s BEPKUIIKCIIYIKBA
'HEPH{ABHAIC.}IY}KBAB'HIKAPCLmX 3ACOBIB TA KOHTPOJIIO 3A.
HAPKOTHKAMM ¥V KHIBCBKIN OBJACTI

npocnext Banepia JloGanoscskoro, 51, m. Kuie, 03} 10, ‘ren/parc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua;https//www.dls.gov.ua, Kog €PIIOY 37078774

BHCHOBOK )
Npo AKICTH BBE3€HOro B YKpaiHy Jikapcskoro 3acofy

13.12.2022 Ne 45780/22/10

_________________________ B ABIBBOMI3ITAE
(HaiiMeHyBaNHA NiKapeekoro 2acoby 3THIHO 3 PeCCTPANIHIM HOCBIAYCHHAM)
TaBAeTKA, 110 THCHEPryOTLCA B poTosiil noposenai, no 10 Mr, ne 7 Taéaerox y Guicrepi, no
4 Garicrepn B xapronsiii ynakosui

(popaa Bumycky, A03YBAHHA, BN TAKYERHHA NiKAPCBEKOTO 3aco0y)

Howmep pegctpanitisoro mocsingenux UA/18410/01/01 erpox ait peectpaviiinoro nocsimuenmn 11.11.2025

Cepin nikapcekoro 3acofy Ne ACVHO01C KisibkicTs BBC2CHOTO Nixapcskoro 3acoby 100
Bupobusik Hoben Liay Cauai Be Timkaper AL, Typeuunua
(BalineHyBaHHA BIEPOOHIKA AIRAPCEROrO 3ac00Y, kpaila NOXOLACHE)
Baesenc B Ypaiuy: CoinsHe YKpaiHesKo-ecTOHCbKe NIAEPHEMCTEO Y dopMi TOBapHCTBA
3 obmexenolo BignopinanbuicTio "Onrima-®apay, AT, inenr. xoa:
21642228

(ainenysanss Ta ko 3 C/IPTIOY wpizioi ocobn aGio npissaue, inM'a, o GatbKosi ditmHo
ocobil - niznpsieang, 1T Micle ApoIBEANKY Ta peccTpauiiinmii oMep oftikonol Kaplxt ITATIIRD
nozatkie ado cepig T4 HoMCp RacropTal

TMporoxes B3YLILHOT0 Kottrpomoe sia 27.10.2022 N 2800/1.
Mabopatopanuii apanis axocTi Jikapcekoro saceby saificHennit:
HI1 "HenrpaibHa nabopaTopin 3 aHanisy SKOCTI MikapChRUX 33¢0o6iE i METHING] HpGayKuii™ o
(. Kixis, By Kyapasceka 10r m:.Kuie, Byn. Kyapascska 8B Knischra 06nacts, ¢ Hosi Hmp'iﬂ'u'i.,
‘BYJL IBada Ppauka, 19)

(HaiiMenysansa 1a Micueynaxoaxenns naGoparopil, o nposesta 1adopaTOPHKIT AHATIZ TKOCTI)
Bicnosox woao sxocti nikapenkoro 3acoly, Buaannii nadoparopicio sig 02.12,2022 Ne 2176

Pesyserary naboparoproro auanizy axocti sikepeexoro zacoby 33 NCpeBIPCHIMI NOKA3HHEaNMY BUIIOBIAAIOTD
[BHMOIAM MEYOA(B KOHTPOMIO FKOCTI {2HATITHIHO-HOPMATIBHOT foKYMeRTaNiT),

33 pE3yALTATAMH JACPKABHOr0 KOHIPOMI0 BCTANOBIEHO, WO NIKAPCHLRHIT 3acif  BBCICHO B Yrpainy 3

AOTPHMAHHAM sinMor 3ax0HGIaBCTBA MOA0 330C3NCHCHES AKOCTI JHKAPCHKIX 1aC00iE,
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JepkapHa ciyx0a Ykpainu
3 JHKAPCHKUX 3aCO0IB Ta KOHTPOJIIO 32
HapKOTHKaMU

