Popma: Bepcin:

N O V A R T [ S Ceprwikat cepii [TI3:  719523.200519-1194.2
i ' CepmudbixaT cepii TN3 CAN MNocHAaHHs Homep: TR100200119206
BupaHno:

Hosapric Carnix, Mpa se Tapim YpyHnepi Canx. Be Tik. A.C.
Wenicexip Maxanneci, Ixnapa Bagici Coxak Ne 2, Mexaik, Crambyit, TR 34912, Typequwra

CEPTUDIKAT BINOBIOHOCTI CEPII

Toprosa HasBa Jlikapcbkoro 3acoby:

BOJNIbTAPEH® PANIA
'""'Pee:CTpaui__ﬁﬁ;ﬂh&cgihqeﬁkﬂ i _ N Marei:i"iany__[:ﬂ_,?p_ﬁ ________________________ Knﬁ_'l'___l;la' |MnopTep
UA/0310/04/02 719523 YkpaiHa

Ne cepii Ha ynakosuyi: BHyTpiwnkiii Ne cepii:  Bunywewa kinbkicte (yn):
KKE14 KKE14 12000
_____________ - ParaeupoGhuurea: CTpok npuaaTHOCTi Ha ynakosui:
03-rPy-2022 nnc-2025
Bunyck cepii: ' * Agpeca: |
Hosaprtic Carnik, lNiga se Tapim Ypyunepi  Wenicexip Maxanneci, Ixnapa Baaici Cokak Ne
CaH. Be Tik. A.C. 2, NeHaik, Ctamdyn TR 34912, TypeyunHa

Bupo6Huua niuensist Ne: TR/UY/2020/25-1

Qx i wAETC /% J3 13

Cropiika 134

v
JW/L/




Popma: Bepcis:

N O v A R T l S CepTudikar cepii [T13:  719523.290513-1194.2
i ' Ceptwdpikat cepil TN3 CAMN MocunakHa Homep: TR100200119206
BrgaHo;

Hosaptic Carnik, Mpga se Tapiv YpyHnepi Cau. Be Tik. A.C.

Weticexip Maxanneci, Ixnapa Bapici Cokak Ne 2, MeHgik, Craméyn, TR 34912, TypequnHa

Hoeapric Carnik, Iiga Be Tapim YpyHnepi Wenicexip Maxanneci, Ixnapa Bagici Cokak
CaH. Be Tix. A.C. Ne 2, NMengik, Ctamb6yn TR 34912, Typeyuuna
MepBuHHe nakyBanHa: Anpeca: |
Hosapric Carnik, Naa Be Tapim YpyHnepi Wenicexip Maxanneci, Ixnapa Bagici Cokak
CaH. Be Tik. A.C. Ne 2, Menaik, Ctambyn TR 34912, TypeuunHa
: BTOP"Hﬁ_@? _f_'é_"fYQB@Hﬁ#,E . - = o Amieca:__ O " 7 ______________________ 7
Hoeapric Carnik, lpaa Be Tapim Ypyunepi WeHicexip Maxanneci, Ixnapa Bapici Cokak
CaH. Be Tik. A.C. Ne 2, MeHaik, Ctambyn TR 34912, Typeyuuna
 Komenrapi: o - |
% Mig yac BrpobHULITBA Ta NaKyBaHHA He ByNo BUABNEHO BigXWNeHb, WO Mernn

BNINUHYTKU HA BUMYCK NPOAYKTY

Mg 4ac BMpoGHUUTBA Ta NaKkyBaHHs 6YN0 BUABNEHO HACTYMHI BiAXUNEHHS,
AVB. HWXYe (HoMepu peecTpallil BigXnneHb B eNeKTpoHHii cUCTEMI):

BigxunexHa Ne (AQWA): He 3acTocosHo

Livm a sacsiauyto, wo HaBedeHa Buwe iHopmalist € AOCTOBIPHOK Ta TouHo. L cepito npoaykuii 6yro
BUPOBNEHO, BKIIOUYHO 3 NaKyBaHHAM/MAaDKYBaHHAM KOHTpONEeM sIKOCTI Ha BULLE3asHavYeHin(ux) ginkHULI(ax)
y MOBHi# BionosigHoOCTI 3 BuMoramu GMP wmicueswmx PerynaTtopHUX OpraHis, a TakoX BignosigHO 00
cheundikauin y peectpauiiiHoMy focke kpaiHu-imnoprepa, abo y AOCbE crnieuudikauiin Ha npenapaT Ans
AOCITIAPKYBAHOTO Nikapchbkoro 3acoBy. MpoTokonu BUPOGHMLTEA, naxkyBaHHA Ta aHanisie 6yno nepernaHyTo
Ta BCTaKOBMeHa ix signosigHicTe GMP.

