTagii 2; n=30,
AV <150
isconen iHmvEi nyansHut BMiCTY
A030BaHil oMHHUn] He € MemmHM 34
(1-L2*0,01)M i He ¢ 6inpmmnd 3a
(1+L2%0,01)M L.2=25.0
CYIIPOBLJTHI JOMIIIKH Homimka E He 6insine 0,50 % Homiurkz E serme JTB*
APOCIIIPEHOH (BEPX) Ispusinyansua neixenTndikonana [mpmBinyansna weinentudikosana
NoMHOKa e Binstue 0,50 % JoMinka = 0,1%
CymMa ominioxk me Ginsme 1,0 % Cyma jomimok = 0,1%
CVYITPORITHT JAOMITITKH Homiwixa D e 6immme 1,0% Homimga D menure JIR*
ETP}HIJIECTPAI[IOJI (BEPX) Homimka B xe Ginpme 1,0 % Jominmxa B MeHive JIB*
Innusinyanena neinenrngikopana lrausigyansa neinentudiconana
nomimka we Binsmre 1,0% momMimka Menme JIB ¥
Cyma pomimor we Gimewe 1,5 % Cysa gomimox mermre JIR*
SATTMIMKOBI He 6inpirre 2500 ppm 167 ppm
POSYMHHUKH
AHETOH
MIKPOBIOJOITYHA TAMC we Ginsme 10°KYO 5 1 7 TAMC menme 100 KVO R 11
qHCTOTA TYMC ne Ginve 10°KYO 51 1 TYMC merme 10 KYO® 1 ¢
Escherichia coli sigeyhicTo B 1 1 Escherichia coli Bincymns s 1 r
ILrane6o JIpocﬂipeHOH/ETnHinec:Tpa,aifm
OTHAC Tabnetxu waninapmyroy topmu 3 Tabnerxu UUTIHAPHYROT dopuu
ABOOIIY KIT0IO [IOBEPXHEIO, BXpHTI 3 ABOOIYKIIOK MOBEPXHEID,
FLIIBKOBOIO 06OM0RKOI0 Binoro BKPHTI ILIIBKOBOK0O 0G0R0HKOIO
Koawopy 6inoro xoneopy
IAEHTUBIKALS “SIkicHa peaxiia HxicHa peakuin
THTAHY DIOKCHUL
CEPENSI MACA 820+7.5% 81,8 mr
(73,9 - 88,2 m2)
ONHOPIAHICTE MACH He Ginse 2-x innmsigyansmux mac
BiapizHsoTECH Bix CepeRHRO] Macu
Ha 7,5 % (MW =+ 7,5 %), upw usomy 0 ommvne
JKOIHA Maca He BIOXMNSETRCS Bif 0 omue

CepeNHBOT MacH Ha 15 % (MW + 15
7o)
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PO3NAJAHHESA He 6insme 15 xsrmuy 2 XBHAWHHM
CTIUKICTE 00O He Menmie 50 N 71N
PO3JABJIIOBAHHA

BTPATA B MACI TIPH He 6inpme 6,0 % 1,6 %
BUHCYIIYBAHHI

CYIPOBIITHI JOMINIKH Marors GyTH BincyTHI miku Bincyrui niku npocmipesory
JPOCIIPEHOH (BEPX) JPOCIIPeHOHY

CYIMPOBITHI JOMIIIKHA Marots 6yTH BiAcyTH Iiku Bincyrsi miku
ETHHIAECTPATIOJ (BEPX) eTHHLIECTPAioNy CTHHIICCTPAIioNny

Cyndea Pharma, S.L. Poligono Industrial Emiliano Revilla Sanz. Avda. Arpeaa, 31. 42110 Onssera (Copis)
Ten.: +34 576 64 54 74. dakc: +34 976 19 63 16. www.cyndeapharma.com
3anucaHo B Toprosomy peecrpi Copii, Tom 184, krura 133, apkyw 55, cropitka SO-3.218 CIF B24363555
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MIKPOBIOJIOTTUHA TAMC gre 5?-“51316 10; KyOseir TAMC menme 100 KYO s 11