Hep:xasHe nignpuemcerso "IlenTpansua
JrabopaTopid 3 aHAJI3Y SIKOCTI JiKapcbKHX
3aco0iB i Meanunol npoaykuii'

State Service of Ukraine on_Medicines
and Drugs Control

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

-YH,UEIHH 04053, m.Kuis, eyn. Kydpsasceka 10

men./paxc (044} 272 57 98

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

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

Ceprugikat anamizy Ne 2176 Big 02.12.2022

Hasma spaska:

PeecTpaniiinnii Homep:
Bupotuuk:

Homep cepii:

Micue Biafopy 3pa3ka:
3aMOBHHK:

CynpoBirHHii AOKYMEHT:

AKT Bigbopy 3pa3ka:
CraH 3pa3ka;

JaTa OTpUMaHHS 3pasKka:

AaTn BUKOHAHHS Po0iT:
Bua xonrpodio:

Micue nposeaeHHs

ABI3OJ I3ITAB, TabneTky, U0 OHENEPTYIOTHCA B POTOBIH NOposkHMEL, no 10 Mr, mo

7 Tabnerok y Gnictepi, o 4 GicTepU B KAPTOHHIH YMaKosLUi
1170.22

HOBEJT LTAY CAHAI BE TIIDKAPET A.LLL, Typeuuuna

ACVHO01IC

Criibie yKpaiHChKO-8CTOHCEKE NiMpreMCcTBO ¥ hopmi TOB "Onrima-Dapm JIT ("
HepkaBHa cinyx0a.YkpaiHi 3 NiKapcbKHX 3ac06iB Ta KOHTPOITIO 32 HAPKOTHKAMHK
Jluer Ne 6346-002.0.1/002.0/2-22 8ix 04.11.2022 p.

Ne Bi1g 07:11.2022.

3pasok B CTaH NPUAATHOMY IS [IPOBEAEHHSA BRIIPOOYBaKh

11.11.2022

11.11.2022 - 02.12.2022

3a posnopsmwxennam Jepswarol ciysk6n YKpaiiu 3 NiKapchkix 3ac06ia T4 KOHTPOIO:
3a HaproTikamu ("IM", Toctanosa 902)
JIT «Uentpansha nabopartopist 3 aHamizy AKOCTI JIKAPCHKUX 3ac0BiB i MeAuHOT

AIJIBHOCTI; MPOAYKLIT

HA, signosigno no sikot MK no p.Ne UA/18410/01/01

NPOBOAHBCH AHAJIS;

[MokazHUKH Bumorn HO PesynbTtarmn
Onue Kpyrni TabrieTks poxXeBoro Konbopy 3 TUCcHeHHsM "10" Ha oaHin Bianosinae
CTOPOHI
laeHTudhikauis 1. Apuninpason: Hac yTpumMmysaHHs niky apuninpasony Ha Bignosiaae.
XpomarorpamMax BunpobyBaHoro i CTaH4apTHOro PO3YUHIB, OTPUMAHNX
npy KINbXICHOMY BU3HaJEHHI, NOBUHEH chiBnanaTu
2. Y®-cnekipu BunpoByBaHoro | CTaHAAPTHOID PO3UMHIB MOBUHHI Bignoeinae
MaTh MaKCHMYM NOITMMHAHHS 38 - JOBXWHI XBUNi 255 .+ 2 HM
3..3aniza oxcua. MNosuTueHa peakuis Bianosinae
CepepHsa maca i 1. Cepegha maca: 100 mr + 5,0 % Binnosigae
OAHOPIAHICTL Mack {102 mr)
2. OfHOPIARICTE Mach: Maca He Ginble 2-x 3 20 TabneTox MoxyTs  Bignosigae
MaTV BIAXWUNEHHA Bif cepeaHbol Macu Sinblle, Hx Ha + 7,5% Ta
KOAHA 3 HUX HE NOBUHHA MaTK BIZXUNEHHS BiA cepeaHsol Macn
Gincwe, Hix Ha + 15%
Po3nagaHHs He Binbiue 60 cekyHa Binnosinae
KinbKicHe BU3HAYeHHA (90,0-110,0% sip, sassnexol kinskocTi): 9,0 - 11,0 MriTaon. 10,2 mrftabn.
YnakoBka 3rigHo Bumor MKH Bianoeigae
MapkysaHHs 3rigHo sBumor MKS Biznoeigae
BUCHOBKH: CepTHd)maT aHanmy No 2176 BiJL 02 12, 2621} m’rBepﬂ}Kye o HEpBBlpeHHH 3pa3okK HpenapaTy

