@E,@ms CEPTHU®IKAT BIANOBIAHOCTI
CTAHAAPTHA MPOUEAYPA
& ®
HA3BA NPOAYKTY HEQ-NEHOTPAH® GOPTE BMMPOEYBAHHA Ne FP.CM.0329
HA3BA KPAIHW YKPATHA CEPIA Ne 200023
. METPOHIZAA30N 750 mr
CUNA AT KA LR B PAT SO SAP KOA NPOAYKTY 100060
NIKAPCBbKA ®OPMA CynoauTopii BariHanbHi SAP KOHTPONbBHA CEPIR Ne 40000023004
PEECTPALLIIHE
NOCBIAYEHHA Ne UA/5477/01/01 NATA BUPOBHKLTBA 01.2020
OATA 3AKIHYEHHA
CEPTURIKAT HBN Ne 078/2017/GMP TEPMIHY MPUAATHOCT] 01.2023
KPATHA IMNOPTEP Typeuuura PO3MIP CEPIT 19662 yn.

HA3BA BUPOBHUKA,
AJIPECA TA HOMEP

Aapeca: Ekcenric Inad Canai Be TiamapeT AHoHim WipkeTi, MposiHuia Tekipaar, palicH YepKeskoi,
Yepreskon Opranaiz Canai bensrece, lasiocmannawa Max., 6ynoeap ®ari, Ne 19/2, TypeuyunHa.

YTPMMYB3HHA OCHOBHMX MiKiB Ha xpomaTorpami po3yuHis
NOPIBHAHHA.

NIUEH3I Niyexsia Ne: 2012/07
CEPTUDIKAT AHANIZY
NokazHKnku Lonyctumi mexi PezynbTatn
CynozuTtopii y BUrAsAj NAoCKoro Tina, 8ig 6inoro ao wosTtyearcro
Onuc " Bl A » BIA A Y Bignosigae
KOAbOpPY.

CepeaHs maca Banzbko 2500 mr 2500 mr
BiaxuAasHHA Big cepeaHs0i macu fiada 42/20) Biancsiaac
G BiREREH +10 % (0/20) ARRRT

PosznagaHnsa He Binbwe 60 x8. 7 XB.
BunpoByBaHHA Ha NPOHUKHICTL . ; : :
3abapeneHnid po3ynH HE NOBWMHEH NPOHWKaTK B BricTepu. Bianosinae
YIaKoBKuW
Yacu yTpMMYBaHHA OCHOBHMX MIKIB Ha XpomaTorpamax
. . BUNPOBOBYBAHUX PO3UMHIB MAOTh BiANOBIAATK Yacam . .
laeHTndikauin P ¥ P A " Bianosigae

KinbkicHe BU3HaYeHHA

8in 90,0 % a0 110,0 %

WA (814 675,0 10 825,0 mr)

101 % / 754,1 mr

8i4 90,0 % po 110,0 %

MikoHa30AY HiTpaT (5ia2 180,0 40 220,0 wr)

100 % / 200,6 mr

Oxpemoi AOMILIRK He binbwe 0,1 % 0,04 %
Misraotiasdon Cyma pomilok He Binble 0,2 % 0,05%
Ak He Binbiwe 0,01 % £0,01%
He BPaxOBYETLLA
CynyTHi
AOMILIKM Aomiwku ; 0.25 % 10%
ABCD,EFG He Binbue 0,25 % 0,10 %
M'KOHaamy Cyma aomiloK He biasbie 0,5 % 0,10 %
RiTpaT
Iehatklorsyaa He Binbiwe 0,05 % < 0,05 %
He BPaxoByeTsCA
KCOHTPO/1b 3ABE3NEYEHHA
KOHTPONbL AROCTI
NEPEBIPEHO 3ATBEPISKEHO AKOCTI 3ATBEPAMEHO BUCHOBCK
(1038171 HA BUNYCK CEPII}
Inmas Ecen Mycrada Cariki Anizens Kaneni
CnevianicT KOHTPOAK AKOCTI HavansHuk sigainy YnoBHoBaxeHa ocoba 3ATBEPAMEHO M
/nianuc/ KOHTPOAK AKOCTI 3 3abe3neyveHHR AKOCTI
22.01.2020 /nianuc/ /nianuc/
22.01.2020 23.01.2020 3ABOPOHEHO |:|/7

cedt
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Exeltis CEPTUGIKAT BIAMOBIAHOCTI