17-CiY-2023

Bunyck cepii 3aTee [DKeHo: Im’a:
y P P

YnoBHoBaxeHa Ocoba Uzel Tuba

flignuc:  <Enexmporuul nidnuc: 30.01,2024 09:58:46 +03°00">

Cropiska 23 4




Popma: Bepcia:

N OV A RT } S Cepruchikat cepii [T13:  719523.290519-1194.2
: TR100200119206

CepTudikat cepii M3 CAN MocknaHya HoMep:

BuaaHo;
Hosaprtic Carnik, Miga ee Tapim YpyHnepi Can. Be Tik. A.C.
Menicexip Maxanneci, Ixnapa Bapici Cokak Ne 2, FleHgik, Crambyn, TR 34912, Typeuuuna

CEPTUDIKAT AHAJII3Y

Nixapcexuit 3aci6:

BONBTAPEH® PANIA, TabneTku, BKPUTi LYKPOBOI 060MOHKO, No 50 mr

Ne cepii Ha Ne marepiany in Ne cepii in Dara Bupbﬁnuu'rsa: CTpOK
ynakosui: bulk: bulk: npMAaTHOCTI:
KKE14 861047 K0243 03-rPy-2022 nnce-2025
Tect s Bumory ' PesynsTatn
Onnc —_— S : S— - e

30BHILUHIA BUMNAA 38 BisyaNbHUM CTNEO0M HepBoHYBATO-KOPMYHERI,  Kpyrmi,  ABoOAYKNi Binnosigae
TabneTky, BKpUTI LYKPOBOI0 0BONGHKOK
HiameTp: Gnuaeko 8,8 mm
ToBWMHA: BIU3BLKD 5,2 MM

L Appo: bine ,
lneHTudikauis
laeHTudrikauis AvknodeHaky kaniv = Bignosipae ctangapty . Bignosigae
metopom TIUX: . : :
laeHTudikauis auvknodeHaky Kaniio Binnoeigae crangapty f Bionoeinae
meTonom BEPX: ]
lgeHTdikauia kanik: o : [MoanTrBHa Bianosinae
*laeHTndbikaLin GapBHMKIB:

. T_I/lTaH N MNoanTuBHa . “ *He TeCTyganw

¢ 3aniso ~ TNuoanTtreHa *He tectyeanu
Bnactmsocri __________________________________ _ | ) | 7 o
Cepennda maca He meHwe 288 MF i He Binble 352 mr 24 mr -
Poswuwerws | e _ .
PoaunHeHHs auknodenaky kanio yepes 60 - Yepes 60 xBunuH: He 6Ginbwie, Hix 10% l;i,q Biﬂnoai,ﬁaeﬂ
XBANVH Y® MeTodoM . BARBIIGHOMO BMICTY IR S _
PosuuHenHa guknodenary kanio yepes 90 - Yepes 90 XBUAMH: He MeHWwe Hik 75 % (Q “”H‘Bi,qnoai,qae
XBUNUH YO metonom 3HaueHHA) BIO 3asBNEHOro BMICTY, BiANOBIOHO

Ao Tabnuuj kpuTepiiB NpuAHaTHOCTI €Bp. Papm.

