JEPXKABHA CJIYBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIHN OBJIACTI

npoB. Ceitnmanoi Hanit, 3, m.Kuis, 02099, ten/bakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NpPo AKICTH BBE3€HOr0 B YKPAiHy JIKaApPCHKOI0 3ac00y

05.09.2023 Ne 42912/23/10

BIBPOILINJI

(HafiMeHyBaHHS JIiIKapcbKOTO 3aco0y 3rifHO 3 peecTpauiifHuM IOCBiTYeHHIM)
Kpamji Ha3aJbHi; 10 15 M1 y cKIAHOMY (pJ1aKOHI 3 NOTINPONiJIEHOBOI0 KPHIIKOI0-
KpaneJbHANe; no 1 gaakoHy B KapToHHI KOpoomi

(dopma BuIyCcKY, HO3yBaHHs, BH] IAKyBaHHI JTiKapCHKOro 3acoly)
Howmep peectpamniitroro nocsimaenns UA/4564/01/01 crpoxk nii peectpamiitroro nocsizuenns 01.01.2099
Cepis mikapcekoro 3acoby Ne AVSK KinbKicTs BBe3€HOrO JiKapchkoro 3acoby 264650

Bupo6Huk I'CK Konceromep Xenckep CAPJI, IIseiinapis

(maliMeHyBaHH] BHPOOHHMKA JIKAPCHKOro 3aco0y, KpaiHa IOXOKEHH)

Baeseno B Vkpainy HMignpuemcrro 3 100% inozemunmu inBecrunisivu y gopmi
TOBApPHCTBA 3 00MexeHOI0 BignmoBigaabHicTIO ""I'makcoCmiTKnaiin
Xeackep IOkpeiin T.O.B. ", inenr. xox: 24588162

(naiimenyBanHs Ta xox 3a €JIPIIOY ropunmunoi ocobu abo npispuie, iM'a, Mo 6aTbkoBi (GizugHOT
oco0u - mignpueMus, il Micie MPOXXUBAaHHA Ta peeCTpaliiiHuii HoMep 06IiKOBOI KapTKHU IUIaTHHKA
TIOZIaTKiB abo cepist Ta HOMEp IacmopTa)

Iporoxoa Bizyansuoroe koutpomo six 01.09.2023 Ne 2708/1.

3a pesympTaTaMH JepKABHOTO KOHTPOJIO BCTAaHOBJIEHO, IO JIIKAapChKWil 3aci6 BBe3eHO B YKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOAABCTBA MO0 3a0€3MeYEeHH AKOCTi MIKapCHKUX 3aC00iB.

Ipana [TIAJIAMAP

{mianmc) (isimiama Ta npizpame)




Bupano (kum):

I'CK Koncrromep Xenckep CAPJI

/morotun/ «I'CK»

Pyt ne Jletpa,
1260 HIOH
IIBEUIIAPIA
Jara ceprudikara Howmep ceprudikara
31 munes 2023 1000444471
Cropinka 132
Onnc marepiany: Bi6pouwt, kparni HazanbHi 15 M ,Ykpaina
Homep maTepiany: 510056
Jlikapcbka ¢popma:  Kpamni HazanbHi Po3mip/Tun ymakoBkn: 15 mny ¢urakoni Ne 1
AKTHBHICTB: 1 M mictuts 0,25 Mr AUMeTHHIEHY Maneary, 2,5 Mr deHinedpuHy
HoMep peecTpanifiHoro mocpixuenns: UA/4564/01/01
Jlinensiss Ha BUPOOHUUTEBO: 511514-102649277

3asBa npo ceprudikaniio:

IIpoxyxTt BUpOGIEHO KOMIIAHIEIO

I'CK Koncsromep Xenckep CAPJL, Pyt ne Jlerpa, 1260 Hion, IlIBeiiapis.