CTAHAAPTHA MPOLUEAYPA

a ® 5 : 7
HA3BA NPOAYKTY HEQ-MIEHOTPAH® GOPTE B BEEVERTER e FP.CM.0329
HA3BA KPATHW YKPATHA CEPIA Na 200023
N METPOHIAA30A 750 mr
CUAA Al el o SAP KOA NPOAYKTY 100060
NIKAPCLKA ®OPMA CynosuTopii BariHanbHI SAP KOHTPO/IbHA CEPIA Ne 40000023004
PEECTPALUMHE UA/5477/01/01 AATA BUPOBHMUTBA 01.2020

TOCBIAYEHHA No

DATA 3AKIHYEHHA
EPTHU®GIKAT HBIM Ne 201 P 01.2023
& Lot GZB/01TIaN, TEPMIHY MPUOATHOCTI

KPATHA IMNOPTEP TypeuuuHa PO3MIP CEPIT 18662 yn.
HA3BA BMPOBHUWKA, Appeca: Exkcentic lnau Canai se TigxkapeT AHoHIM WipkeTi, NposiHuis Tekripaar, padioH YepKresKoH,
AAPECA TA HOMEP Yepreskoi Opranaia Canal benbrece, Masiocmannalua Max., Byassap Pari, Ne 19/2, TypeyuuHa.
JUUEH3IT Niuensis No; 2012/07

CEPTUDGIKAT AHANIZY

MNoKazHKKK Honyctnmi mexi PesynbTatn
3aranbHa KinsKicTb
aepobHuUx He Biable 100 KYO/r < 10 KYO/r
miKpoopraHizmis
3araneHa KinbKicTb .
SDHOIS He Binble 10 KYO/r < 10 KYO/r
MikpobionoriyHa yucToTa
Pseudomonas .
. He AONYyCKaEThCA HAABHICTb B 1T HE BUABAEHO/T
aeruginosa
Staphylococcus aureus HE AONYCKAEThCA HAABHICTE B 1 T HE BUABAEHO/T
Candida albicans He ACMYCKAETLCA HAABHICTE B 1 T He BUABAGHO/T
Po3mip Ta TMN nakyBaHHA LLa kopobra mictuTs 7 cynoauTopiie v BaicTepi B KapTOHHIKA KopobL,i. Bianoeigae
IHCTPYKLIA ANa meguyHoro Bianogigae ctaHAapTy. . :
pyKUls gn A pil A AapTy Bignosigae
33CTOCYBAHHA
Kopobka Bignosigae ctaHaapry. Bignoeigae

LM nigreepdsyto, WO BULIEBMKIaZeHa iHdopmalia asTeHTWuHa i sipHa. [aHa cepis
npenapaty supobneHa (BKAOYAKOYM YNAKOBKY) Ta KOHTPOAb AKOCTI BULLEBKA33AHWUM
BMpOBGHUKOM Y NOBHINM BignoBigHocTi 3 BUMorammu GMP AOKanLHOTO PEryAATCPHOTO OpPraHy
Ta A0 3aTBepAXeHux cneuvdikauit 4o peecTpauilMHOro NocBiAYeHHA KpaiHu-imnopTepa.
NokymeHTallia 3 BUpobHULTBa cepii, NaKyBaHHA Ta TECTYBaHHA NepesipeHa, Ta BCTAHOBACHA
1 BiANOBIAHICTE BUMOram GMP.

3aasa npo ceptudikayiio

KomeHTapi Bianogiaae cneumdikauii.

KOHTPOMbL 3ABE3NEYEHHA

MEPEBIPEHO K%ﬂlgﬁgﬁﬁsggl AKOCTI 3ATBEPAMEHO ) BMCHOBOK
(A03BIA HA BUNYCK CEPII)

lamaz EceH Mycrada Catiki Alizens Kaneni

CnewianicT KOHTPONKO AKOCTI Ha4anbHuK Bigainy YnoeHoBaxeHa ocoba 3ATBEPIIXKEHO ¢
/nignuc/ KOHTPOAO AKOCTI 3 3abeaneveHHs AKOCTI
22.01.2020 /nignuc/ /niagnue/
22.01.2020 23.01.2020 3ABOPOHEHO I

2/2




JIEPYKJIIKCIIY XKBA
JEPJKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIiBCBKIN OBJIACTI

npocnext Banepis Jlo6aHoscskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKpaiHy JIiIKapchbKoOro 3acody

