JAEPXABHA CIIYXKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMMN Y KHIBCBKIA OBJIACTI

-npocrext Banepis Jlobanoscrkoro, 51, m. Kuis, 03110, Ten/daxc; (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOV 37078774

BACHOBOK |
PO AKICTH BBE3EHOr0 B YRpainy JKapcsKoro 3aco6y

12.06.2023 Ne 26760/23/10°

MEJONPAMIH®

(HaiiMesyBaHHA TiK3PCLKOTO 32006y 3TIMHO 3 peecTpaLifitM NIOCRITICHHAN)
TabxeTKH, BKpHTI HAiBKOBOIO 060101K010, Mo 25 MI Ko 50 TabaeTok y ClkaAnoMY $IaKoHi; I
1 paaxony B kapTounii xopobui

(GrapmMa BHIYCKY, ID3YBAHHA, BILA TIAKYBAHHA JTIKapCLKOTO 3acofy)

Homep peectpanifizors nocsizaeans UA/0320/02/01 crpox aii peectpaniiinoro nocsiguenns 01.01,2099.

‘Cepis aixapcbxoro sacoby Ne 6071C0323 Kinekicrs BBe3eRoro nikapeskoro sacoby 1200
Bupobrux 3AT Papmauestruruit 2asox ELIC, Yroprmsa
(nafiMenygauns BupobRika mikapeekoro 3acofly, KpaiHa NOXOLKEHNRS)
Bee3eno & Yipainy- ChinbHe yRpalHCBKO-CTOHCHLKE NIANPHEMCTBO ¥ IOPMi TOBAPHCTEA
3 oOmexkeHol0 BixnoeinanenicTio " Onrima-Papm, JITI", ineur. won:
21642228

(nalimenysannd 1a ko, 3a EAAPTIOY jopnanazol ocody abo npiseuite, is's, no GaTekoBi diznuuoi
acoH - niANpREMIA, T MicOe MPOXHBAHHA T peecTpaniiinmii Homep ofikoBOT KAPTKH MNATHIKA
foaaTkie a0o cepis T2 HOMEp HacnopTa)

TipoTokoa BizyaneHoroe wontpesnio six 08.06.2023 Ne 1753/1.

3a  pesyIBTaTAMH JEpKABHOrO KOHTPOMO BCTAHOBACHO, DO MKAPCEKHH  34ci6 BBeseH0 B YKpaiuy 3
AOTPHMAHHAM BHMOI 3aK0HOAABCTEA 010 3abe3medettin AKOCT] JlixapcsKHX tacobik,

Komnsiposa JLB.

(mpisaiietanitianm).
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3A0 OapmauesTiyeckali aasoa IFUC JAT ©apmauestTruanit asen EFIC
JOPHBIMCCKHA anpec. o IOPHIMHE &npeca:.
1106, r. Byaatewry, yi. Kepecrypn, 30-38, Benrpus 1106, M. By nanewrt; sy . Kepectypi, 30-38, Yrupmuua
'Tem::poﬂ (36)-1-803-5554, Tenedaxe: (36)-1-803-5556  Tenedon: (36)-1-803-5554, Tenedaxs: (36)-1-803-5556
‘daxmivecxuht afpec: (aKTHUHE alipeca: .
1165, r. Byaanewrs, yn. Bekenutenan, 118-120, 1165, . Bynanewst, syn. Bexensdenni, 118-120, &Ig
‘Bexrpus Yropumnea <l

CeprudpnkaT kavectsa / Ceprndikar axocri Ne 1446K/2023./DE

HanmeHoBaHKe npenapaTa: / Menunpamun®, TabneTky, NoKprIThIe ieHOYRON 000504KGI, 25 M1
HaitmenyBanna npenapary: N 50 8o dpaaxoune / Meninpamin®, tabaeTky, BKPHT! IL1IBKOBOK 0600HKOIO,
25 Mr Ne 50 y dpnakoni |
Cepus Ne: / Cepin Ne: 6071C0323 Jdata npon3soacrea: ./ Jlata 03.2023,
o BHpOOHALTBA: | |
Homep ananusa: / Homep ananisy: QC2R/2023/979  Tonen ao: / Mpuaaraui fo: 03.2026.
JMara anaansa: / Jlata asanisy: 04.05.2023. KoanyecTBo npoayKuny. B 4350 xopobok
| cepnu:/ KinexicTs npoaykuit B

| cepil:

Homep perucTpaLHONHOTO UA/0320/02/01  Homep tuuensns: / |
eanaerenserna; / Homep ‘Howmep niuensii: ML Ne HU-M-EGIS

