w

BugaHo:
Mnakco Onepeliwne KOK NimiTen,
MNpawopiti CTpiT,

Bea,

XepThopawmp,

SG12 0Dy, CepTndikar cepii

Benwvka Bpurania DNara ceprudixata Homep cepTucpikara

07 motoro 2024 p, WAR_40001223382

Ten: +44 (0)1920 463993 CropiHka 134
Onuc maTepiany: AHOPO™ ENININTA™, 55/22 MK 30 03 (YKPATHA)
Homep matepiany: 60000000100567 Cuna Afi/AkTmeriCTE:  55/22 MK
Po3mip/Tvin ynakoeku: 1 YMNAKOBKA/KOPOBKA  Nixapcbka thopma: Mopowok ans iHransuii

Homep peecTpauifiHoro UA/14742/01/01
noceigvYeHHN:

3asea npo ceptudpikauito:
Uum 51 sacsiguyto, Lo HaReaeHs B UboMY cepTudikaTi € AACTOBIPHOK Ta TOYHOID.

Lium s saceiguylo, Wo Bel etanu BUpoBHULTEA Liei cepil roTosoi npoaykuii Byno BMpoBneHo, BKNKYAKYM
€Tanu NakyBaHHA/MapKYBaHHS Ta KOHTPONb SIKOCTI Ha 3asHaveHii(-1x) Buile BUPOBHUYIA{-1X) AiNbHUL{-ax) y
NOBHII RinnNosigHOCTI BUMoram HanexHo! BUpoBHUYOT npakTukr (GMP} EC Ta BCraHoBneHUM MmicLieBumM
PEryNAaTOpHUM OpraHoM, Ta y BiANOBIOHOCTI OO BUMOT peecTpauliiHoro nocsigqYeHHs kpaitn-imnopTepa abo
cneuudikauii Ha NPOAYKT AN PO3CNiAyBaHHA NIKAPCHKIX 33C06IB. lMpoTokonu o6pofku, NakysarHs Ta aHanisy
cepii Bynv nepesipeHi Ta BU3HaHI TakMmMu, Lo BignosiaatoTs sumoram GMP.

3asBa perynsaTopHoro oprany:

Hasea npoayxkry: AHOPO™ ENNINTA™ 55 MK[/22 MKT/noay nopoluok ans iHransuii, gozosaxnia, 1X30
AKTYBHA AiloYa peyoBUHA: YMeKMiAMHIYM, BinaHTepon.

Howmep nigeHsii BupobHuka: MIA4

*BunpobysaHHs 2-ro Apycy npoBoAWTLCS niLe B TOMY BUNaAKy, SIKLWO He NPOBOAWNOCA BUNPOGYBaHHA 1-ro
Apycy abo He Bynu AOCATHYTI KpUTEpIT NPUAHATHOCTI.

“*CnekTp BUNpoGYBaHOTo 3paaka yaromKyeThosl 3i CNEeKTPOM CTaHAAPTHOro 3paska ymeKliguHiymy Bpomiay.

YHac yTprMyBaHHA GCHOBHUX NiKis Ha Xpomarorpami BunpoByesaHoro 3paska Metogom BEPX signoeinac
HACY YTPUMYBAHHS OCHOBHUX NIKIB Ha XpOMAaTOrpami CTaHAAPTHOIO 3pa3ka BiNaHTepony TpUbeHaTary

T ac yTpUMYBEHHS OCHOBHUX MiKie Ha Xpomatorpami Bunpofysanoro spaska metcgom BEPX signoeigae
HACY YTPUMYBaHHA OCHOBHMX NiKIB Ha Xpomartorpamax CTaHAapTHUX 3paskis YMeKniguHiymy bpomigy i
BinanTepony TpuiheHartary.

T Hac yTpuMyBaHHs 0CHOBHUX NiKIB Ha XpomaTorpami BunpobyeaHoro apaska Metoaom BEPX signosigac
Hacy YTDUMYBaHHA OCHOBHMX NiKiB Ha xpoMaTorpamax CTaHfapTHUX 3paskis ymexnignHiymy Gpomigy |
BinaxTepony TputeHaraTy.

