AEPIKABHA CIIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJACTI

npoe. Critnnynoi Hanii, 3, M.Kuis, 02099, ven/dbakce: (044) 576-40-41
E-mail: dis.kof@dls.gov.ua, Kog €APITOY 37078774

BUCHOBOK
NpO sKicTh BBE3eHOr0 B YKpainy JiKapchKoro 3acody

15.04.2025 Ne 12555/25/10

ECCOBEJI®

{HaitnenyRasHg Aikapekkaro 3acoBy 3riZHo 3 peccTpaliiHHM NOCEINYCHYEEM)
Tabjaerky, BRpETI 00010HKOW0, 0 20 MT; o 14 TadaeTok v Guaicrepi; no 2 Gaicrepn y
KapTronHiil ynakosui

{(thophta BHNYCKY, J03YBIHRA, BHA MTAKYRIHAA JiKapesRore 3acofy)

Hoatep peectpauiitoro nocriauenus UA/10328/01/02 crpox i peectpaniiinoro nocsizuenas 01,01.2099

Cepis aikapcekoro sacoby N DHE0G018B Kinekicts saesenoro gikapebkora sacoby 100
BupoOsik HOBEJI JIAY CAHAT BE TIJDKAPET A ILL, Typeuynua
(uafiMeHyBaHHA BNpOOHIKA MiKapcEEOTE 2acoly, KpalHA ROXOAKCHHA)
Baesero » Yipainy CriinbHe yKpaiHchbKo-eCTOHCBKE NiANPUEMETEO ¥ (opMi ToBapHcTEa
3 o6MexxceHo0 Bignoigaanuicrio. "Ontima-@apm, JIT", iaent. xoa:
21642228

(nafivenysatns Ta koa 3a €OPTIOY 1opuanutiof ocolu abo mpiastie, iM'7, no Garsrobi pizinHOT
0c06H - MIARPHEMLIR, Ti MiCUe HPOKABIHRHA 1A peecTpatimiii HoMep 0fAIKOBDE KAPTKH TRATHHEA
nogarkis-abo cepia Ta HoMep nacropra)

[Ipororon sizyaneroro xourpomo sin 18.03.2025 N 0787/42,
JTabopaTtopHiit anania akecTi Jikapeskoro sacody aaiftcacHii:

ATl "HenTpassaa nabopaTopis 3 aHamisy AK0CTi MKApChKUX 3aco0iB 1 meauynol nporyxuil”
(»1.Krie, Byn. Kyapsasceka 10r m.Knis, syn. Kyapsasceka 8B KuiBceka obiacts, c. Host Tlerpisui,
Bya. IBana Opanka, 19)

{(naiinenysantn Ta wicnessaxogxenns naboparopii, mo nposena saGopartopunii ananis axocTi)

BHCHOBOK 1IOA0 AKOCTI Jikapcskoro 3acoBy, suaanuii nadoparopicw six 11.04.2025 Ne 516

PeayasTath NabOPATOPROTC auanily SKOCTi AIKapCLKOre 3acofy 3a NepeRipenHME NoKasHHKaMi RIAMORINAI0TE
BIIMOT@M METOIB KOHTPORO AKOCT] {(AHANI THHIIO-HOPMATHEHOT FOKYMCHTALIL).

3a  pesyaeTaTaMH  JEPAKABHOIO KOHTPOHIG BCTAHOBACHO, W0 JiKapebkuit 3acid seescns B Ykpaiwy 3
AOTPHUMAHHAM BHMOr 3aK0H0ARCTEA MO0 3a0e3nevenyn AKocTi AiKAPCRKAX 3ac00iR,

Onera €CPBOMEHKO

Criama) {iistianm Ta npizemue)




Hepkasra cnyxba Yrpaitu
3 JIIKAPCLKUX 3aC00iB Ta KOHTPOSIO 34
HAPKOTHKAMHM

Hepsxasne ninnpuesrcrso "LenTpansua
aabopartopin 3 anasizy sxocti aikapeLknx
3ac06iB i Meprunol mpoayKkuii'

az

s

State Service of Ukraine on Medicines
and Drugs Control

==
]

&
26
==

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products"

Yxpaina, 04053, m.Kuig, syn.Kyopnascexa 101

men./chaxc (044) 272 57 98

weh: www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel/Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrailab@clab.com.ua

Ceprudixar anamizy Ne 0516 sig 11.04.2025

Hassa spazia:

PeeeTpaniiinii nomep:
Buapotnnk:

Homep cepit;

Micne Bindopy 3paska:
3ameBunK:
Cynposinunii gocymenr:
ART Biadopy 3pazea;
Crau 1paska:

