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JTEPKABHA CJIVKFBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIU OBJIACTI

npog. CeitimmuHoi Hagif, 3, m.Kuis, 02099, Ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOr0 B YKpaiHy JiKapcLKOro 3acody

09.10.2023 Ne 34000/23/10

METUJIEPTOBPEBIH

(HaliMeHyBaHHs JiKapchKOro 3aco6y 3riZHo 3 peecTpaiinum TOCBITHEHHSM )
po3unH Aas in'ekuii 0,2 mr/mu mo 1 Mut B ammyJri; mo 5 amnya y Oaicrepi; no 10 6aicrepis y
KapTOHHIA YNaKoBUi

(Qopma BUMYCKY, 103YBaHHS, BU NTaKyBAHHS NIKapchKoro 3acoby)

Homep peectpauiiioro nocsimuenns UA/9077/01/01 crpox aii peectpamiiitoro noceizgenss 01.01.2099

Cepia nikapcekoro 3acody Ne 13RGS8C KinekicTe BBE3€HOr0 ikapcekoro 3acofy 1246
BupobHuk «Xemodapm» AJl, Pecniy6nika CepGis
(HaliMEHyBaHHS BUPOOHMKA NiKapCHKOTO 3ac0o0y, Kpaita MmoXo/KeHHs )
Bee3eHo B Vkpainy Houipne mignpuemcrso "CTAA-YKPATHA " Komnanii "BEIIXA
berainirynrcresensmadr grop ®apmasepre M6X'", ixenr. xox:
32110540

(nalimeHyBaHHs Ta Koz 3a €JIPIIOY IOpUIMYHOT 0co6u abo mpizeuie, iM'a, 110 6aTHKOBI Qi3naHOI
0cobu - mianpueMi, il Micle IIPOKUBaHHS Ta peecTpaniiiuui HoMep 06IKOROT KapTKH MIaTHHKA
MOAATKIB ab0 cepist Ta HOMEp MmacnopTa)

[Iporoxon BisyansHoro koutpomo six 18.08.2023 N2 2177/17.

Jlaboparophuit aHai3 AKOCTI NiKAPCHKOro 3acoby 3aificHeHHii:

HI1 "LenTtpansra naGoparopis 3 aHanisy skocri JIKapChbKUX 3aco0iB | MEIUUHOT MPOAYKIIiT"
(m.Kui, Byn. Kyapsasceka 10r m.Kuis, Byn. Kyapsiecska 8B Kuiecska obnacts, ¢. Hogi ITeTpis1i,
ByJ1. IBana ®panka, 19)

(HaliMeHyBaHHS Ta MiCLE3HAXOKEHHS JTabopaTopii, 1o npoBesia 1JabopaTopHMii aHa3 SKOCTI)

BucroBok 1010 sikocTi nikapcekoro saco6y, Buaannii nabopartopiero six 14.09.2023 Ne 1608

Pesyneratu naboparoproro aHanisy AkocTi TKapchKoro 3ac00y 3a MepeBipeHUMH NOKa3HUKaMKu BIANOBIIAIOThH
BHMOTAM METOIB KOHTPOIO AKOCTI (aHAIiTHYHO-HOPMATHBHOT JOKYyMeHTallil).

3a pesynbTaTaMu JepKaBHOTO KOHTPOIIO BCTAHOBIEHO, 1[0 NiKapceKuii 3aci6 BBe3eHO B YKpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOABCTBA MO0 326e3MeYeHHs AKOCTI JIIKapCEKUX 3ac00iB.

—

-

Ipuna ITAJIAMAP

(imiutiany ta npissuine}




State Service of Ukraine on Medicines W

JepKaBHa ciyx0a YKpaTuu
3 KapChKuX 3aco0ie ta KOHTPOMO 32 B ﬁ and Drugs Control
HAPKOTHRAMHM
P B0
lepxasne mignpuemerso "HenTpanbna A State Enterprise "Central

JaadopaTopis 3 aHATI3Y SKOCTI JiKapeLKHX
3aC00IB | MeIHIHOT IPOAYKRIT"

Laboratory for Quality Control of
Medicines and Medical Products”

Vipaina, 04053, m.Kuis, ayn. Kvdpseceska 101

menihake (044) 272 57 98

welb. www.clab.com.ua, e-mail. centraffab@clab.com.ua

10G, Kudryavska sireet, Kyiv, Ukraine, 04053
Tel/Fax +380 (44} 272 57 98
web. www.clab.com va, e-mafl: centrallab@clab.com.ua

Ceprugixar anasmizy Ne 1608 Bix 14.09.2023

Ha3zBa 3pazka:

Peccrpauiiianii nomep:
Bupoduiux:

Honep cepii:

Micue BinGopy 3paska:
3AMOBHIK!