ITonepenus rHazpa BupoOHu4oi Atk Hion no mortoro 2021 p. I'CK Koncsromep Xenckep C.A.
Homep ceprudikary GMP: GMP-CH-1002637

ITum s 3acBiqUy10, 10 HABEACHA BHIIE iH(POPMAILisl € JOCTOBIPHOIO Ta TOUHOIO. {10 cepiro mpoaykuii 6yino BUpoOIeHO
BKJIOYAIOYH ITAKyBaHHA/MapKyBaHHS Ta IPOBEICHO KOHTPONIb 11 SKOCTI Ha BUIIE3a3HAYCHIH MINPHHII y NOBHIH
BiamoBigHOCTI 3 BuMoraMd GMP, BCTaHOBIEHMMH MICLEBHM PETYJIITOPHHM OpPraHOM, a TaKOX BiAMOBITHO 10O
crienudikaiit, Mo MiCTATECA Y peecTpallifiHoMy Jocke KpaiHu-iMmoptepa. IIpoTokonu BUpOOHHUITBA, TAaKyBaHHA Ta
aHaJTi3iB GyJIo NeperasaHyTo Ta BCTAHOBICHO Binnosiguicte GMP.

Jna HepyTHHHUX BHIIPOOYBaHb — pe3yJbTaTH BUIPOOYBaHb He BKa3yIOThCS B cepTH(IkaTi cepii, AKIIO cepis He
migysrac BUNpoOYBaHHIO, Pe3y/bTaTH BHIPOOYBaHb BKAa3YIOTECA B cepTH(IKaTi cepii Jmime s THX Cepiif, ki
npoxoaats BunpoOyeaHHA. Y CeprHdikati cepii BKa3yIOThCS Pe3yNbTaTH BUIPOOYBaHb, SKi BHKOHYBAIHCS
BUPOOHHKOM JIS pemni3y cepii.

Hoxyment cienudikamii: 32pS51-EN-62503v1

IMapria Ne AV5SK TepMmin npuaaTHocTi: TpaseHs 2026
Jara BupoGHNIITBA: 26 uepnua 2023

Kpaina-immoprep:

VYkpaina
Onmuc BuMoru cnenudikanii PesyabTaTtn
30BHIIIHIH BUTII IIposopuii po3unH Binnosizae
Komip He Oinpm iHTEHCHBHO 3a0apliCHUH, HixX Bignosinae
JKOBTHH 3
pH 6,3-6,7
InenTudikanis: TMMETHHINHY MaJjieaT ITo3utHBHA
(BEPX)
InenTHdikamis: TMMETHHAUHY MaJieaT TTo3uTHBHA
(BEPX-Y®)
Inentndikanis: peHinedhprHOBA OCHOBA ITo3suTHBHA
(BEPX)
Inenrudikanis: ¢peninedpuHora ocioBa | IlozuTusHA
(BEPX-YO®)
Inentudikamnis: OeH3aIKOHIIO XJIOPH]T ITosutnBHA
(BEPX)




Bupano (kum):

I'CK Koncrromep Xenckep CAPJI

/morotun/ «I'CK»