HaTta oTpivanuas 3pazka;
JaTui puronanua podir:
Bna kowrpoino:

Micue nposeacinn
HiSAILHOCTI:

HI, sianosinnioe no axol
HPOBOANRCH AASI3:

ECCOBEN®, Tabnetku, skputi oGonotkolo, no 20 mr; no 14 tabnerox y 6ricrepi: no
2 GnicTepw y KapTOHKIT YIAKOBLI

0540.25

HOBEJI LAY CAHAIT BE TIIDKAPET A LI, TypeuunHa

DHF0018B

Cninbhe ykpaincoko-ecToncbke nignpuemctso y gopmi TOB "Ontima-Dapu JITH"
Jepkanna cnynba Ykpaiun 3 nikapehkix 3aco6is Ta KOHTPONIO 3a HAPKOTHKAMM
Jlucr Ne 2334-002.0.1/002.3/2-25 8in 26.03.2025 p.

Ne pin 28.03.2025

3pasox B CTAHI NPUAATHOMY NS NPOBEAEHHS BHTIPOOYBatL

03.04.2025

04.04.2025 - 11.04.2025

3a posniopamkenusy JepxaBHoi cnyxGu Yipainy 3 nikapcskux 3acodis ta KOIITPOO
3a HapioTukamu ("IM°, [Nocranosa 902)

HIT «LlenTpanktna nadopatopis 3 ananisy skocti nikapcekux 3acobis i Meauy ot
aposykuiin

MK no p.n. Noe UA/10328/01/02, 3minn

MokazHnky Bumorn HO Pesynbrath
Onue OganbHi TaGnertky, BrpuTi 0BonoHKo0, Binoro KONbOpY 3 Nidigwo Binnosinae
poanomy Ha ofHIA cTopoHi Ta 3 rpasitosaxHam 20 Ha iHLWIR GTopoHi
laeHTudhikalis 1. Ecunranonpamy okcanar. Yac yrpuMyBaHHs OCHOBHOrG rika Ha Bignosipae
XpomarorpaMax AoCIAKYBEHOro | CTaHAAPTHOrO PO3YKHIB,
oaepHaHnX MpPwW KINbKICHOMY BW3HAYEHH], NOBMHEH cRiBnagaTh
2. Ecumuranonpamy okcanaT. Yd-cnekTpu gocnigxysaHoro ta Binnoeigae
CTaHA@PTHOrO PO3UMHIB NOBUHHI MaTV MakcUMym Npu 23822 Hm
3. TuTany guokcuzl. 3'BNAETLCR opatiese 3aGapBneHHs Binrnosigae
Cepennn maca tabnetkn 280 mr + 5,0 % Bignosinae
2526 mr
OaHopiasicTs Macu He Binbwe 2-x i3 20 Tabnetok MexyTe MaTW BiOXUNEHHS Big Bignosipae
TabneTtox CepelHLOoT Mack Binbwe, HiX Ha + 5,0 %, i KoaHa TabneTka He
NoBUHHA MAaTW BIAXWNEHHA Big cepeaHbol Mack Ginsilue, Hix Ha + 10
%
OnHopiaHicTL macu He Ginblue ogHiel NONOBUHKM TABAGTKM MOXE MaTH BiaXMNeHHs Big  Bignosinae
NONOBWHOK TabneTox CepeaHboT Mack Binblue, HbX Ha = 15 % i Mo/Ha NoNoeMHKa TaBneTkn
HEe NOBMHHA MaT# BiAXnneHHn Bif cepefHboi Mack BinkLte, Hix Ha +
25%
Poznagauusn He dinbwe 30 xsunmH Bianoeinae
Kinekicke Buanavenss Ecuuranonpamy okcanaty y nepepaxytky Ha ecuntanonpam y 20,2 mr
Tabnetui (90,0 -110,0 % Big 3assneHoi KinbkocTi): 18,0 - 22,0 mr
¥nakoska 3rigHo Bumor MKH Bianosinae
Mapuryeanna 3rigHo sumor MIKA Bignosinae
BHUCHOBKH:

Ceprudixar ananizy No 0516 sia 11.04.2025 niateepmkye, o nepesipenntii 3pasok npenapaty

ECCOBEJI®, Tabaeriu, prpuTi obononkoto. no 20 mr; no 14 vabnerox y Gnicrepi; no 2 Gnictepn y
kapTouHiit ynaxosui, Me cepii DHFOQ18B, supobuuurse HOBEJST IJIAY CAHAT BE TUDKAPET A,
UWL.. Typeyunna sinnosigac samoram MKSI go p.n. Ne UA/10328/01/02. 3Minn 3a nasenenumy shwe

NOKA3HHNKAMH.