Cynposiguuii poxymenT:

AKRT Biadopy 3pazka:
Cran 3paska:

AaTa oTpHMAHHS 3pa3ka:

Harn Bukonanus pobir:
Bua kourpostio:

Micue nposeaeHst
NS LHOCTE:

H, sianosiano ao axol
NPORORHBCS AHANIZ:

METWJIEPTOBPEBIH, posunu ans in'exuiit, 0,2 Mr/sui o 1 M B amIyini; no 5
ammysn y daicrepi; no 10 Grictepis y kaprouniit ynakosui

1644.23

Xemohapm AJl, Pecnydnika Cep6is

13RG8C

JIT"CTAA - YKPATHA"

Hepxasna cnyx0a Vkpainu 3 JIKApCBKIX 3ac00iB Ta KOHTPOMO 3a HAPKOTHKAMH
Jiner Ne 6701-002.0.1/002.3/2-23 Bin 28.08.2023 p.

Ne Big 29.08.2023

3pazok B CTAR NPHAATHOMY 1R POBEIEHHA BUNPOOYRAHL

30.08.2023

30.08.2023 - 14.09.2023

3a posnopamkeHHam Jlepxasrol ciyx6i Yxpathu 3 ikapebkux 3acobiB Ta KOHTPOIO
32 Hapkotukamy ("IM", Tloctanosa 902)

All «Uentpansua naGoparopis 3 AHATIZY AKOCTI MIKAPCHhKHX 33c06iB i MeaMuHOoT
IPOAYKITIT»

MK po p.n.Ne UA/QQ77/01/01, aMinu

NokasHNKEK Bumormn H[l PesynuoraTi

Cnuc 1. Mlposopuit, GesbapsHnil po3unH Bianosigae

2, [po3opicTe. Mpo3opui - He Binowe, Hix Boaa R abo CTaHpaprtHun  Bianosinae

DoaYUuH |*

3. KanwkoposicTs - 6e3bapeHus Bignoginae
lnerrudixayis 1. MeTuneprometpuny manear (TUIX). Noautnena Bianosigae

2. Memnepmmemuuy Manear (BEPX): MoauTuexa Bianosinae
pH 27-38 3.1
Ob'em, wio BuTaracTees He meHwe 1.0 mn Bianosinae

1.0

Mexaniuxi sxnoueHHs Buginmi vactiy: maiixe BinbHUI Big YyacTox Bianosipae
Mexanivydi BKrodYerHs Hesugumi vactku: Bignosigae

HacTok >= 10 Mrkm He Binsbwe 6000 JYacTok/amnyna

“M&CTOK >= 25 MM He Ginbiue 600 MacTok/amnyna
KiNbKiCHE BU3HaYeHHs 1. TiocevosuHu: 0,50 mr/Mn: 0,45 - 0,55 mrimn 0.52 mr/mn

2. Xnopuay warpio: 9,0 mr/mn: 8,1 - 9.9 mr/mn 8.9 mr/imn

28,6%

3. MeTunepromerpuny maneary: 0,20 mr/mn: 0,18 - 0,22 mr/imn 0,19 mrimn
YnakoBka 3riaHo Bumor MKSA Bianosinac
BHCHOBKH: Ceprudikar aHanizy Ne 1608 min 14.09.2023 MIATBEPIOKYE, WO NepeBipenni 3pazox fpenaparty

METWIIEPTOEPERIH, PO3UMH JUIs iH'ekuifi, 0,2 Mr/mn no [ mu s amItyai; no § amnyn y onicTepi; no

10 Baicrepis y kaprouniii ynaxopi, Ne cepii | 3RG8C, rupobunuTso Xemodapm
Ceplin Biamobizae BhuMoram ~MK5_I;;;1;Q__,_-p:.#_1j;,3.’;}I'g-“&}_:&;’907%01,’01,
NOKA3IHHKAMH. L. % LTSRN

Hupexrop

All, PecryGnika
SMIHH 34 HaBeIeHHMH BHILE
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[iLIsArae NoBHOMY aGo udeTkoBoMy BILTBOpeHHIO Ge3 noasony JITT “[lentpansHa naGoparopis 3

aHATI3Y AKOCTI MiKAPCRIIK 3acoBiB I MeauuHol npoaykuii”

Kineus ceprudikara ananisy Ne 1608 sia [4.09.2023




flepexnan Ha yxkpalHCEKY MOBY
Bnaux 1 jorotan koMnanii Xemodapm

CEPTHO®IKAT AKOCTI

Ha¥imenysanus:

METHJIEPT OBPEBIH

Jhikapceeka dopma;

posuuH nna iH’ekuii, 0,2 Mr/mn

BupoGHuK:

«Xemopapm» AJl, Cepbist

Hassa 0110407 peu0BHHH Ta KiNMLKICTH B
OJIMHUALLL O3H:

[ MU PO3UMHY MICTHTB: METHIEPIrOMETPUHY Masicary 0,2 Mr

Poamip 1 Buz ynakoBku:

no | ma B amnyni; o 5 aMmyn y 6nicrepi; no 10 6nictepis y
KapTOHHIA ynakosLi

Peectpauilive ceigourso: UA/9077/01/01

Cepis: 13RGEC

Jlara BupobHULTRA: 04 2023

Hpunatuuit no: 04 2025

Pasmip cepit: 1246 ynakoBok

Imroprep: HIT «Crana-Ykpaina» Komnanii «BEITXA

berattnirynreresensiuadt ¢rop Papmasepre MEX», Yipaina

JinbHyus BUpoOHUUTRA: «Xemohapmy AJ

besnrpaacekui max 6/u, 26300, m. Bpiay, Cep6is
ALNbHULY YaKOBKY: «Xemohapm» AJl

bearpaacobkuit wnsx 6/n, 26300, m. Bpwau, Cep6is
HincHuns sumycky cepii: «Xemodapm» AJl

benrpancekuii winax 6/x, 26300, M. Bpuan, Cep6is
Jlinensig Ne 515-04-02154/2017-11 mig 28.03.2017

Ceptudikar signosigHocti GMP
BUPOOHUKA:

044/2017/GMP

AHani3 nposeaeHo Bignoeiguo no MK

Hasga tecry Bunorn PesyabvTaTa
B aHaJI3IB

Onuc (Opranonentuynnii, BHy TpiLLHiH ITposopuii, GesGapernii pozuunn Bignosinae

METON)

- npo3opicTs (USP <851>) IIpozopuii — He Ginasure 3a Boxa R ado Bigrosiaae

CTAHAAPTHUH po3umH [*

(Ph.Eur. (2.9.20))

- konboposicts (Ph.Eur, (2,2.2)) Oe30appuui Bignosigac
LieHTH(DIKALIA METUICPrOMETPUHY

Maneary: TO3UTHBHA
- THIX, USP [TO3UTHEHA NO3UTHBHA
~- BEPX, USP 103UTHUBHa

pH 2,7—38 2,9
(Ilorenniomerpuyninit, Ph.Eur, (2.2.3))

O6’em, wo sutaractses (Ph.Eur. (2.9.17)) | ne menuwe 3a 1,0 mn 1,1 ma
MexaHi4HI BKAIOYCHHA: BUAHMI 93CTKH Maibke BiIbHMH BIA 4acTOK Bianosinae

MexaHiuni BKIIOUYEHHS; HEBUANMI YaCTKHA
(Ph.Eur. (2.9.19))

- JACTKH > 10 MxMm

- YACTKY = 25 MKM

He Ouretie 6000 vacTox/amnyna
He Buneine 600 vacTox/amnyna

J3qacTok/amnyia
| yacrka/amnyna
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ankanoiau (THIX, USP) . _
- CYMapHO He 6inbme 5,0 % Bianosijae
KinbKiCHe BU3HAYEHHS TIOMOYEBUHHA 0,50 mr/man 0,51 Mr/mn
(BEPX, sryTpilunii Meton) (0,45 — 0,55 mr/mn)
KinbKicHe BU3HAYEHHS XJOpUaY HATPifo 9.0 mr/mn 8,9 Mr/mn
(IloTenuiosmeTpuune THTpYBanHA, Ph.Eur.) | (8,1 —9,9 mr/aun)
KinbKkicHe BU3HAYCHHS METHREPrOMETPUHY | 0,20 Mr/mn 0,20 mr/man
Majieary Ha sunycx: (0,19 — 0,21 mr/mn)
(BEPX, USP) Ha tepmin npunarnocti: (0,18 — 0,22

MI/vn)
Crepunbhicts (Ph.Eur. (2.6.1)) CrepunsHO Bianosinae
baxkTepianbHi €eHNOTOKCHHEH He ompure 1,70 MO engotoxcubin/Mr < 0,0010
(Ph.Eur, (2.6.14)) METUIEPTOMETPHHRY MANeaTy MO/mr
*EP2.2.]

Mu nanum MATBEPKYEMO, U0 BHIIEHABEAEHA 1HpOpMAaLis ARNSETLCS JOCTOBIPHOIO 1 TOYHOIO.
Hana cepis nponyxry Gyna BUTOTOBJICHA, BIIIIOYAIOYH TIAKY BAHHA/MAPKYBAHHSA 1 KOHTPOTH cepil,
Ha BuluC3asHa4YeHIH BUPOGHWYIH HiNbHUUI Y [MOBHIN BiAMOBINHOCTI BHMOIaM GMP Micuennx
PEIYJLITOPHAX OpraHis Ta cneuudikamil peecTpamiiinoro nocne KpaiHH-IMITOpTEDA.

[Ipouec BupobuuuTea cepii, yrakosxu i pe3yneTaTh aHAmM3iB 6yyM pO3rIAHYTI i Ga3yroThes Ha
BLANOBIHOCTI GMP,

Binxuneuus y pigpowenni scoeti i BHIYCKY NPOAYKLUIT:

¥ Biaxunenus sigcyTHi Tak, yca veobxiana nomaTtkora IH(pOPMaLls HAasRHA

Komenrtapi/mprMiTiu:

Hara Bunycky: 31.05.2023 YnosnosaxeHa ocofa (QP) nignuc
Paanpoii Kocosaut

{Ieperaad suronano JII «Cmada- Vipainsis




