NIEP)KABHA CJIYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIA OBJIACTI
nipos. Crituanoi Hanii, 3, m.Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTL BBE3€HOT0 B YKpaiHy JIiKapcbKoro 3acody

03.06.2024 Ne 26435/24/10

EK30JEPUJI®

(HaliMeHYBaHHS NiKapchkoro 3acoy 3TIHO 3 peecTpatlifiHuM MOCBIAMCHHAM)
kpem 1 %; no 15 r mo 1 Ty6i B KapToHHI# Kopooui

(dopma BHITYCKy, NO3YBAHHA, BHA NAKyBaHHA NiKapenkoro 3acoby)
Homep peecrpaiitnoro rocsinuenns UA/3960/01/01 crpox aii peectpaniitnoro nocsinuexHs 01.01.2099
Cepis nikapeskoro 3acoby Ne NM7622 Kinbkicts BBe3eHOrO Nikapcskoro 3acoby 22953

Bupo6uux Camrorac ®apma I'M6X, HimeuunHa

(HaliMenyBaHHs BRPOGHUKA TiKapChKOro 3acoby, Kpaina IOX0MKEeHH)

Beeseno B Yipainy ToBapucTRo 3 06MeskeH0I0 BinoBinansHicTIo ""Canpo3 Ykpaina",
iment. xon: 38419586

(naiimMenyBanna Ta ko 32 €JPIIOY ropumutoi ocobr abo npissuime, iM'st, 110 GarbkoBi (izHuHOl
0CO6H - HiAMpHEMIIS, i Miclle IPOXMBAHHA Ta pECCTpaUifHIH HoMep 06;1iK0BOT KapTKH TIaTHHKA
nozarkis abo cepis Ta HoOMep TacTopTa)

Tpotokou Bisyansuoro konrpomo ix 27.05.2024 Ne 1504/2.

3a pesynpraTaMy JEPKABHOTO KOHTPONIO BCTAHOBJEHO, IO nikapeekuit  3aci6 BBeseHo B YkpaiHy 3

JOTPHUMAHHSAM BrMOr 3aKOHOJABCTBA IMOAO 3abesneyenHs AKOCTi JTikapehbKuX 3acoliB,

A SE wu%




Ne: 2002241046

OdropmrieHo:

CATIOTAC ®APMA 'MBX

DinsHuus OctepseniHren, Jlaxre Meped 3
39171 Cionsetans OT OcrepeaaiHreH
HimeyuuHa

Ten.: +49 39205 420

fiueHais Ha BUPOOHULITBO:
DE_ST_01_MIA_2022_0023

CepTtudikaT BignosigHOCTi

HazBea martepiany:
TopriBenbHa Ha3Ba:
Cuna piilakTuBHiCTb:

EK3OMEPUN 1% 15T KPM B1 YKP
EK3OOEPUN®, KPEM 1%, 15T B TYBI; 1 TYBA B KAPTOHHIN KOPOBLI

1%

Nikapcbka dopma: KPEM
Tun ynakoBku: TYBA
Po3mip ynakoBKu: 1TWTx15T
Ne Marepiany: 44064592 Tun BUNYCKY: CEPTU®IKALIA CEPIT
Ne cepii: NM7622
Harta BupobHuuTBa: 04-CIu-2024 DaTa Bunycky: 20-NMt0T-2024
TepMmiH npuaaTHOCTI: rPYy-2026 BunylyeHa k-cTb: 22953 YT1
Bupo6Huya AinLHUUA: CANIOTAC ®APMA TMBX Homep niueHsii: DE_ST_01_MIA_2022_
39171 Cronsetans OT 0023
OctepsepgiHreH HimeuyuHa
HinsHuua BUNYycKky cepil: CANIOTAC ®APMA TMBX
JineHuua OctepBeaainreH JlaHre
Fepen 3 39171 Cronzetans OT
OcrepseagiHred HiMeuunHa
finbHuus TectyBaHHs cepii: ~ CANIOTAC ®APMA rMBX
NinbHuua OcTepeepaiHred faHre
epen 3 39171 Cronsetans OT
OctepeepgiHred HimeuunHa
Kpaina-imnoptep: Homep PeecTpaLiiHoro nocsigyeHHs:
YkpaiHa UA/3960/01/01
KomnoHeHTU:
Hassa martepiany: HAGTUOIH XCIN KPM 1% [E21 EBP 02
Ne MaTtepiany: 42030360 Mpoaykr in bulk Cepis Ne: NL8940
3araneHa Kinekicts in bulk: 1792.2 KI'
Bupo6Huua AinbHUUsA: CANKOTAC ®APMA TMBX Niuensist Ne:  DE_ST_01_MIA_202

LinbHuus OctepeegaiHreH JlaHre MepeH 3 20023
39171 Cronsetans OT OcTtepBeagiHreH

HimeuunHa

CropiHka: 1/2

*3acBig4eHO eneKkTPOHHUM RiANMCOM BiANOBILHO CTaHAAPTIB eNEKTPOHHUX nignucis
CaHpos