SOP/G-5.10/D1

Crop.1ia 2




%/% Ipuna ALIYX

3acTyNHUK ANpeKTopa B /
Cepridixar aHanisy He miansrae noBHoMy ado 44CTKOBOMY BLATBOPeHHIO Oe3 nossony JITT “LieHTpansna nadoparopis 3
ananizy akocTi JlikapcbkUX 3aCO0IR | MEAMYHOT TPOAYKLIT

Kineus ceptudikara ananisy Ne 0516 pin 11.04.2025

SOP/G-5.10/D1 Crop. 232




NOBEL ILAC

SANAYII VE TICARET A'S,

HOBEINAY CAHAT BE THDKARPET AL,
IKsapran Cankaknap, np. Ecki Akvakogxa, Ne299,
81100 M. Jrosaxe, Typewuuna

Kpania-supoBinuk. Typeuunna

BiAAm KOHTRONK $iKoCT:

el (216) 632 60 00
[Fax {21681 633 60 01

CEPTUDIKAT AKOCTI
Peectpayiare nocsiagveHns NeUA/10328/01/02; aie 8 Yrpaini He3cTpoKoBo.

HAZBA NPENAPATY: ECCOBEN®, rabnerku, srputi oBononiow no 20 mr, no 14 rabnerok y Bnicropi; no 2

GNICTEPU y KAPTONHIR ynakoswi.
Hirodi pevosunn: 1 1abnertka MiCTUTL eCUUTANONPAMY OKCANaTy eksisaneHTHo ecuvranonpamy 20 Mr.

OATA BUTOTOBNEHHS:

12,2024

TEPMIH NPUOATHOCTI:

TabneTku
OnnopinricTe Macwu
raBnorox

He Sinbue 2-x 3 20 Tabnerok MOXYTL MATH BiaXxUneHua

8i4 cepearbol mack Binslue, HiX Ha & 5% | KoaHa 3
TAaBNATOK HE 1OBUHHA MATH BIAXUNEHHS BiA CepeanbOol Mack
Binulye, Bk va £10%.

0 rabnerox

0 rabnerok

CEPIA Ne: DHF0018B 12.2027
KINBKICTL B CEPII: 2418 ynakoskm B :
BUIPOBYBAHHS CRELUBIKALL PEIVABTATA |
onuc Osanbui Tabnetkn, BrpUTI 060N0HKOI0. BINOre KONLOPY 3 NIHICIO PO3INOMY 3 0AHOMD Boky | Bignosiaae
: T Ta 3 rpasisannam 20 1a iHwomy Goui. i
Cepentis Maca 260 mr 5% 257 mr !

OHHO[JIJUHCTI.; MacH

 NONOBMHOK
i rabnerox

lnentuchikais

Y®-rexrpu A0CNRIAKYBAHOTO | CTaHAANTHOIO POIUVHIB, NOBUHHI MATU MaKCUMyM Npi Bianosinae
23812 Hm.
Turana aMokcua,
8 o s— MNosasa nomapandenoro sabapsieHHs, Bignowinae
: CTIUKICTL He menwe 50 N 112 H
TABNETOK A0
POIAABMIOBAHHA o
Po3nAfg He Binbwe 30 xa, i 2 %8,
POBSMI'iEi'iHH He menwe 75 %(Q) 8i 3aaBneHol kinskocTi 3a 45 x8. 102 %
CYNYTHI ZOMILIKK | [ausinyanuHoi HEBIZOMOT ACMILLKN - 1i¢ Binbiwe G,2% 0.0%
1)
Hesdrop (sinoma Aomiwka) - ve Sinbuwe 0.2% 8gﬂ/f
Cyma aomiwoxk - ne Sinvwe 1.0% 0%
TBOpA He Binuwe 8.0% 4.3%

He Sinbie HbdX 0f4Ha NONOBKHKE TADNCTKN MOXKE

MATH BIAXUNEHHR B cepealboi macn Bineuie, Hik

Ha £ 15% [ KOAHA 3 NONOBUHOK TABNETAK HE NOBUHHE

MaTW BIAXUNEHHA Bi cepeanboi macu Ginwbwe, ik na £25%.

0 rabnerox
0 Tabnevox

Ecuuranonpamy okcasar,
Hac yTpUManHA OCHOBHUX NIKIB HA XPOMATOrPAMax AOCHIAXYBANHOrO | CTAHAAPTHOrO
POBUUHIB, OTPUMAHIX NPK KINLKICHOMY BUIRAUEHHI, NOBUHHI CRIBNAAATH.