23.11.2020 Ne 62102/20/10

HEO-IEHOTPAH® ®OPTE

(naiiMeHyBaHHs JTikapchKoro 3aco0y 3riHO 3 peecTpalifHHM MOCBIAYEHHAM)
cyno3uTopii Barinajabui; no 7 cyno3uTopiis y OJicTepi B KapToHHiii Kopobui

((popma BUMYCKY, 103YBaHHS, BU NAKyBaHHA Jikapchkoro 3acoby)

Homep peectpauiiinoro nocsinuenns UA/5477/01/01 ctpok aif peectpauiiinoro nocizuenna 01.01.2099

Cepis nikapcskoro 3acoby Ne 200023 KinbkicTs BBe3eHOrO Jikapcbkoro 3acofy 5900
BupoGHuk Excenric Inag Canai Be Timkaper Anonim llipkeri, Typeyunna
(naliMeHyBaHHS BUPOOHMKA fikapchkoro 3acoly. KpaiHa NOXOWKEHHS)
BeeseHo B VikpaiHy CrifibHe yKpaiHChK0-eCTOHChKE MIANPHEMCTBO Y GopMi TOBapHCTBA
3 oOmesxeno1o BiqnosinansHicTio "OnriMa-@apm, JIT/T", inenr. kon:
21642228

(natiMeHyBanHa Ta koa 3a €JIPTIOY iopuanuHoi ocobu abo npissuue, im'a, o Garbkosi isuuHOT
0cobu - nianprem, ii Micue NPOXKUBAHHS Ta peecTpauiiinuii Homep 06n1iKOBOT KAapTKK NIATHHKA
noaatkie aGo cepis Ta HoMep nacnopra)

IpoTokos BisyansHoro kontpomio sia 16.11.2020 Ne 3963/7.

3a pe3ynbTaTaMH [€pPXKAaBHOrO KOHTPOMIO BCTAaHOBNIGHO, 11O nikapcekHit 3aci® BBeseHo B YKpaiHy 3
JAOTPHMAHHSIM BHMOT 3aKOHOIABCTBA 1010 3a6e3neueHHs AKOCTi JiKapchbKHX 3ac0oGiB.

Onexkciii COJIOIIPAM

(iminiany Ta npizeume)




ﬁ?f Exeltis

CEPTHU®IKAT BIANOBIAHOCTI

-

CTAHIAPTHA NPOLEAYPA

N

= ® .CM.0329
HA3BA MPOAYKTY HEQ-NEHOTPAH® ®OPTE BUHPOEYEAHHA G FP.CM.03
HA3BA KPATHU YKPAIHA CEPIA No 200022
. METPOHIAA30A 750 mr
P KOO NPOAVKTY 100060
ChmaLl MIKOHA3OAY HITPAT 200 mr AP HRLLIPOAY
NIKAPCBKA ®OPMA Cynoautopii BariHanbHi SAP KOHTPO/IbHA CEPIS Ne 40000023001
PEECTPALIAHE
477/01 A BMPOBHWUUTBA 01.2020
NCCBIAYEHHA Ne Unfsaa7]01/01 AR hu
AATA 3AKIHYEHHA
CEPTU®IKAT HBN Neo 078/2017/GMP TEPMIHY (IPUAATHOCTI 01.2023
KPATHA IMNOPTEP TypeuumHa PO3MIP CEPIT 19495 yn.

HA3BA BUPOBHUKA,

Aapeca: Ekcentic Inay CaHai se TigxapeT AHoHiM WipkreTi, Nposixuia Tekipaar, paiiox Yepkeskoi,

ALOPECA TA HOMEP Hepieskoi Opranalia Canal Benbrece, Masiocmannalua Max., Byaesap dari, Ne 19/2, Typeyuuna.
NIUEH3IT Niuen3ia Ne: 2012/07
CEPTU®DIKAT AHAIZY
NMoKa3HuKM Aonyctiami memi PesyabTtati
Onuc Cynosuropii y surnaai naockoro Tina, sig Ginoro A0 HOBTYBaTOr0 Bianosisae
KoAbopy.

CepeaHsn maca 6au3bko 2500 mr 2491 mr
BigxuneHHs Big cepeaHbel macu £ 5:%.2/20) Bignosinae
. AEPEA +10 % (0/20) AR

PosnagsakHa He Binble 60 x.. 7 x8.
BUnNpobyBaHHA Ha NPOHMKHICTL . E « ;
JabapeneHuii pO3UUH HE NOBMHEH NPOHMKATH B 6aicTepn. Bignosigae
YMaKOBKK
Hacu yTpUMYBaHHA OCHOBHUX NiKiB Ha XpomaTorpamax
AT BUNPoBOBYBaHMX PO3YUHIB MaIOTL BIANOBIAATH Yacam BT

YTPMMYBAHHA OCHOBHMX NiKiB HA xpoMaTerpami po3vUHIB
NOPIBHAHHA.