OdopmneHo:

CANIOTAC ®APMA 'MBX

Jinbhuus OcTepeeppiHren, Maxre Mepet 3
39171 Crwonazetans OT OcTepreagiHreH
HimeudnHa

Ten.: +49 39205 420
fiueHsia Ha BUPOBHULTBO:
Ne: 2002241046 DE_ST_01_MIA_2022_0023

Ceptudpikat BignosigHOCTI

HasBa matepiany: EK3OOEPWIT 1% 15 KPM B1 YKP

TopriBenbHa Ha3Ba: EK3OLEPUN®, KPEM 1%, 15T B TYBIl; 1 TYBAB KAPTOHHIN KOPOBU|
Ne MaTepiany: 44064592 Ne cepii: NM7622
KomnoHeHTU:

Hassa maTepiany: HA®TUSDIH XCITH TP04 NB Y[ ME 01

Ne Marepiany: 40004330 AKTUBH. papM. iHrpegieHT Cepisn Ne: B538924
BupobHuua AinbHuuA: CAH0O3 CUHTEK IfIAK XAMMALAENEPI

1. o, X-8 MAPCEN
TY3NA OPIAHI3E JEP! CAHAI BONMIESI
CH
H/A
34956 TY3NA/CTAMBYN
TypeyunHa
Cepist BUpobHUKa: B538924

fMlonoxeHHA npo cepTudikadiro

Lium RiaTBEPIKYIO JOCTOBIPHICTL Ta TOUHICTL BuLeHaBeaeHol iHgopmalii. Lis cepia nikapcbkoro 3acoby byna
BUrOTOBMNEHA, BKIIOUHO 3 YNAKOBKOK/MapKyBaHHSIM Ta KOHTPOMEM SIKOCTI Ha BULEHABEAEHNX BUPOBHUUMX OiNbHULAX
y nosHiit signosigHocTi Ao sumor GMP micLieBUX perynaTopHux opraHiB, a TakoX 40 cneuydikauii PeectpauiiHoro
[ocbe kpainn imnopTepa abo daiiny cneumdikauii AocniaxyBaHoro nikapcbKoro 3acody. [laHi Npo BUroToBNEHHS,
ynakosky Ta aHasiau cepii 6yno nepesipeHo Ta riATBepAXeHo X BignosifHicTs cTaHgapTam GMP.

KomeHTtap po ceprudikary:

B npoueci BUPOBHULITBA Ta YNAKOBKY HEe BUABIEHO BiAXUIeHb, Lo 30aTHi BIIUHYTY Ha BUNYCK NPOAYKTY.

Bunyck cepii / CepTudikauis BUKOHaHa: Sabine Desch, YrnosHoeaxeHa ocoba Ta KepisHuk BKA
Bunyck cepii / CepTudikauis Nlata/Mac: 20-NMKOT-2024 / 09:46:32 BKY
Jarta/Mac ocopmneHHs cepTudikary: 20-NKOT-2024 / 09:46:35 BKY

CropiHka: 2/2 *3acBifUYeH0 eneKTPOHHUM NiANUCOM BIANOBIAHO cTaHpapTis enekTpoHHKUX nignucis CaHao3




Peecr.: 000000516649

OdopmrieHo: CAIIOTAC GAPMA TMBX
AinbHuus OcTepseaAiHreH Jlanre Iepen 3,
39171 Cronzetans OcTtepBefliHreH,
Tel: +49 39205 420
MiyeH3isn Ha BUPOOHULTBO:
DE_ST_01_MIA_2022_0023

Ceptudpikar AHanisy

HazBa matepiany:
ToprisenbHa Ha3Ba:

EK3O0EPUN 1% 15T KPM B1 YKP )
EK30[EPUN®, KPEM 1%, 15T B TYBl; 1 TYBA B KAPTOHHI KOPOBEL|

Ne martepiany: 44064592 Ne cepii: NM7622
Ne maTtepiany in bulk 1: 42030360 Ne cepii in bulk 1: NL8940
Ne koHTponbLHOI NapTii: 000408918602

[ara BupobHuuTBa: 04-CI4-2024 TepmiH npuaatHocTi: rPy-2026
TepMiH npuaaTHOCTI Ha 12/2026

ynakosui 1:

OpepxyBav: Canpo3 YkpaiHa, YkpaiHa

Tect Bumoru PesynbTaty
30BHiLLHINA BUrNAL Binuit, M'sikuit abo anerka cUponogiGHUA Bignosigae
(opraHonenTyHo) BANCKYUWiA KpeM

3anax nNerkuii XapakTepHui 3anax Bignosinae
(opraHonenTu4Ho)

CepepnHsi Maca HanoBHEHHA 2150r . 16,4 r
(KA

iHaVBIAYanbHa Maca HanoBHEHHS 213,51 Binnosigae
(KMr)

3haveHHs pH 45-55 4,9

(Eep.®. 2.2.3) .