“**0aHopighicTs gocTaBneHol no3u yMewniauHiymy: BunpobyeadHa Bignosinae BuMoram, sikio 6yno
OOTpMMaRo KpuTepiiB NPpMAHATHOGCTI: UiNbOBe 3HA4YeHHA 55 MKr/003y; IHOMBIdyanbHA 0033, WO CTaHOBUTL
87,5%, 3 95% poBipuuM iHTepBanom, LiNboBI nokasHuk 80 — 120%; cepenHiin BMicT gocTasneHol goawu
cTaHeBUTL 47 — 63 MKr/iHransui; sHavYeHHs L < 20.

Heee OnHOPIGHICTE  AOGTaBReHo! A03M Binantepony: BunpoBysanHs Bignosigae sumoram, AKWo 6yno
AOTPUMAHO KpUTepiiB NPUAHATHOCTI: UiNLOBE 3HAYeHHA 22 MKI/003y; iHauBiAyansHa fo3a, Lo CTAHOBMTb
87.5%, 3 95%

Miarorosnewo: [figauc/ Mepesipexo: /Nignuc/
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BunaHo:
"nakco Onepenwde K Mimiten,
Mpanopiti CTpiT,

Bea,

XepThopaLinp,

sG1200J, CepTudpikat cepii

Benuka BpwuTania Darta cepiugikata Homep ceprugikara
07 moToro 2024 p, WAR_40001223382

Ten: +44 (0)1920 463993 CropiHka 2 3 4

AOBIPHMM IHTepBanoMm, LinkoBi AokaaHuki 80 — 120%; cepeaHiin BMICT gocTasneHol 003K cTaHoBUTE 19 — 25
MKr/iHranauio; aHavedHs L <20,

MNpumitka: IkTepnpeTauin pesynbTatis BUnNpobyBaHHs Ha MiKpoBionoriyHy vncToTy 3a €sp. Papm. 5.1.4. Y
3aTRepAxeHin creundikauii BOHW MOXYTb BAMAAATH sk 10 3 UMBPOIo Y BUrMsA BEPXHLOro iHAeKeY,

KoxHa iHransuia mictute gocTasneny o3y 65 mkr yMeKnianHiymy OpoMiny, Lo eKBiBaneHdTHo 55 MKr
ymeknianHiymy i 22 mkr pinaHTepony (y opmi Tpuderaraty). Lle signosiaae nonepedHbo Po3NOAINeHin 4oai
74,2 mixporpama ymexninutiyMy Gpominy, Wio ekeiBaneHTHo 62,5 MiKporpama ymekniguHiymy i 25 mikporpam
BinaHTepony (y dpopmi Tpucbenaraty).

Peaynbratu aHaniay:

OTprmMaHi peaynsTaTi AeMOHCTPYIOTH BiANoBiaHIicTs 3arBeppKeHin cneyuadikauii

Cepis: J3TW Tepmid npuaaTHocTi: 11-2025
HaTa supoBHUUTBA: 14-11-2023

Kpaiva-imnoprep: YkpaiHa

Onuc Cneundikauin PesynbraTtn
Onue MNnacTnkoBuWii iHransaTop ai ceitno- Bianoeigae

CIPUM KOPNYCOM, YEPBOHWMM
KOBMavkoMm poanumoBaya Ta
TIHUIBHUKOM 03, YNakoBaHUA y
JIOTOK 3 QONBroKY, SKUM MICTUTL
nakeT 3 BonoroncrnvHayeM. JloTok
3anagHWiA BIAPYBHOO KPULLKOIO,
[HranaTop MiCTUTL ABi cTpidvkn no 30
piBHOMIpHO poanofineHux Gnicrepis,
KOXEH 3 AKMX MICTUTL BinuiA

_ NOPOLLOK.
|aenTuebikaLia ymekniguaiymy M'ETOA Y- 3rigHe 3l cNeKTpoM CcTangapTHEro Bignosinae
cnekTpodoToMeTpIl ** 3paska
|neRTndikauia BinaHTepony metofom BEPX (3 YO Bignorinae sumoram Burnpobysanns | Bianosinae
OETeKTopom) ***
lnenTrbikalia ymeknigukiymy metojom BEPX*** Bipnosifae sumoram eunpobysanna | Bignoeigae
laeHTUdikalis BinadTepony Metogom BERX *+++ Binnosigae sumoram eunpobyeanna |Bignosigae
CepefHiit BMicT YmekniguHiymy metonom BEPX 58,4 — 65,6 mkr/6nictep 62,6
Cepepaniit BMicT BinanTepony metogom BEPX 23,8 - 26,3 mr{nictep 24,6