Bianonipnae

L KINbIICHE

' O/mb'p'i';;mi'ab

BUSHAYEHHA

[pu guUYyCKy:
Bin 19,0 mr a0 21,0 mr ecynTanonpama CKCanarta B NEpepaxyHky Ha ecuuTanonpam s
Tabnerui (95,0 -105,0 % sig 33RBNEHOT KINLKOCTH).

E Anst mepminy npudanisocni;

Big 18,0 mr po 22,0 mr ecumanonpamy OKCaNarTa & NePeRaxyHy Ha ecuuTanonpam 8
rabneTi (90,0-110.0 % gin 3assnenai Kinbkocti).

20,5 mriTab.

Bignowigac sumoram EP 2.9.40 AV515.0 Bignosinae
S1O30BAHKUX AV=5H
OIIHHMIU, H .
MIKPOBIONOTIUHA ¢ 3arankhe Ycno aepoBHUK MIKPOOPTEHIZMIn (TAMC): 5 10° KYO/r npenapary. 100 Ky Oir
HUCTOTA | arankHe Yucno apixkakosnx Ta nnickasux rpnbis (TYMC): 5 107 KYO/r 10 KYOft
: npenaparty.
I Escherichia coli: BincyTHi B 11 npenapary. BiacyTHi

Homep Junemu BUPOOHUYOT AinbHUL: NeTR/UY/2019/18-7.
«Llnm a 3acsinuyo, Lo HasedeHa BULLE HhopMaLia € 40CTOBIPHOIC Ta TouHOoI. LI cepito npoaykLii Byno
BMpoBNEHO (BKNIHAIOYM NaKYBARHA/MAPKYBAHHS) Ta NPOBEAEGHO KOHTPOSL 11 AKOCTI Ha BULLE3asHaveHin AiNbHnui y
NOBHIN BIANOBIAHOCTI 3 BUMOramu GMP, 8CTaHOBNEHUMN MICLEBUM PEFYNATOPHUM OPraHom, a TakoX BiANOBIAHO A0
cneuurikadin, Lo MICTSITLCH Y PECCTRALINHOMY J10CHLE.
lMperokonu supoBHuuTBa, NakyBanta Ta aianisis Byno nepernsHyTo 1a amano&neuo sianosigHicTs GMPy.

Hauanbhuk sinainy 3 koutponio akocti/ Twrba Binrin Kaw / nianue
28.01.2025

Saray Mah. Dr. Adnan Biyukdeniz Cad. No:14 Umraniye 34768 lsianbul Tel 90 216 633 60 Faks: 90 216 633 60 01-02




AEPKABHA CIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIHO 3A
HAPKOTHKAMH
YV JHIINPONETPOBCBLKIN OBJIACTI
Auinpo, na.Cobopra,d, x. 601-605, 49003, +38¢ (66) 345-41-71
E-mail: dls.dp@dls.gov.ua. Koa €JIPTTOY 37070663

BUCHOBOK
Npo AKICTh BBE3€HOTO B YKPaiHY JIIKAPCHKOr0 3ac00y

16.04.2025 Ne 55329/25/04

ECCOBEJI®

(HaiiMeHyBAHES NKAPCBKOL'0 30¢00Y 3FLIAHO 5 POre i i HOCKL BICHMS
Tabnerku, BRKPHTI 00010HKO0K0, no 20 Mr no 14 TadaeTok y 6aicTepi; no 2 daicrepm 1
KAPTOHHIH YHAKOBUI

{hopata BUIYCKY , JO3VBAHISA, BUT GAKVBARIA JHKAPCHKOIO 3ac00y )

Homep peectpauiiinoro nocsizuenns UA/10328/01/02 crpox ail peecrpauiiinoro noceiuenis 01 01 2090

Cepisa aikapebkoro saco0y Ne DHF0015A KiIBKiCTh BECICHOIO AiKAPCHEOro 3acody 2382
BHPOGHHK HOBEJ IJIAY CAHAI BE TIJUKAPET A.LLL, Typeunita
(HAMEHY BAHUA BHPOGLIK UKD AEOLO 5000 . Kpaill HONO, Ghe L
Beeiero B Vipainy TosapucTBoO 3 06mekenoro sianosigansuicTio "BadM", Lwnt. ko
31816235

(Haitverveagsg Ta Ko s CPHOY opi; ol ocodu ato EPrishie. sk 1o Sanbros
(Pissi0f 0coGH ~ TLANPHOMIBE. TU MICIE NIPOASHBAITS 1 e Tpan it socp o0 oo
KAPTKH ITIATHHKA 0BG 400 Cepist Ta HOMeD NSO }