e l‘;‘—:"—l

ABI30J1 I3ITAB, Tabnetkn, 10 gucnei;rymcﬁ B
ﬁchepl no 4 Gmc:Tepn B KapTOHHlH ﬁﬂhr{UBHF“Nﬂ

TOBJH MOPOKHHUHL, o 10 Mr, o 7 Ta0IeTOK y

4 W-ae nosHOMYy a6o qacrmlﬁa y BlﬂIBﬁ]?eHHEO 6e3 nosgony JIT “Lentpansna naboparopis 3

= ananisy skocTi niKapehkuX.-3acobiB 1 Meauunol mpoaykuii”

Kineus cepTudikara ananizy Ne. 2176 Bin 02:12.2022.

Cron.1i51




HOBEN I}EA'Li CAHAf BE TI,EI}KAPET A; 1}3

Ksapran Casicaxnap, op. Ecki Axaaxomua, Ne299,

81100 m. Jrospoie, Typeuuiing,
Kpama EHpi}ﬁHHK Ty;}ﬁqqnﬂa
Bixnin KOHTPORIO #KGCT

Tel: (21636336006

Fax (216363360 01

CEPTPE{HKAT HK’BCI‘ 1§

Pﬁe:c'rpﬁu;ﬁﬂe NMOCBiACHER MI}A}I&HH:’GH{H i€ B Yipatii ,!IG 11.11.2025

HA3B& !‘iPEHAPA’I}*’ ABIS{}JI BITAE, vafineTxu, mo DUCTEREVHTHCA B poTOoBif BATA BHFOTGBJ’IEHHH* 1}9 2{}21
nopoxuusl, no. | 0mr no 7 Tabnerox y 6iicrepi, no 4 Gicrepw B KapToHHIi yraxosal. TEPMIH NIPUAATHOCTI: 092024
JUH04YT PEMOBHHH: | rabnevxa MicTHTs apsininpasosny 10mr. |
CEPIA N AC\’HHQIC
KIILKICTS B CEPLE: 2931 yOaRRGEOK. oo -
BHIIPORYBAHHS EHEHH@IKAH]E PEIVILTATH
OIHC Kpyrni a856TKH POKCEOrD KONBOPY 2 THCHeHHsM « 10y na oxnill cTODOHI. _ Binnosinae
IAEHTHOIKAL S Apuninpsaon,
1 Hac yrprseamna nixy apunmpaanny uB XPOMATOTPSMAR sunpaﬁysauom TZ CTEHpapTHOTG Binnosloac
POIMHHIE, OTPIMAHIX R KinbKICHOMY BitsaNEeR s}, NOBMHEO crisnafaTi.
-yql—cneﬂ;sﬁ nocmmxysmmm i CTRRAZPTHOTO POTHHHIR NOBHHHI MATH MAKSIRYM TOFIAHARHY Binnoniae
npH hosxami xewni 255 4 Zam,
Baniza sxenn, L .
oo} TloswTusua peakuis. . . Binnompae . ...}
CEPEII;HH MAC& ’I}i 100 Mr+ 5% 107 mr
OJHOPIAHICTE MACH Maca ié Sinbiuie 2-x 3 20 146neToK s10%e MaTH BUAXHACHHA BiR cepenupof mack Ginble, #ix ua
+7,5%{ moana 7 Hux He HOBHHHE M-’-ﬂﬂ BLAKHICHHA mn cepﬁuﬁml MacH Gimsie, wix na :&Eﬁ% .
{ Tabagrok
. _ _ _ G raneTok
OJHOPIAHICTE fpenapat suTprmye pumory Eub.Ph, 2.9.40; AV£:15,0% (L1.%) Binmonigae,