OnHopigHicTe o3 YMekniguHiymy, wo

HOCTBAAETEE METIROMEE e Bignoeinae sumoram eunpoBysanna |Bignosigae

O[HOPIAHICTE 703X BiNaHTepoHY, LLC N0CTAaBMASETHCR Bianosigae sumoram sunpobysanHa |Bignosinae
MeToaom BEPX **#*x

Maca apiGHOAMCNEePCHUX HacTok — YMekniauHiym (1) |15 — 23 {MKr/iHransauiio) 20
METOAOM iMNaKUil HoBaro NokoniHHA (cyMa etanie 3,
415}

Migrotosnewxo: [[lignuce/ Nepesipero: /Nignue/




BugaHo:

"nakco OnepeliwHe FOK Mimites,
Mpanopiti CTpiT,

Bea,

XepTdopawmwp,

SG12 0DJ,

Benwka bpuTanis

Ten: +44 (0)1920 463993

Ceptudikar cepii
Harta cepTudbikata Homep cepTudpikaTta
07 mwToro 2024 p. WAR_40001223382

Cropivka 33 4

Onuec Creyudikaudin PesynbTatu
Maca npibHogucnepcHnx HacTok — YMekniauiym (2) [ 15 — 23 {mKr{iHransuio) 18
MeTO/A0M IMNaKLIl HOBOIo NOKOMiIHHA (Cyma eTanis 3,

4i5)

Maca ApibHoarcnepcHX HacTok — YMekniguhiym (3) |15 — 23 (MKr/iHransigii) 18
METOZ0M IMNAKLiT HOBOro MNOKONIHHS {cyma eTanis 3,

4i5)

Maca ApibHOgUCNepCHUX YacTok — YMekniauHiym (4) |15 — 23 (mir/iHransuiio) 20
METOAOM IMN&KLIT HOBOro NokoNniHHA (cyma eTanis 3,

4i5)

Maca gpibHoauCNepcHUX YacToK — Binantepon {1) 5 ~ 9 (mirfiHransuito) 7
METOAOM iMNAaKLUii HGBOTO NOKOMIHKSA (Cyma eTanie 3, 4

i 5)

Maca apibHogucnepcHix YacTok — BinaHTepon (2) 5 -9 {mirfiHransauiio) 6
MeTofoM iMnakyil HOBOro NokoNiHHA (cyma eTanie 3, 4

i 5)

Maca ApiGHoancnepcHux Yactok — Binantepon (3) 5 — 9 (mkrfiHransuio) 6
MEeTOAOM iMNaKLii HOBOrO NOKOMIHHA {cyMa eTanis 3, 4

i 5)

Maca npibHogucnepcHx yacTok — Binantepon (4) 5 — 9 (MrfiHransauio) 8

MEeTCAOM iMAaKUil HOBOIO NOKONIHHS (cyma eTanis 3, 4
i5)

Mikpobionoridxa YncToTa - YMekniguHiym

BopHa aktuericTs MeToaoMm cnekTpockonii B
BnvkHbomy 1M obriacti cnektpa (NIR) — 1-it spyc

<=(,6 aw He npoeogunocs

*BUnpoByBaHHs Ha MikpoGionorivry YucToTy — 2-1 Apyc

3aranbHa KinbkicTh aepoBHUX MikpoopraHiamis <=200 KYO/Ir o
3aransHa KinbKicTs APDKOKOBUX Ta nniceHesux rpubis | <=20 KYO/r 0
TonepaHTHi fo 0B rpamMHeraTueHi BakTepii BiacytHicte B 1 T BiacyTHi
FPseudomonas aeruginosa BigcytHicte e 11 BigcyrHi
Staphylococeus aureus BificyTHicTb B 1 1 Bigcythi

Mikpobionoriyka yncrorta — Binantepon:

Bonna akTWBHICTE METOgOM CNeKTpocKomnii B
BnwkHboMy 14 obnacti cnektpa (NIR) — 1-i1 sipyc

<=(,6 aw He npoeoavnocs

*BunpobysaHia Ha MikpoBionoriysy 4ncToTy — 2-i apyc

3ararnbHa KinbKicTe aepobHUX MikpoopraHisMis <=200 KYO/Ir 0
3aranbHa KiNbKICTb ApMKIKOBUX Ta NRiceHeswx rpubie |<=20 KYO/r ]
TonepaHTHI 00 XGBYI rpamHeraTueHi BakTepil BincytHicte B 1T BigcytHi
Pseudomonas aeruginosa BigcyTHicte B 1 1 BigcyTHi