MpoToroea sizyassuore kourpomo sia 07,02.2025 Ne 03-01/234/11.
JlabopaTopHHil aHATI? SKOCTI MKAPCHKOTO 3aco0y ailicHeHnil;

AIT "LlentpanbHa naGopatopis 3 aHani3y AKOCTI NMiKapchbKuX 3aco0IB | MEANYHOI mpoay Kuti"
(m.Kuis, Byn. Kyapssceka 10r m.Kuig, Byn. Kyapsascbka 8B Kuisebka oOnacts, ¢. Hosl
[eTpirui, ByJ. 1BaHa ®paHka, 19)

(HafiMeHYBAHHS Ta MICIE3HANG,DKCHHS HASOPETOPIL, 1160 NPOBLIaA 1ab0PUTOPLHI Q1L AROLTT)

BHCHOBOK 11010 SIKOCTI TKapchkoro 3acoby. suaannii maboparopiero 81 08.04.2025 Ne 0486
Pe3ybTaTi TaB0paTOPHOFO asaTizy AKOCTI MIKAPCHKOTO 3aC00Y 33 NCPCBIPCHINH NOKATHAKAMA BYIIIOBIIAIOTE
BHMOTAM METO1IB KOHTPOIIO SKOCTI (AHANITHUYHO-HOPMATHBHOT TOKV MCHTALLI).

3a  peIvabTATAME  JICPHABHONO KOHTPOKKY BCTAHOBNEHO, WO Jikapc B OYEpATHY 3

AOTPHMAHHSAM By{MOT 3aKOHOJAECTBA 1010 3a0€3neye Hl AKOCTI I

’AFAH

CHOTQ T3 1P e )




NOBEL LA |
SANAYIl VE TICARET A.S. —

HOBEN INAU CAHAI BE TIDKAPET A.LL.
Keapran Caxxaknap, np. Ecd Mamm Ne288,

81100 m. Aozaxe, TypeadysuHa
Kpaina-supobHue Typeusuna

Blaain kKoHTpOMO AXOCT:

Tel: (216) 633 60 00
Fax: (216) 83360 1

CEPTUDIKAT AKOCTI

Pecerpaujiiie nocslguennn NeUA/0328/01/02; gie 8 Ypaini SescTpokoso.