I L _Ta ®apm.CLIA
Aomiwku e o mesn o
Mpodyxrv posknagy BEPX: - o -
GP49002, no BigHoweHHI0 50 3aseneHoro . He 6iJ.'.f“I;Lue 0,3 % ' - ” 0,1%
BMICTY AMKNOheHaKy Kanilo
GP45828, no sigHoleHHo 0o 3aAeneHore | He Ginbuie 0.2 % <0,05%
BMICTY AUKnodheHaky kaniwo :
GP49000, no sigHolweHHe Ao 3asBneHoro  He Ginbwe 0,2 % 0,1%

BMICTY AnKnocheHaky Kanio

Oropidza i a4




Popma: Bepcin:

N O V A R T I S CepTudsikaT cepii [13:  719523.290519-1194.2
. Ceprudbikatr cepli TN3 CAM MocunaHHsa Homep: TR100200119206
BunaHo:

Hoeapric Carnix, lNna se Tapim YpyHnepi Can. Be Tik. A.C.
Wenicexip Maxanneci, Ixnapa Baaici Cokak Ne 2, Nenaik, Ctambyn, TR 34912, Typeuyna

CEPTU®DIKAT AHATI3Y

BONTbTAPEH® PAIMI[, TabneTku, BKpMTI LYKPOROK OBOMOHKOMK, No 50 mr

Ne cepii Ha Ne maTepiany in Ne cepii in Oata BUpoBHULUTBA: Crpok
ynakosui: bulk: bulk: ' npMAaTROCTI:
KKE14 861047 K0243 03-rPy-2022 nnc-2025
Tect Bumorn PeaynetaTtu
Ey}_{;-ﬂkbﬂlﬁi HW Wi iHJ:l,-l;Ei,El;ént;Hl;/ii;f'l.......;b.(.)_,qyi(T pbsnauy He Binbwe 0,2% - < 005 %
No BIAHOLIGHHIO [0 3asIBIEHOTO BMICTY AvknodeHaky
Kanixo
3aranbHa cyma iHWWX NPoaykTiE posnagy no He Ginbwe 0,3 % < 0,05 %
BIAHOUJSHHIO A0 3asABMEHOr BMICTY AnknodeHaky
Kanio
3aranbHa cyma npogykTis posnady no BigHowenHw He Ginbwe 0,5 % 0,2 %

[0 33sIBNEHOrO BMICTY AWKnodeHaky Kkanito
“*Mikpobioneriyna uncrora
{meToq NpsAmMoro nocisy)

3aransHe 4Mcrno aepobHUX MiKpoopraHismis
(TAMC)

3arantHe yWMcno nnicHaBMX | ,'q'p"iw:lmoamx rprbie
(TYMC)

CneundivHi U MiKpoopraHiamis
KinbkicHe BM2ZHaYeHHR

KinekicHe BU3HAYeHHSI AUKNOtheHaky Kanilo MeTonom
BEPX

OpHopigHICTE RO30BaHKMX CaAMHWUE, 33 OfHOPIgHICTH
BMICTY MeToaoM BEPX

MpUmMiTEU:

He binblue 103 KYO/r

He 6inbwe 102 KYO/r

BigcyTHicTe Escherichiacofig 1t

950 % - 1050 % Big sasBneHcro
BMiCTY

Bignosigae BAMOram €ep. Papm.,
®apm. CHIA Ta dapm. HAn.

**He TecTyBanu

**He TectyBanu

**He TectyBanu

97,56 %

Bignoeigae

* NepesipAeTLEA NuLle 3a 3anuToM, ane NpUHaRMHI oaHa GepiA NoBMHHA BYTH BUNPOGYBAHA B KOXMHOMY KaneMgapHoMy poui, B
AKOMY BUPOBNSIETECA NPOLAYKT

** napaMeTp TeCTYETECA ANS KOXHOT 3 ST NoCninosHUX cepif. AKWO BUMOTW cneuundikali npr usomy BUKOHYIOTBCH, YacToTa
MoWe BYTh smeHLieHa Ao koxHoi 10-1 cepii. WLoHaAmeHIe onHa cepis NOBUHHA ByTlk BUNPOBYBaHA B KaXHOMY KaneHaapHomy
poui, 8 AKOMY BUPOBNSNETLCA NPOAYKT

Cropivka 42 4




AEPHKABHA CJIYXEBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH V¥ KHIBCHKIU OBJIACTI

npos. Ceimuynoi Hagii, 3, m.Kuis, 02099, ren/thaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK
Apo AKICTE BBE3eHOr0 B Ykpaiuy jJikapesxoro 3acody