Touka nnaBneHHsA 47,0 -53,0°C 50,6 °C
(meTop dipmu)

|neHTUDiKauis HadTudix Mae Bignosinaty Bignosinae
(BEPX)

InerTudikauis HapTudin Mae BignogigaTti Bignoeigae
(TIUX)

KinbkicHe BuanauenHs Hadtudiny HCI 9,5-10,5 mr/r 9,9 mr/r
(BEPX)

KinbkicHe BuanaverHs Hadtudiny HCI [%)] 95,0 —105,0 % 99,2 %
(BEPX)

KinbkicHe BU3Ha4YeHHs BeH3unosui cnupT 9,5~ 11,0 mr/r 9,9 mr/r

(rX)

CropiHka 133

3acsigyeHo enekTPOHHUM NiANCoM BiZINOBIAHO CTaHAAPTIB eNeKTPOHHUX nianucis CaHnos




OdropmnieHo: CAJIIOTAC ®APMA MBX
finbHuus OctepBeagiHreH Jladre FepeH
3, 39171 Cronserans OcTtepBeaniHreH,
Tel: +49 39205 420

Peecr.: 000000516649 NiyeHsin Ha BUPOOHULTBO:

DE_ST_01_MIA_2022_0023

CepTtudpikar AHanisy

HasBsa martepiany: EK3O0EPUN 1% 15T KPM B1 YKP

Marepian Ne: 440645932 Ne cepii: NM7622
Tect Bumoru PesynbtaTtu
KinskicHe BuaHaveHHs BeHaunosui cnupT (%] 95,0 ~110,0 % 98,7 %
(FX)

Homituka 502-82 - <03% <01%
(BEPX)

DNowmituka KopuyHuit anegeria <05% <0,1 %
(BEPX)

IHAVBIGYanbHi HeBIgOMI [OMIlLIKU <0,5% <0,1%
(BEPX)

Bceboro gomitok (BEPX) <0,5% <0,1%
TAMC (3arasibHe YMcno aepobHux GaKTepiﬁ)' <102 KYOIr < 10 KYOIr

(Esp.9. 2.6.12)

TYMC (3aransHe yncno rpubis) < 10" KYOfr < 10 KYOIr
(EBp.®. 2.6.12)

Pseudomonas aeruginosa BIACYTHICTL / F BigcyTHin /¢
(EBp.®. 2.6.13)

Staphylococcus aureus BiOCYTHICTb / T BigcyThin /¢
(Eep.®. 2.6.13)
MikpoGionoriyHa ynucroTa Mae Bignosinat Bigrosinae
(EBp.®. 5.1.4)
[Mepesipka nakysanbHoro marepiany: MNakysanbHuit MmaTepian anoal,qae BUMOraMm. Bignosinae
Xapamepmcmxm HaBefeH! arinHo 3i cTaHgapToM
i po3bipnveo.

MigTBepAKeHHS:A:

Lisi cepisi NpoayKTy BiANOBIAGE METOAaM KOHTPOSHO. TakuM YMHOM, NIATBEPMKYETLCS, LU0 BULLEBKa3aHa iHhopmallis
€ AOCTOBIPHOIO | TOYHOI, @ TaKOX, WO pesynbTaTu aHanisiB nepesipeHi | BIANOBIAal0Th BUMOram HanexHol
BUPOBHUYOT NPaKTUKKA,

Cropitka 23 3 3acsigyeHo eneKkTPoHHIM NiGrNMcoM BiANOBIAHO CTaHAaPTIB ENEKTPOHHIX nignucis CaHpos



Odropmneno: CATIOTAC ®APMA FMBX
HinsHuua OcrepeenaiHred INaHre l'epeH
3, 39171 Cronzetanb OcTepBeAdiHreH,
Tel: +49 39205 420

PeecT.: 000000516649 NiueHsisn Ha BUPOGHULITBC:
DE_ST_01_MIA_2022_0023

Ceptudpikar AHanisy
Hazsa maTtepiany: EK3O00EPUN 1% 15" KPM B1 YKP
MaTtepian Ne: 44064592 Ne cepil: NM7622
Bunyck cepii / CepTudpikauia BUKOHaHa: Sabine Desch, YnoeHosaxeHa ocoba Ta KepisHuk BKA
Bunyck cepii / CepTudikauii Qata / Hac: 20-f1l0T-2024 09:46:33 BKY

CepTudikar odiopmMneHuit gata/ vYac: 20-J110T-2024 09:46:38 BKY

Dightally signed by
N: dezgom, dest

Fedochenko s
Tetiana

CropiHka 333 3acBiAYeHo eneKTPOHHUM MiAncom BIANOBIAHO CTAHAAPTIB eNeKTPOHHUX nignucis CaHpos