HA3BA NPENAPATY: ECCOBEND, Tabnerku, axput oSonoHxkeio no 20 ur, no 14 Tatnetox y Bnicrepi; no 2 DATA BUFOTOBNEHHR:
GnicTapn y xapToHHiR ynaxosul. 11.2024
Abovi peuoeunn; 1 TAGNETKE MICTMTE BCUUTANONPAMY OKCANATY exeinaneHTHO ecuuTanonpamy 20 mr. TEPMIH NPUAATHOCTI:
CEPIA Na: DHFO015A 11.2027
KINbIICTE B CEPH: 3320 ynaxosuu
BANPOBYBAHHA CHAELIAIKALIE PE3YNbTATH
Qruc Osanbhi TaGnerin, skputl ofononkoio, Binoro konsopy 3 Nikick: poanomy 3 oaHoro Goxy | Bianosigae
T8 3 TPABIOSAHHAM 20 Ha iHuiony Goui.
CapegHa Maca 260 mr 5% 258 4 mr
Ta6neTRN He Sincwe 2-x 3 20 TabneTok MoXyTs MaTH BiAXKNBHHA
OnnoplanicTl Mach B4 cOpeAHBLOT MAcK BinkLsg, HiK Na = 5% i xoaHa 3 0 TabneTok
Akop TalneTok He NOBUHHA MATH BigXWNeHHA Bia CepeAKLOT MacH
TabneTox Binbwe, Rk Ha £10%. 0 Taneror
OAaHopiaHicTe MacK He Binblue nix opHa NoA0BKNKE TabneTion Moxe
NONOBUHOK METH BiaxNeHHA Bl4 cepeaHLoT Mack Ginbuie, Kix _
T3 BHeToH Ha £ 15% i WoAHA 3 NONORMHOK TAGRETOK HE NOBKKHA @ TatineTox
METH BiAXUNEHHA Al CepegHeo! mack Ginbuse, #bk Ha $25%. 0 TabneTox
IpenTudgixagin EcuMTanonpamy OKCAnNar.
Yac yTPHMAHHR CCHOBHNWX NikiB HA XPOMATOFpaMay A0CNUNYDaROro | CTRHIAPTHOrO Bignoeinac
POMURIA, CTOMMENNX TIDK KiNBKICHOMY BUAIHAYEHHI, nosnHHi crignagaTy,
Y®-cnaxtpu 20CNIAKYRAHOIO | CTAHAAPTHOMD POIMKHIE, NOBMHHE MATA MAKCHMYM NIPK Biancainae
23822 vw.
TuTana quoKcwA.
Dossa nomaparivesoro 386APBIAEHHA. Bignosigae
CTIMKICTB He meniue 50 N 105 H o
TARBNETOK 10
PO3NABIIOBAHHA
FO3NAL He ﬁinbme 30 xp. 23xm.
PO3YUMHERHA He MeHwe 75 %(Q} ol 3aABneHol KinakocTl 33 45 xB. 97.4%
CYRYTH! AOMILKY | (nausiayansMol Hesiaomol aomitukn - ke Sinbwe 0,2% 0,0%
Hes@rop {BigoMa AoMiwka) - He Ginswe G,2% 0,0%
Cyma AoMilLIOK - e Slnbwe 1,0% 0.0%
| BOAA He Ginbueg 8.0% 54 %
KINLKICHE flpu sunycky:
B8U3IHAYEHHA 8in 19.0 mr g0 21,0 Mr ecuNTANONPaMa OKCANATA & epPEpaxyMky Ha GCUUTANGNApaM B 19.9 mrftal:
ra8neTul (95,0 -105,0 % Bla sarsneHol KimbxoeTi).
Lnr mepminy npudamsocmi:
Bia 18, 0 Mr A0 22,0 mr ecLKTANONPAMY O pEpAXYHKY H3 BCIWTANoNpam a
yafneyi (80.0-1 10 0 % i GHTEKD >
OnHopinxicte Blanoeigae enmoram EP 2. 9.40 AV 40 -.\-(/> N Bignosigae
ACI0HAHMX 114 ” ‘ AV=Y,16
9auHVLL \\nanS \’
MIKPOBIGNOMYHA | 3aranoHe YAcno aepoBHux M préhiﬁma (TAMC); s 1“{33 Ofr npenapary. | <10 KYOfr
HUCTOTA 3aransHe YMCRO APDKAKOBMXHTE NNjgHTE ;ii'g 102 KYOIr <10 KYOfr
npenapary. D¢ , &
Escherichia coli: sincy & 1 Kmbenapary. /s Bigeymi

Homep niuenail BUpoGHWIOT GinbHUL:

OV ROISIET. - - *

“L{nm 8 3aceiquyl0, Wo HaBsHeHa suu.;e SOpMaLiR €APCTO] iPHg Ta TouHow. Lio cepio npogykuil Gyno

supoineHo (BkNICMAI0YKU naxyaaunﬂmapxya 24
noenii sianosiakocTi 3 sumoramu GMP, BcTaHoBRE:HY i

cneLmebikauiit, Lo MICTATLCA ¥ peECTPaLifHOMY AOCLE.

(poToxony pUpOBHUUTEE, NaxyeaHHA Ta aHaniaie Syno nepernAHyTo Ta BCTAHO!

HavanbHvix eigainy 3 kouTpon skocti / TiorBa Binrlh Kaw / nignue
21.12.2024

npege.nsrrb HTpONb 1 AKOCTI HA BULLGIBIHAYESHIA AiNbHWL ¥
JCLEBUM PETYNATOPHUM OPraHOM, 8 TAKOK BIANOBIAHO A0

o eignosigHicTe GMP».

Saray Mah. Dr. Adnan Biylikdeniz Cad. No:14 (mraniye 34768 Istanbul Tei; 90 218 633 60 Faks: 90 218 633 80 01-02
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JIEPYKABHA CJIVIKBA 3 JIIKAPCEKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMA Y KAIBCHKIA OBJIACTI

npos, Ceitmiiroi Haxii, 3, m.Kuiis, 02099, ten/thakce: (044} 576-40-41
E-mail: dis.ko@dls.gov.ua, Koa €APIIOY 37078774

BHCHOBOK
TIPO SIKICTH BBE3eHOr0 B YKPAiHy NiKapCLKOTo 32¢00Y

28.05.2025 Ne 17700/25/10

ECCOBEJ®

(niiimenyBannd sixapeskoro 3acofy arimio 3:peecTPALIiHIM BOCBIAYCHHS M)
TabaeTKI; BKpUTI 06010HK010, 10 20 Mr; no 14 TaGxerox y Gmicrepis o 2 Gnicrepn y
KﬂpTOHllIll ynammm

(epma punycKy, DOIYBAMIM, BII MAKYBAHRA NKapCLKOro sacoby)