12.01.2024 Ne 60520/24/10

BOJBLTAPEH® PATIII

(naiinenysamia aikapearoro 3acody 3riaso 3 peecTpauiiiuud nOCRIASCHESAT)
TableTkH, BKPUTI HYKPOBOIO 0001011010, N0 50 Mr; no 10 Tabnerox y 6aicrepis no 2 Gaicrepx
¥ KopoOui 3 kaprony

(thopma Bunycky, J03yBAHHE, BHI RAKYBAHHA NTiKaPChKOre 3acoby)

Homep peecrpauiitoro nocsigsenns UA/0310/04/02 crpox xii peectpauiituoro nocsizuenns 01,01,2099

Cepiz nikaperkoro 3acofy No KKE14 KinekicTs BBE3€HOTO AiKapchrora 3acoby 50
Bupobitk Hosapric Carxik, ['iga se Tapim Ypynuepi Can. Be Tik. A.C., Typeuunna
(nalivenypannda BnpoGanka mikapeorore 1acoby, kpatHa NOXoTxeHHE)
Bresexo B YipaiHy Cniabne ykpalHChK0-eCTOHCHKE MIANPHEMCTBO Y POPMi TOBapHCTBA
3 ofmexenHol0 BianosinambuicTio "OnriMa-@apym, JITHY, izenr. kox:
21642228

(Hafimenysausx Ta kog 3a €IPTIOY opunnynot ccoby abo npisenme, iM's, to GaTLKoBi PI3HIHOT
ocofiu - miznpiemus, i Mictie mposkTizaHEs Ta peecTpaniiiaii novep oBmixosol KapTk MIATHIKA
ToARTKIE 260 cepid T8 HOMEP HAChOpPTR)

IpoTokoa BisyansHore reurpomo eig 06,12,2023 Nz 3856/9.
Jabopatopuuii auastis skocti Aikaperkoro sacoby adificHennit:

M1 "Lenrpansua naGopatopis 3 anaisy AKocTi Mixapchkux 3acobiB i Menmunoi npoaykuii"
{m.Kuis, By Kyapascska 10r m.Kuis, Byn. Kyapsscexa 8B Kuiscexa o6nacts, c. Hosi Ilerpisui,
ByH. IBara ®pauka, 19)

{(Hafimexypasna Ta MicugIRaxoTRennR naboparopii, wo npoeena NafopaToprwil aHaNi3 AKOCTi)

Bucxosok wono axocTi aikapeskoro sacofy, Biaanul saboparopieco sig 11.01.2024 Ne 0040

Pesynbrary maGopaToporo ananisy skocti nikapcekoro 3acoGy 3a neperipeHiMH noKasHHKaMH BiZnosigaoTs
BHMOTaM MCTOJIIB KOHTPOIO AKOCTI (aRaMITHYHO-HOPMATHBHOE JOKYMEHTALIT).

3a pesyabTaTaMH [1EPRABEOIO KOHTPOIO BCTAHOBAEHO, MO MiKapchkyii 3acif saesero B Yipainy 3
AOTPHMAHRHAM: s1Mor 3aKOROAABCTEA OO 3abeINeYeHHS 1XOCTI BKAPCLKUX 3ac06iB,

Biraniit GOHIAPEHKO

(isiutans Ta npisaHae)




Hepxarna cinyxbda Vipainu
3 JliKapcbKUX 3aco0iB Ta KOHTPOINIO 3a
HAPKOTHKAMMU

Hep:xapne nignpuemereo "Ienrpaisna
Jaboparopist 3 aHAI3Y AKOCTI JIKAPCEKUX
3aco6iB i Mmeunol npoayrunii”

rd

State Service of Ukraine on Medicines
and Drugs Control

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

Ykpaina, 04053, m.Kuis, ayn KyGpsisceka 100

men./chaxc (044) 272 57 98

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

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

Ceprudikar ananizy Ne 0040 Bin 11.01.2024

Hasga 3paska:

Pecerpauiitnnii nomep:
Bupoonuk:

Howmep cepii:

Micue Bigbopy 3paska:
3amMoBHUK:
CynpoBigunii JoKymMenT:
AKT Bij10opy 3pa3ka:
Cran 3paska:

JlaTa orpumanms 3pa3zka:

Haru sBukonanust podir:

Buja ko HTPOJIIO:

Micue nposeaeHs
JiSLILHOCTI:

H/1, BinogijaHo j1o kol

BOJILTAPEH® PAIIILJ], tabnerky, BKpUTI LYKPOBOKO 000J10HKOH0, 110 50 M1 o 10
tabiierok y buicrepi; no 2 6uicrepu y kopoOlll 3 kapToHy

2468.23

Hogapric Carnik, I'ina e Tapim ¥Ypyunepi Can. Be Tix. A.C., Typeuuuna

KKE14

Crinblc ykpalHCBKO-CCTOHCHKE ITipuemcTro v (popmi TOB "Ourrima-®apm JIT)T"
Jepxasha cuyxba Ykpaluu 3 JikapchKHUX 3ac00iB 14 KOHTPOIIO 34 HAPKOTHKAMU
Jluer Ne 9689-002.0.1/002.3/2-23 Bin 12.12.2023 p.

Ne min 13.12.2023

3paszok B cTani NPUAATIOMY JUISL [TPOBC/ICHHS BUIIPOOYBalih

14.12.2023

15.12.2023 - 11.01.2024

3a poznopsiukennsM JlepkaBHOT cliyx0u Ykpaluu 3 JikapchkHuX 3aco0iB Ta KOHTPOINO
3a Hapkorukamu ("IM", TTocranona 902)

JIT «lenrpansya naboparopis 3 aHanizy sKoCTi JIIKapChKMX 3ac00iB | MenHIHOT
HPOYKITT»

MEKSI jio p.ii. Ne UA/0310/04/02

HpOBOJIUBCH AHAJ iz

[MokasHnkn I Bumoru HOQ Pesyneratu

Onuc YepBOHYBaTO-KOPUYHEBI, KPYrNi, ABCAKOBUNYKNI TabneTkn, BKpUTI Bignosigae

LyKpoBOHK obornoHkoto. diameTtp: 6nuvasko 8,8 mm. ToBwmMHa: BNU3bKO

5,2 mm. Appo: Bine
laeHTUdikauin 1. Quknodenak kanio. Metog TIWX. Bignosigae crangapty Bionosigae

2. Kaniw. No3uTtuBHa Bianosiaae

3. Tutany. NoantusHa Bignosigae

4. 3ani3o. lNo3uTnBHa Bianosigae

5. QuknodheHax kaniw. Metcn BEPX. Bianosigae ctaHgapty Bignosigae
CepegHa maca 288 - 352 mr 322 mr
KinbkicHe BM3Ha4YeHHS OuknodeHaky kaniwo: 95,0-105,0 % 98,4 %
Ynakoska 3rigHo Bumor MKA Bignosigae
MapKkyBaHHA 3riaHo Bumor MK Bianosigae
BUCHOBKH: Ceprudikar ananizy Ne 0040 six 11.01.2024 nijxreepiokye, 110 nepesipeHui 3pa3ok npenapary

BOJILTAPEH® PATILJI, rabnerku, BKpuTi HyKpOBOIO obonounkoro, mo 50 mr; no 10 rabierox y

bnicrepi; mo 2 Gnictepy y kopodIii 3 kap' rggsy ?Ng ccpu\KKEM Bupobnuuree Hosapric Carnik, [Mixa

BE ]apm prmu:pl Can. Be Tik. .C. ml;y‘?quﬂnd BliLllOBl,L{dC sumoram MIKS o pai. Ne
K ¥4

sk

Aupexrop

ME
Cepruikar ananizy He nijuisirae nosHomy abo llacmonow‘@@%ﬂw
d[ld}l[iy HKOC]I J[IdeCI)K}’I‘{ 5d(,061'i'}* iT’éICIIId‘HIOI ]EpOJIyKIIiI

Kittens ceprudikara ananizy Ne 0040 wip 11.01.2024

SOP/G-5.10/D1 Crop. 1i3 1



http://www.tcpdf.org