YHCTOTA TYMC &e Gineme 10° KYO & 1 1 TYMC menme 1I0KYOsB1r
Escherichia coli sincyTnicte B8 1 1 Escherichia coli Bincytsa B 1 r

HPHUMITKH;
*JB: Jiimit Baznauenns

1la cepis npoaykry BUroTOBICHHS y Bignoeinroceti g0 GMP. Bunywesno mmus BUKCDHCTaHHA HA TOPUTOPIT
Yxpaiun.

GMP ceprudirar:

Cinges PDapma CJI, Ienanin - 6358/22

Hazpa, anpeca ta HOMED JTilleH3 il oy peix inpHBLE BUPOOHHIITEA T4 KOHTPOIIO SKOCTL:

Ciatea ®apva CJI, lenanin (mosumnit BAPOGHHEK)
Homep ninessii: 6358

Hewxrapanis ceprudixamniy:

Lsiv 5 3acBinUyIo, IO HaReseHa BHIgE inopmanis ¢ gocTosipuoio Ta Tounow. 1a MApTis HpOAYKTY Oyaa
BUTQTORMICHE, BKINOYAIONH YIAKOBKY / MapKyBaHHS Ta KOHTPOJS SKOCT] HA BHLIe3asHAYEHHX Mi/bHHLEX v
HOBHIH BitoBIfHOCTI Ko BuMor GMP micuesoro PerymoI0u0r0 Opray Ta 31 crenudikanism: B
PEECTpalliifHOMY 03RO KpaiHK-iMIopTepa abo daitni crelniKkauil NPOAYKTY s AOCTIDKYBAHOrO
NIKAPCHKOTO 3acohy, 3armcH npo BHPOGHUUTEO, NIaKyBaH A Ta AHATIA Oynu neperipeni Ta BH3HAHI
TEKWMH, HI0 BiANOBiNaoTE GIVIP.

[iamac Vnoprosaxerol Ocobu/
PIIHEHH Y BukoeHy10490r0 0608’ 23K1 [Hionuc ma nevamxal

NPUAHSTO YIOBHOBAKEHOT ocobu

Hdarta sunycky: 30/04/2024

Cyndea Pharma, S.L. Poligone Industrial Emiliano Revilla Sanz, Avda. Arpega, 31. 42110 Onbsera (Copis)
Ten.: +34 976 64 54 74, daxc: +34 976 19 63 16. www.cyndeapharma.com
3anucaro 8 TOProsomy peectpi Copii, Tom 184, kHura 133, apryw 55, cropinka $0-3.218 CIF B84363555
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CEPTUDIKAT BIAMNOBILHOCTI

- Cyndea

APOLVKT: Mozerya, rabnerku, BKpUTI N1iBKOBOIO
obonoHKow, no 3mr/0,02 mr
Mo 28 rabneTok (24 TabneTkn poxesoro
Kosibopy Ta 4 Tabnetku (nnauebo) Hinoro
RoNbopy}) y baicTepi;

BHYTPIWHIA KOA TAHOMEP 001343 240572
CEPI:
3AMOBHUK TA KPAIHA: AT «KUIBCbKMIA BITAMIHHWIA 3ABO/L», YKP

- Hum nigreepakyto, Wwo Bci etanu BMPOGHKLTEa AaHoi napTii rotosol npoaykuii
Ey/m sajiicHeri B nosHiit sianosigHocTi 3 BUMoramu GMP €Bporeicbroro
Cotosy i 3 BUMOramu PeectpaliiiHoro lNoceiavenHA kpalHW/Kpaik NpusHaYeHHs.