Homep peecrpaniiinoro noceizuenns UA/10328/01/02 crpox aif peecrpauiiizoro nocsiaserss 01.01.2099

Cepia nikapepkoro 1acody Ne EHF0001A KinbkicTs geeseHore nigkapeskoro sacoby 100
Brpobu HOBEJI UIAY CAHAT BE TIDKAPET AL, Typeuunsa
(naiiseryranng sHpoGHUKA HIKapELKOre 1aro0y, Kpaita AOXoMKCHI)
Breserio B Vrpainy Criabue yRpalicbKo-¢CTOHCEKE NiAApHemMeTso y gopmi Toapucrea
3 06MesKeHoI0 BiZnoBinaasuictio "Ourista-Oapny, JITA", izext. kox:
21642228

(Hmmenys'mnﬂ 1a kojt 32 EEPTIOY apnanynel veodi abo npisbuiue, iv'y, no Savsrosl pisnanal
‘acoBif - nigopresu, Tiaicne NPOANBAHNA a petcrpmmmui HoMep oGIiK0BOI KAPTKH NAATHIIKS
RoAaTRIB 200 cepis Ta Homep macnopTa)

Hpororoa sizyaabuore kentpoo sin 01.05.2025 e 1116/45.
Haboparoprnil aHaniz axoeTi Aikapeskoro 3acoby saiiicHenni:

ALl "IlenTpansHa Jabopatopis 3 aHanisy akocti stikapehbkix 3ac001B 1 MeandHel npoaykuii"
(m.Kuig, Byn. Kyapssceka 10r m.Kuis, By Kynpscha 8B Kuincnka ofaacts, ¢. Hosi erpisd,
Byn. Isana DOpatika, 19)

(i[allhiﬂll}’BaHBﬂ RCE MlCU.(!J-l!aXOJI&\LHHH naﬁopampn g npoBena J'!ilUOpﬂ ropnlm ayams SIh.OCTI)

BHCHOROK OA0-2KOCT] Aikapeskaro 3acaBy, aitianuit sabopatopiero sin 27.05.2025 Ne (767
Pesyasratn naGoparopsero anazizy skoeti aikapeskoro sacoBy 3a nepesipednmn noxassurasi BLANOBIAAIOTE
BHAOTAM METOAIR KOHTPOAO AKOCTL (aHAZI THYHO-HOPMATHEHOT JOKYMeHTANIT).

32 pesviBTATAMM AEPAEBHOTO KOHTPOZIO RBCTAHOBACHO, IN0 JHKApChKHl 3acif BBCICHO B YRpaidy 3
AOTPHMATISE

ML BIMOT 33KOHOJABCTBA OO 3afeaneteHHs AKOCTI iKapeskix 3aco6ib.

Onpra EPBOMEHKO

-(nizm_ué) {ixixiany Ta npizesnne)




NOBELiLAC

SANAYIil VE TICARET A'S.

HOBEN INAY CAHAT BE TIIDKAPET AW,
KeapTan Cankaknap, np. Ecki Akuakoaxa, Ne299,
81100 m. fosgwe, TypeuduHa

Kpaina-gupobruk: TypeyuunHa

Biaain KOHTponto skocTi:

Tel: (216) 633 60 00
fFax: (216) 633 60 01

CEPTU®DIKAT AKOCTI
PeecTpayinte nocsiguerts NeUA/10328/01/02; aie 8 Ykpaini GescTpokoso.