KiabKicHe Bu3HavYeHHa

8ig 90,0 % a0 110,0 %

Lel s {sia 675,0 40 825,0 mr)

101 % / 754,7 mr

8i4 90,0 % a0 110,0 %

MikoHasony HiTpaT (sia 180,0 40 220,0 mr)

101 % / 201,0 mr

Oxpemol gomiwku He binblue 0,1 % 0,01%
. Cyma gomilox He binbwe 0,2 % 0,01%
MeTpoHigason
Kinericrs, sk Ke Ginsle 0,01 % $0,01%
HE BPaxXoByETLCA
CynyThi
A0MIKK JAomiwku . . .
AB,CD.EFG He 6inbwe 0,25 % 0,09 %
Mi a
.IKOH =00y Cyma aomiwok He 6inbiue 0,5 % 0,09 %
HiTpaT
s I A He Binbwe 0,05 % £0,05 %
HE BPaXoBYETLCA
KOHTPO/b 3ABE3NEYFHHSA
PCANb
MEPEBIPEHO Kgilagg,q}::ﬁgﬂ AKOCTI 3ATBEPOAMEHO BVWCHOBOK
(AO3BI/1 HA BUMYCK CEPIT)
lnmas Ecer MycTtada Cariki Alzene Kaneni
Cneujanict KOHTpOAO AKOCT HauanbHuWK Bigainy YnoBHoBameHa ocoba 3ATBEPOHKEHC [
/niannc/ KOHTPOAIO AKOCTI 3 3abe3neyeHHA AKocTi
22.01.2020 /mianuc/ /nignne/
22.01.2020 23.01.2020 3ABOPOHEHO [J
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¥ Exeltis CEPTU®IKAT BIANOBIAHOCTI

CTAHAAPTHA MPOLEAYPA
g & FP.CM.0329
HA3BA NPOAYKTY HEO-MNEHOTPAH® ®OPTE BUNPOEYBAHHA Ne
HA3BA KPATHK VYKPAIHA CEPIA Neo 200022
. METPOHILA30N 750 mr :
KOL NPOAOYKTY 100060
Gt Al MIKOHA3ONY HITPAT 200 mr AP RO A
JIKAPCBKA ®OPMA Cyno3uTopil BariHanbHi SAP KOHTPONbHA CEPIA Ne 40000023001
PEECTPALIIAHE
547 ATA BUPOEHWMLTBA 01.2020
NOCBIAYEHHA Ne ST IO A W
JATA 3AKIHYEHHA
.2023
CEPTU®DIKAT HBIM Ne 078/2017/GMP TEPMIHY MPUAATHOCT! 01.20
KPATHA IMNOPTEP TypeyyrHa PO3MIP CEPI] 19435 yn,
HA3BA BUPOEHMKA, Aapeca: Exkcenric Inay Canai Be Timxaper Avorim Wipkeri, MposinLia Tekipaar, palicH Yepkeskoi,
AOPECA TA HOMEP “epkeskoii Opranalis Canai benbrece, Masiocmannawa Max., 6ynbeap ®ari, Ne 19/2, Typeuduna.
JIUEH3IT Niuensia Ne: 2012/07

CEPTU®IKAT AHA/IZY

MoKazHuKu Aonyctumi meski PesyabTaTu

3aranbHa KinbKicTe
aepobrux re binblwe 100 KYO/r <10 KYO/r
MiKpoopraHiamis

3aranbHa KifbKicTh

- He binswe 10 KYO/r <10 KYOQ/r
Mikpobionoriuna yucrora
Pseudomonas ;
. HE AONYCKAETbCA HARBHICTb B 11 He BUABAEHO/T
aeruginosa
Staphylococcus aureus HE AONYCKAETLCA HanABHiCTb 8 1 1 He BUABAEHO/T
Candida albicans HE AOMYCKAETLCA HAABHICTE B 1 T He BuAsneHo/T
. A Kopobka mictutb 7 cyncawTopiis Bnictepi & KaprodHii : ;
Po3smip Ta TMn nakyBaHHa 4 p V P ¥ R B Bianosinae
Kopobui.
IHCTPYKUiA A5 meguykoro Bianoeiaae crangapry. : ‘
Pykuia an, A, Anoeig, AspTy Bianosigae
3aCTOCYBaHHA
Kopobka Bianosinae crangapry. Bignoeinae