Pyt ne Jletpa,
1260 HIOH
IIIBEMIIAPIS
Jara ceprudikara Howmep ceprudikara
31 mumas 2023 1000444471
Cropinka 23 2
DMI Izomep 1 He 6insmre 2,0% 0,3
DMI Izomep 2 He 6insmre 3,0% 0,7
3araybHi 130MepH JUMETHHICHY He 6insmre 5,0% 0,9
HegrigoMi mpoayKTH po3KiIany, KOKHHHA He 6inpme 1,0% <0,1
3araybHi NPOIYKTH PO3KIaLy He 6inpmre 6,0% 0,9
JHUMETHHICHY
Hesinomi npoaykTH po3Kiany, KOKHAH He 6inpme 0,5% <0,1
((peninedpuny)
3aranbHi NPOAYKTH PO3KIATY He 6inbme 2,0% <0,1
(Geninedpuny)
KinpkicHe BU3HAaYCHHS: JUMETHH]ICHY 95,0-105,0 % Bix 3asaBI€HOI KiTBKOCTI 101,7
Maneat (BEPX)
KinbkicHe Bu3HaueHHs: peHinedpunosa | 95,0-105,0 % Bix 3asBIeHO] KiNMBKOCTI 103,3
ocHoBa (BEPX)
KinbkicHe BH3HaYCHHS: OCH3AIKOHIIO 90,0-110,0 % Bix 3asBI€HOT KUTBKOCTI 103,1
xmopuz (BEPX)
3aranpHa KibKiCTh a6pOOHUX He 6insmre 10 2 KYO/Mn 0
MIiKpOOpraHi3MiB
3arajpHa KUTBKICTB APLKIKIB Ta He 6inemre 10 ' KYO/Mn 0
IUTICHABHX TPHOIB
Staphylococcus aureus Bigcyrsi B 1 M Bigmosigae
Pseudomonas aeruginosa BincyTHi B 1 M1 Bignosigae
IMopii 3 ssxocTi Howmep 3BiTy mogiit 3 sxocTi Tak
3eitT Homep QE-086742
PinieHHs mo10 BUKOPHCTaHHS Bunymeno
KinpKicTh BUNYIIEHHX OOHHHUIL 264 650

VnosHoOBaxeHa ocoba i3 3a0e31MeueH s IKOCTI.

CxBasieHHS HAJAHO i3 3aCTOCYBAHHAM €JICKTPOHHOTO TAMKCY.
IM’st 0coOM, KA HAJAIa CXBAJICHHS, 3a3HAYEHO HHXKYE,

Cenin Mimwes Jlitian Mapren, 31 mumaa 2023 p. 12:18:40




NEP)KABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHMIBCbKIN OBJIACTI

npocniexT Banepis Jlobanoscrkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Ko €/IPTIOY 37078774

BUCHOBOK
NPO AKICTH BBE3€HOT0 B YKPaiHY JIKAPCHKOI0 3200y

31.03.2023 Ne 12925/23/10

BIBPOIIMT

(HaliMeHyBaHHS JIIKAPCHKOTO 3ac00y 3TiIHO 3 peecTpamifHUM HOCBIJUEHHSIM)
o 15 ma y ckasinomy ¢uiakoni (MapKyBaHHSI YKPAiHCbKOI0 MOBOIO) 3 NMOJINPONJICHOBOIO
KPHIIKOKW-KpaneabHuIelo; 1o 1 uiakony B kKapToHHIN KOpooOui

(bopma BUITYCKY, 103yBaHHs, BUJ IAKYBaHHS JIKaPChKOTro 3aco0y)
Howmep peectpauniitnoro nocsiguenns UA/4564/01/01 crpoxk xii peectpaniitnoro nocsinuenns 01.01.2099
Cepis nmikapeskoro 3acoby Ne PL4R KinbkicTs BBe3eHOro sikapebkoro 3acoby 94800

BupoGHuk I'CK Koncsromep Xenckep CAPJI, Hlseitnapis

(naliMeHyBaHHS BUPOOHUKA JIIKAPCHKOT0 3aco0y, KpaiHa HOXOKSHHS)

Bgeseno B Yipainy Mignpuemcrro 3 100% inozemHumu inBecTunismMu y ¢popmi
TOBApPHUCTBA 3 00MexkeHO0I0 BiinosigaabHicTo "TakcoCmiTtKunaiin
Xeackep FOxpeiin T.O.B. ", inenr. xon: 24588162

(naiimenyBanHs ta ko 3a €/IPIIOY rwopuanunoi ocobu abo npi3Buiie, iM's, o 6atbkoBi GizuyHOT
ocobu - mignpuemis, il Miclie IPOXKUBAHHS Ta PeecTpalliiiHui HoMep 00IIKOBOT KAPTKH IUIATHHKA
nojatkie abo cepis Ta HOMep macropTa)

Iporokoa Bizyaabnoro kontpomo Bix 22.03.2023 Ne 0845/4.