AO30BAHUX OJHHHIID e o : AV=10.32
BOJIA He bimsmie 5,0% 36%
POINAR He Gintuie 56 cekyra $.x8.
CTHKICTS IO 10H - 70H 234
POIAABAIOBAHHSA : .
CTHPAHICTE He ﬁjnbmﬁ 2,0 % {4 %3 maunmc‘tm 23 {&ﬁfxﬂ) 4,1%
POSUYMHEHHA B He mermse 80% (Q) 32 30 %o, 04%
CYIIYTHI AOMIIIKH Apﬁnmpazaﬂy N-oxeng, {;mmuma Fy~ne Ginpie 8,3%:; 8.0%
' Bynb~AKkot #EsitoMol aomiition ~ se: 51;;_5:;1& 0,2%: 8,8%
e _ . CyiMa sosimok = se Figpme 1.0% | - 3.0%
KUILKICHE BU3HAYIEHHS | Iliguac ssmveky:
2,5 mrfraba. — 10,5 mefzatin, (95,0 IﬂS ;0 % ain spasneHol KinnkocT) 10,3 mr
Ha riporsyi TepMiny npiavnocTi;
_ _ 9.0 mréraga. s | 1O mrfrabn (900~ 110.0% Bm sagBALHOT RifnkbeT )
MIKPOBIOJAOI'TMBA ¥ npenapati qonycrame:
SUCTOTA. ' Baransne wucnd acpobanx Mmpuopramzmm (TAMCY.~ ne Gimauze 10° KOE/ 4 H KOESr
' ' 3aransie wnCAo APIRAROBYX | mnicaRBAN rpubis (TYMC)~ ye Sinbue 102 XOE/T.: <HI KOE/r
He jporvexsersen Escherichio cofi 8 1 v npenapazy. Bianoaigae

3RKTIOYeHHS: apenspaT Bianopigac pumoram MK (3‘&2595 Blll H 21.2(}23 }
HoMep figensii BUpoSHUgoT Aifesuiti: NeTR/AUY/20619/18-0 8if 09.06,2020.
K1lum A 3acBinuy, Hio HaBeneHs RHIIE 1H¢ﬂpmaum € AOCTOBIPHOID T2 TOUHOK0. Lo cepiro np{w:,rxun Gy 10 BRpOGHERO (BKMCUaIOUN
ﬁaKyBEHH}ifH&pKyﬂaﬂHH} T4 H[}G}iﬁ,EiEHD KOHTPOAs 11 AKoCTi MR BUILEIHANEHIH Aine i Y BOBNIN BiNNoBIAROCT] 3 BHAOranise GMP,

BCTAHOBNEHHMY MICHEBAM ptrympﬁﬁm OPFaHOM, 8 TAXOK BIAIOBIAHO R0 cneiudikanil, mo MicTsTecs ¥ peectpaniinoMy ocee. [potoranu
BUpo0RUIITSE, MAKYBaHHA Ta ananizie Oysio REPETNSHYTO T8 BCTAHGRASHO BinNoBiAHICTs GMPy,

Hauanssus sigatny 3 xoxtpomo sxocrif Kaxen Koanyixa / niamic

67102027

Saray Mah. Dr. Adnan Bilyiikdeniz Cad. No:14 Umraniye 34768 Istaribuil Tel: 90 216 633 5000 Faks: 90 216 635 66 69-02
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