Uvm niateepamyio, wo BULUEBWKNaAeHA iHDOPMALA aBTeHTMYHA | BipHa. HAanz cepia
npenapaty supobneHa (BKAIOYAKOUYM YNaKOBKY) T3 KOHTPOAL AKOCTI BULIEBKAZAHMM
BMPOBGHUKOM Yy NoBHIM BiANOBIAROCTI 3 BUMGramu GMP NOKanbHOrO PEryA1ATOPHOTC Oprany
T8 A0 3aTBepAmeHux cneundikauili 4o peectpauifinoro MocBlg4eHHA KpaiHu-imnoprepa.
AokymerTauia 3 BupobHULTBa cepii, NakysaHHA Ta TecTyBaHHA nepesipeHa, Ta BCTaHOBAGHA
il signosigHicTe BUMmaram GMP,

3ansa npo cepTrdikauio

KomenTapi Bianosiaae cneumdikauii.
KOHTPOJ1b 3ABE3NEYEHHA
P |
MEPEBIPEHO HZ?IBESEH?EKSST AKOCTI 3ATBEPAMEHO BUCHOBOK
(A03BIN HA BUNYCK CEPIT)
Inmas EceH Myctada Cariki Aizens Kaneni
Cneujanict KOHTPOAO AKOCTI HauanbHuk sigainy YnoeHoBaxkeHa ocoba 3ATBEPOEHO ]
/nignuc/ KOHTPOJIK0 AKOCTI 3 3abe3neyeHHa aKocCTi
22.01.2020 /nignuc/ /nignuc/
22.01.2020 23.01.2020 3ABOPCOHEHO [0
L |
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JEPXJIIKCIIVXBA
AEPKABHA CIIYXKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KHIBCBKINA OBJIACTI

npocnekt Banepis Jlobanoscekoro, 51, m. Kuis, 03 1 10, Ten/akc: (044) 2753030
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOV 37078774

BUCHOBOK
NPo SIKiCTh BBE3€HOT0 B YKpaiHy JikapchKoro 3aco0y

02.10.2020 Ne 50249/20/10 .

HEO-IIEHOTPAH® ®OPTE

(HaiMenyBaHHs NikapcEKOro 3acoby 3riaHo 3 peecTpaniiHIM TIOCBiJYEHHSIM)
CyHo3uTOpii Barina/ibHi; Mo 7 cynosuTopiis y 6aicrepi B KapTonHiii Kopoomi

(¢opma BumyCKy, 103yBaHHS, BUI MaKyBaHHS JTiKapCHKOTO 3acoby)

Howmep peectpauniitioro noceimraenns UA/5477/01/01 crpox ii peectpauiiisoro nocsimuerns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 200022 KinbkicTs BBE3€HOTO JTiKapchkoro 3acoby 2867
Bupo6ruk Excenric nau Canai Be Timkaper Aunonim Ilipkeri, Typequnna
(HaiiMeHyBaHHs BUPOGHUKA JTiKapCHKOro 3aco0y, KpaiHa IOXOKEHHs)
BaeseHo B VkpaiHy ChinbHe yKpaiHChKO-€CTOHChKE HiANpHEMCTBO Yy dopmi TOBapHCTBa
3 obmexenom0 BianoBinaabHicTIO "OnTiMa-®apm, JITH", inenr. kon:
21642228

(natiMenyBanns Ta Koz 3a €JIPTIOY ropuau4soi 0co6u a6o npi3BuUILE, iM's, 110 6ATHKOBI (izuunoOl
0co6u - mianpuemiy, ii Miclie IPOXKMBAHHS Ta peecTpaniitHuii Homep 06TiKOBOT KapTKH TUIaTHUKA
noziaTkiB abo cepist Ta HOMEp NacropTa)

IIpoToxoa BisyansHoro koutpomo Bix 25.09.2020 Ne 3203/10.

3a pesyibTaramH J€pXaBHOTO KOHTPOJIO BCTAHOBJIEHO, WIO JHKApChKMH 3aci6 BBe3eHO B VkpaiHy 3
AOTPHMAHHSAM BAMOT 3aKOHOJIABCTBA MO0 3a6€3MEYEHHs AKOCTI JIKapChKHX 3acO6iB.

3aCTyNHUK HavalbHUKA BiUIiTy
JlepxaBHO] iIKapCHKHX 3aC00iB

% 3ybapesa H. B.

(mimmuc) (ininianu ta npissuine)
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