3a pesynapTaTaMu JICPKABHOTO KOHTPOJIO BCTAHOBJICHO, IO JIKAPCBKMHA 3aci0 BBe3eHO B YKpaiHy 3

AOTPUMAHHAM BuMOr 3aKOHOJABCTBA 00 3a0€3MeYeHH SKOCTI TiKapChKUX 3aco0iB.

f’;’f i : A )
B.o. HauambHuKH Cay RO A Ipuna TTAJIAMAP

(nocaziosa ocofa Bprapy 4["’ }K@éﬁw firo x@wmﬁmg {miuc) (iniuiany ta npiseuime)
. ﬁ&, L ‘{ }i}%f}g‘gif} i




Buaano (xum):

I'CK Koncsromep Xenckep CAPJI

Pyt ne Jlerpa,
1260 HIOH
LIBENLIAPIS

/morotun/ «I'CK»

Hara ceptudikara

03 6epesns 2023

Howmep ceprudixara

1000438226

Cropinka 132

Onuc marepiany:
Homep maTepiaiy:
Jikapebka ¢popma:  Kparmumi HazansHl Po3mip/Tun ynaxoesku: 15 mny ¢makxoni Ne |
AKTUBHICTH: 1 M micTuts 0,25 Mr AMMETHHACHY ManeaTty, 2,5 Mr derinedpuny

Howmep peecrpauniiinoro nocsinuenns: UA/4564/01/01

Bibporn, xpani HazansHi 15 Ma ,Ykpaina
510056

JlineHsis Ha BUPOOHHIITBO:

3asiBa npo ceprudikaniio:

IMponyxr BUpoOIEHO KOMITAHIEO
I'CK Koncrromep Xenckep CAPJL, Pyt ne Jlerpa, 1260 Hion, llIBeitiapis.
IMonepenus nazpa Bupodnuyoi ningaku Hion o motoro 2021 p. I'CK Koncsromep Xenckep C.A.
Howmep ceprudixary GMP: GMP-CH-1002637

511514-102649277

LM 51 3acBiguylo, 10 HaBeIeHa BUIlle iHpopMallis € ZOCTOBIPHOIO Ta TouHOM. 110 cepito mpoaykuii 6yiio BUpobIeHo
BKJTFOYAFOUYH TAKyBaHH/MapKyBaHHs Ta IIPOBEICHO KOHTPOJb ii SKOCTI HAa BHUIIE3a3HAYCHIM NUIBHMII Yy TOBHIH
BianosigHocti 3 BuMoraMu GMP, BCTaHOBIEHMMHM MICHEBHM DEryJIITOPHHM OpPraHOM, a TaKoX BiJUIOBIZHO 10
crienudixariiif, Mo MIiCTATBCS ¥ peecTpalifHoMy Hocke KpaiHu-immoprepa. IIpoTokosin BUPOOGHHUITBA, TAKYBAHHS Ta
aHaniziB Gyso meperissHyTo Ta BCTAHOBJIEHO BiAnoBiaHicTs GMP.

Jnst HepyTHHHHX BHOPOOYBaHb — pe3yjbTaTé BHIPOOYBaHb HE BKa3yIOThCs B ceprudikari cepil, Skimo cepis He
Hiyuirae BUNMPOOYBAaHHIO, pe3yJIbTaTH BHNPOOYBaHb BKA3yHOThCs B ceprudikari cepii yumie A THX cepid, ski

HIPOXOJSTh

BunpoOyBanns. Y Ceprudikari cepil

BUPOOHHUKOM IS peti3y cepii.