Miarotesneno: /Nignue/ MepesipeHo: /Nignuc/




BugaHo:
Mnakco OnepeiiwHe KOK Nimitea,
MparopiTi CrpiT,

Bea,

XepThopamp,

ey CepTtudikat cepil

Berka BpI/ITaHIFI [ara ceptuchikara Homep cepmacbikara

07 norore 2024 p. WAR_40001223382

Ten: +44 (0)1920 463993 Cropinka 4 3 4
Onuc Cneuundpikauin Pezynetatin
Staphylococcus aureus BincytHicte B 1T BigeyTHi
[MopylUueHHA sKOCTI B pa3i noeigoMnenHs npo 6yab-aki | He BumaraeTses

napylleHHA KKoCTi 3riaHo 3 Yrogoo
npo AKICTb, pe3ynsTaTu
NoaHauaTuMyTeCa «Tak» i3
NOCUNAHHAM Ha NOPYLUEHHS SKOCTI.

3a BiACcyTHOCTI nopylleHb sKocTi abo
BiACYTHOCTI BIANOBIGHNX BUMOT
3rigHo 3 Yrofolo npo sKicTb,
peaynsLTaTi No3HavaTuMyThes «He

BUMAFaeETbCa».
Poamip cepil KinekicTh 4680
Mianue [Nianue/ Hara 08 nwoToro 2024 p.
Im'a Ta npizBuwe P. Temnn
Mocana YnosHoBaxeHa ocoba
Oinenuuya Bea, Benuka BpuraHin

Migrotosneno; [Ninnuc/ Mepesipero: /[iaouc/




AEPXKABHA CJIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU y KMIBCBLKTIA OBJIACTI

poB. CeiTauyHoj Hanit, 3, M.Kuis, 02099, Tel/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kop EJIPTIOY 37078774

BHCHOBOK
PO SAKICTH BBe3eHOro B Ykpainy JiKapchKoro 3acody

21.02.2024 Ne 6168/24/10

AHOPO™EJLJIIIITA™

(maiimenypanns JHKAPCBKOTO 3aco6y 3rigHo 3 peecTparliiinum II0CBiT9eHmAM )
MOPOINOK AIs inransmiii, A030BaHUH, 10 55 MKr/22 MKI/003y; o 30 go3 Y nopomkosomy
inragsTopi; no 1 inransitopy B JA0TKY 3 GoabTH B Kapronmiii KOpooui

(dopma BUNYCKY, I03yBains, Bug HaKyBarus nikapcnkoro 3acoby)
Houmep peecrpaniiinoro nocsingenns UA/14742/01/01 CTPOK Aif peecTpaniitnoro nocsiguerus 30.11.2025
Cepis nixapenkoro sacoGy No J37W Kinexiers sBesenoro nikapenkoro saco6y 4680

BupoGuuk I'nakco Onepeiiume IOK Jimiten, Bemuka bEpuranis

(raiimernysanns BHpOblinKa Nikapcpkoro 3acofy, kpaiua NOXO/KEHHS)

Becseno B Yipaiuy Tosapucrso 2 o0Meskenoro BiAnoBinanLuicTIo "T'nakcoCmitKasiin

DapmackioTikagic Yxpaina", inenr, cox: 3561 9519

(naiimMenygarms ta Kon 3a €/IPTIOY FOPHANYHOT 0cobH alo Tpi3erme, iM'a, 1o 6aToroR] izranoi
0cobu - ninnpuemi, i Micie TPOXMBARKA Ta peecTpautiifimii HOMEP 0BIIKOBOT KapTKH NnaTHuxa
neaatxis abo cepis Ta HOMEp naciiopra)

Hporokon risyannuore kourpomo Bix 21.02.2024 N: 0124/3,

3a  pesyasTaTamu ACPIKABHOIO  KOHTPOIIQ BCTAHOBNCHO, WO nikapcexuli  3acif BBC3CHO B Yikpainy 1
AOTpHMAaHN M BHMOI 3aKOHOJABCTRA 11010 3abesnevenns skocti NiKapCEKUX 33c06in,

B.o. Hau L0} {HOro
Harany f ¥ 1X%
JliKapee

s m% LT = e—

Anna KJIIOCBA

(inidiany ta upizede)
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