HA3BA MPENAPATY: ECCOBEN®, Tabnetku, BkpuTi o6ononkoio no 20 mr, no 14 rabnetok y Bnictepi; no 2 RATA BUrOTOBJIEHHA:
Bricrepn y KapTOHHIA ynakosui. 01.2025
Hiroui pevosuHn: 1 TabNeTKa MICTUTL ECUMTANONPAMY OKCANaTy eXBIBANEHTHO ecuutanonpamy 20 mr. TEPMIH NPUOATHOCTH
CEPIS} Ne; EHF0001A 01.2028
KINBKICTL B CEPII: 3515 ynakoaku
BUNPOBYBAHHA CNELMDIKALIL PE3YNLTATU
onuc OBanbHi TabneTkyn, BKpUTI 0BONOHKOK, BINOro KONLOPY 3 FiHIE PO3NoMy 3 oaHoro Boky | Bianosigae
Ta 3 rpasiosanHam 20 Ha iHwomy Soui,
Cepeans maca 260 mr % 5% 255 mr
rabnerku He Binblue 2-x 3 20 TAGNETOK MOXYTb MaTU BIAXUNEHHA
OnHopianicts Mack Bia cepearboi macy Ginbue, HiX Ha 5% i WOAHa 3 ) 0 Tabnerok
TabneToxk He NOBMHHA MaTW BiAXUNEHHA Bif CEpPeAHbOT Macu
_rabnerok Binblue, KX Ha £10%. 0 Tanerok
Ognopmm(:Tb macu | He Binblie Hix ogna nonosurka TabneTkn moxe
NONOBUHOK MaTX BIAXUNEHHR BIA CEPeAHbOI Mack Ginbiue, Hix
raGneToK Ha + 15% i x0[HE 3 NONOBUHOK TAGNETOK HE NOBUHHA 0 rabneTox
MaTW BIAXWIIEHHR Bif cepefHbol Macu Binbiue, Hix Ha +25%. 0 vabnerok
lnenrudbixauin Ecuuranonpamy okcanar,
Yac yTpuMaHHA OCHOBHWX NiKiB HA XpoOMaTorpamax AOCCNIAKYBaHOro | CTaHAAPTHOroO Bianosiaae
PO3UMHIB, OTPUMAHMX NPN KiNbKICHOMY BU3HaUYeHHI, NOBUHKI cnianaaaTw.
Y®-CcnekTpit 4OCNIAXYBAHOIO | CTaHABPTHOrO PO3HUHIB, NOBWHHI MATV MAKCUMYM NpK Bianosigae
23842 HM.
TutaHa guokcua.
MNossa nomapanyeBoro 3afapBneHHs. Bignosigae
CTIMKICTb He merwe 50 N 116 H
TABNRETOK A0
PO30ABITIOBAHHA
PO3NAR He Binbwe 30 xB. 3 x8.
3YUHEHHSA He merwe 75 %(Q) 8ip 3asBnerol KiNnbKocTi 3a 45 x8. 96 % |
CYNYTHI BOMILLKW | rausigyansHoi HesiaoMol Aomiwky - ve Binsle 0,2% 0-0:/0
flesdbrop (Bigoma gomiwwka) - He Binswe 0.2% O,(1)°/o ‘
Cyma AOMiWOoK - He Binblwe 1,0% 0.1%
BOOA He Binble 8.0% 44 %
KINLKICHE {Ipu surnycky:
BU3IHAMEHHA Big 19,0 mr 40 21,0 Mr ecuuTanonpama okcanata B nepepaxyHky Ha ecuuTanonpam e 20,4 mr/rad.
Tabnetui (95,0 -105,0 % Bia 3anBnEHOT KinbKocTi).
Hns mepminy npudamHocmi:
Big 18.0 mr 4o 22,0 Mr ecymranonpamy okcasnara B nepepaxyHky Ha ecuuTanonpam 8
o Tabneruyi (90,0-110,0 % Bif 3asBAEHO! KINLKOCTI).
i OAHOPIAKICTL Bianosinae Bumoram EP 2.9.40 AVS15.0 Bigrnosigae
N030BaARNX AV=5 !
OOUHMILL :
: MIKPOBIONOMYHA | 3aranbHe wicno aepobHux mikpoopraniamia (TAMC): s 10° KYO/r npenapaty. | 100 KYO/r
HUCTOTA 3aranbHe UNcno ApPIXKOBUX Ta NnicHasux rpubis (TYMC): € 102 KYO/r 10 KYO/r
npenapary.
£scherichia coli: BigcyTHi B 1 r npenapary. BiacyTHi

Homep nileHsii sBupoBHUYoT ainbHuli; NeTR/UY/2019/18-7.
«Lium 8 3acsiguyio, Lo HaBeaeHa BuLLe iHpOPMaLlis € AOCTORIPHOIO Ta TouHo. Lt cepilo npoaykuii Gyso
supobneHro (BKﬂK)‘-la}OHVI naKyBaHHs/MapKyBaHHs) Ta NPOBEAEHO KOHTPOSb 1T AKOCTI Ha BULLE3asHAYeHIR AinbHUL Y
MOBHiA BIANOBIAHOCTI 3 BUMOraMu GMP, BCTEHOBNEHVMM MICLIEBUM DETYAATOPHIM OPFaHOM, 8 TaKOX signosigHo Ao
cneumdikaLliid, o MICTATLCA Y peec:TpauMHomy [0CHE, / o
MpoTokonu BUpOBHULITBE, NakyBaHHs Ta aHanisie 6yno nepernaHyTo Ta BCT?,HOBJ’IEHO signosigricte GMPx».

HauaneHuk Biaainy 3 xoHTponw akocti / Trorba binriv KaH / nianue

04.03.2025 g
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