Hoxymenr crienudikaniit: 32p51-EN-62503v1

BKa3yrTbCA PE3YIbTAaTH BI/IHpOGYBaHB, SIKi BUKOHYBAJIUCSH

ITapria Ne PL4R Tepmin npugarnocri: rpynens 2025

Jara BupoGuunrpa: 04 ciuns 2023

Kpaina-imnoprep:

Ykpaina

Onuc Bumoru cnenudikanii PesyabTatn
30BHIMIHIH BULIISL ITpo3zopuii po3unu Bianosigae
Komip He 6inpIn iHTeHCHBHO 3a0apicHUM, HIX Biamosinae
XKOBTHH 3
pH 6,3-6,7 6,5
. . N . .,-A?"’ wTM:‘"IEN
LnenTudikaiis: AMMETHHANHY Majear [osuruBHa Bu}g/{%m ga,ﬁa}/_
(BEPX) PAPRIEEPNN
3 : TSN )

LnenTudikais: IMMETHHANHY MajieaT [osuruBHa Brimsinae %*’%}
(BEPX-Y®) 13 ppg - \g%
Inenrudikauis: GenuedpuHoBa 0CHOBA IMosurusHa | Bin ;‘;%
(BEPX) o
InenTudikanis: peninedprHOoBa OCHOBA IosuTuBHA %gf g‘
(BEPX-Y®) @@“‘.’”
InenTudikanis: GeH3aIKOHIIO XITOPHT IosuTuBHA §
(BEPX)




Buaano (xum):

I'CK Koncsromep Xenckep CAPJI

. /noroturn/ «"CK»
1260 HIOH
LIBENLIAPIS
Hara ceptudikara Howmep ceprudixara
03 Gepesns 2023 1000438226
Cropinka 232
DMI Izomep 1 He 6inbiie 2,0% 0,4
DMI Izomep 2 He 6inbiue 3,0% 0,9
3arayipHi 130MepH AUMETHHICHY He 6inpie 5,0% 1,3
HegitoMi IpOAYKTH PO3KIIALY, KOXKHHUI He 6inpuie 1,0% <0,1
3aranpHi IPOJYKTH PO3KIALY He 6inpime 6,0% 1,3
JIIMETHHICHY
HeginoMi poayKTH po3KiIamy, KOXKHUAN He 6inpme 0,5% <0,1
(peninedpuny)
3araibHi IPOIYKTH PO3KIARY He 6inpmie 2,0% <0,1
(peninedpuny)
Humerunnuny maneat (BEPX) 95,0—-105,0 % Biz 3asBIEHOI KIJIBKOCTI 102,0
PDeninedprnaora ocaora (BEPX) 95,0—-105,0 % Biz 3asBICHOI KIJIBKOCTI 1034
Benzanxonito xnopun (BEPX) 90,0-110,0 % Bix 3asBaeHOI KITHKOCTI 104,2
3aranpHa KUIBKICTh aepOOHHX He 6Ginpie 10 2 KYO/Min 0
MIKpPOOPTaHi3MiB
3arajibHa KUIBKICTB JPLKIKIB Ta He 6utpie 10 ' KYO/Mun 0
TUICHABUX rpubin
Staphylococeus aureus Bigcyrai B 1 mi Bianosigae
Pseudomonas aeruginosa Bigcyrai B 1 mi Bianosigae
ITonii 3 sxocri Howmep 3BiTy noaii 3 sikocTi Tax
3sit HOMep QE-075375;
QE-075551
PilneHHs 1100 BUKOPUCTaHHS Bunyueno
KinpKicTh BUITYIIECHHX OIMHULD 94 800
YnoBHOBaxxeHa 0co0a i3 3a0e3MeUeHHs IKOCTI.
CXBaJIeHHSI HAJIaHO 13 3aCTOCYBAHHM €JIEKTPOHHOTO MIANHUCY.
IM’st 0cobu, sika Haja a CXBAJICHHS, 3a3HAUYEHO HIDKYIE.
Bbeprpan bnaunmap, 03 6epesns 2023 p. 15:46:55
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