- Yol BifgxuneHHa 6ynu ouivedi Ta NIATBEPAMEH] HaZ OCHOBI 3aTBEpAKEHMX
BHYTPIWHIX npoueayp

X BIACYTHI BIAXWUIGHHSA MPU BUNYCKY
O BIZIXW/IGHHA NPU BUNYCKY BignosiaHo 40 A0AaTKa
0 AofaTKoBa iHpOopMaLis Woho AKOCTI A1A 3a3HaueHo] cepil 4OA3EThCA

3aTBepaKeHo:
YroBHOBaXKeHoI0 0cob0r0/
Bukonyounm 0608’a3ku yrnosHoBameHOT 0cobu

Map
M d p CaHues
CaHyes MoHTopo
MoHTopOo 2024.04.30
Mignve Ta para; 08:25:08
+02'00'

Cyndea Pharma, S.L. Poligeno Industrial Emiliano Revilla Sanz. Avda. Arpega, 31. 42110 Onwsera (Copia)
Ten,: +34 976 64 54 74. dawce: +34 976 19 63 16, www.cyndeapharma,.com
3anucaHo B TOproBomMy peectpi Copil, Tom 184, kuwra 133, apKYW 55, cropiHka SO-3.218 CIF B843453555
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HEPXKABHA CJIYKBA 3 JIIKAPCBKIf_IX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npos. Ceitnuanoi Hanii, 3, m.Kuis, 02099, Tel/akce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox EOPIIOV 37078774

BHCHOBOK
Npo SAKICTL BBE3CHOT0 B Ykpainy Jikapcbkoro 3acoly

22.07.2024 Ne 35044/24/10

KO3ETYI®

(HaiimMeryBarus nikaposkoro 3acoBy 3rinuo 3 peectpatiiinum HOCBITICHHAM)

TaBICTKH, BRPHTI INIIBKOBOIO 060 T0HKOI0 110 3 mr/0,02 mr no 28 (24 Taénerku poKeBoOro
KONBOpY + 4 Tabaerku (naane6o) Gisoro KOJILOpY) Tabnerok y Guaicrepi; mo 1 Oaicrepy
Pa30oM 3 KapTOHHAM GYTASIPOM 151 30epiranns daicTepa, THRHEBHM KaJieHaapem-
cTikepoM y maymi

(dopma sumycky, AO3yBaHiA, BHI NIAKYBAHHA JIKapCEKOro 3acoby)
Honep peectpaniiinoro nocsiguenss UA/19899/01/01 CTPOK Aif peectpanifinoro noceigyenna 25.02.2028
Cepis nixapcekoro sacoby Ne 240572 Kimsxicts sresenoro nikapesxoro sacoby 22737

Bupotunk Cingea ®apma, C.JL., Icnanis

(naiimenyBanns BupoGuka niKapCsKOro 3acoby, kpaina [OXO/KEHHSA)

Beesexo B Vipainy Ipurarue akuionepne TosapucTso "Kuipchicuii BiTamMinHumii
3aBoa", inenr. wox: 35251822

(walimenysanus Ta xon 32 EOPTIOY ropuanusoi ocobi abo Npi3BHILE, iM'5, TI0 BATLKOBI
Pizrunol ocoby - nignpuemms, ¥ Micue nposkvBanHs Ta peecTpanifnuit Homep oSmikosot
XapTkH NiaTHKKa nojatkis ao cepis Ta Homep racnopra)

Ipotoken sisyansuoro kewrpomo win 22.07.2024 Ne 2028/1.

32 pesynetatamy  mepwaBHOrO KOHTPOMIO  BCTAWOBNEHO, INO MiKapCekHit 3acif BRE3CHO B VYkpaiHy 3
AOTPHMAHHAM srvor 3akon0xaBcTRa L0710 3a0e3NeeHHA AKOCTI JIIKAPCHRUX 32C055.

B nuvaasynke envwd o, 0 s Oupra CPLONMEHEO
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