_peecTpauiiiHoro NoCBiAIEHHA: |
Cpox aeficTBHA per. cBuReTeAbCTBE: Heccpoynoe /

1/ Tepmin gii peect. nocsimuenHs: ‘BeacTpokose __ o
Cuna neilicTBHA/aKTHBHOCTDL: / 1 TafsieTKa CONEPRNT MMHANPAMHBHA FTHAPOXJIOpHAR 25 M/
‘Cuna pil/akTUBHICTD: 1 Tabnerka MicTUTb iMInpamiHy riapoxnopuny 25 mr
Tlokazarenn kauecrna/ PesynsraTey/ Hopmsr/
Tloxasnuky akocTi PesynbraT Hopmu
Onucanne npenapara: / Onuc Coorpercrayer ! Kpacno-xopsimeBsie  Kpyrible . ABOHKOBRIMYRIBIe TaGaerin,
. fipenapary: |  .Bianosinace NOKPLITHIE nmnoqnnﬁ o6osoukofi, ¢ mavemoii novepxmicraio,.
¢B0GOIABIE OT MEXXNHUSCKAX IarpAIsennit # NaTen, 503 WK mouTH -
Ge3 3amaxa. Ha nosepxuoctTn TablneToK MOKPSITHMX MAEHOMHOH
obonouxofi AenycKaeTCR RPHCYTCTBHE HEIHIYUTEILHLIX
Hepoanocredi-/ Uepsoho-koprunesi kpyrii Asoonykii rabneTkn, BRpUTI
{UTBKOBOIC 0G0TORK0N), 3 MATOBOKD TIOBEPXHEIO, BinkHi BiX MexaiuiNHux
3abpyaMcns i IwisM, 6¢3 abo matixe Ge3 3anaxy, Ha nosepxni tabnerok
BKPHTHX TUIBKOBOK) 0GOIOHKOK JONYCKACTHCS NDHCYTHICTE HEZHAMHMX
______ ~ mepisHocTe
Alper: / Konpoporicte: Coorpercreyer/ KPRCHO-K0 pHHeBELE / YEPBOHO-KOPHIHEBHF
Biarniosinae
3anax:/ Janax: Coorsercrayer / 6e3 vau nouTH B3 3angxa / 6e3 aGo matbxe Gez sanaxy
Bianosinac
Pazmepnr: / Posmipy: | | N |
~ AuameTp: / giameTp: CootBETCTBYST [ oxons 7,1 ani 7 6niakxo 7,1 Mve
Bianosizae |
- BhicoTa: / BHCOTA: 4,13 -4,25 mm 4,20 mm L 6% (3,95 - 4,45 mm)
Mopaunnocts I, — geliersysomero:  Coorpetcryer/ Ocnopnee NATHO HA  XPOMATOrDAMME MCOBITYEMOG PacTBOpA
sewecTsa (TCX): / lgeutudixauis 1. = Bianosinae A0/HKHO RO PAIMEPAM, UBCTY H senn4bHe Ry coorBeycTROBRTL
airodo peaosuny (THIX): OCHOBHOMY MARTHY HA XPOMATONpAMME CTIHIAPTHOFC pPACTBOpR /
OcHOBHA nuisMa Ha XpOMaTOFpaMi BHMPOGOBYBANOrO PO3MMHY MAE 32
po3mipaMi,. KONEOPOM i BeHYKHONG RiBIAN0BIZATH OCHOBHIE naaMi tia
- | XpoMaTorpami CraHAsPTHOTO PO3UHHY
Hopsannocts 2. ~AeHcTAYIOMETD Cooriercrayer / YE  cnexTps!  NOOLICHAN  HCOBIYYEMOI0 B CTAHRARTHOrD
Bewsectoa: (YD-cnexrpodoro- Binnoginae PACTBODOR, CHATLIC O1HOBPEMEHHO, B NpeALaRX Aaub soan 200-350
merpun} / lacutndixatiia 2. — aiouoy HM [J0/KHBI BMETh OAMMAKOBYI0O ¢apmy kpuboil., Mawcumym
pesosuHl (¥ @-crektpodoToMeTpin). NOYSOMICHUH ROKEH HAXOARTLCH RPN ANtHHE BoaHbl 251 £ 2 M / YO

'CIEKTPH NOTHMHANNHS ﬂnnpoﬁonyaauorn 1 CTAHNAPTHOTC POIUNKIB, 3HATI
'OBHOYACHO, B MExXax NoBiHA xBunk 200-350 HM nosuHui MaTH olHaKOBY.
popmy xpuBoT. MakcuMyM OORMHAKHA NOBHMHEH 3HAXOAMTHCA NPH.
 BOBRMWHE XBUi 251 £ 2 uM

KoanyecTaensoe copepianie
-AciicTYioul. pemecten (Y- |
enexrpofoTomerpug): / Kinukichnui
‘BMICT zitoM07 pexosnnn (Yd.cne '
‘boroMeTpin}

e 25,00 mr £ 5% (23,75 — 26,25 Mi)
P\ '(95 0 - 105,0%) HMHNPAMItHA runpnmnpnna / TAGAeTKS, noKpLITAR.
spicHounoh oGoneqketi / iminpamivy rigpoxnopiny / Tabnetka, Bxpura
s SUIBKOBOKY OD0N0BKOIO

COK Gt i &
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3AC PapmanerTuveckiit :asoa WHC

1OpHAHYCCKHTT aapec;

1108, r. Byascwr, yn. Kepeerypn, 30-38, Benrpus
Tencdou: (36)-1-803-5554, Tenedaxe: (36)-1-803-5556.

3AT ®apmanesTHysmil 3880a EFIC
IOPHAHTHA ATPECa; N
1106, m. bynanewn, syn. Kepecrypi, 30-38, Yropuna
Tenedon: (36)-1-803-5554, Tenedake: {36):1-803-5556

baxmueckult aagec: {akTHYNE aapeca: : |
1165, r. By zanewst, yn. Bexenbdennw, 118-120, 1165, M. By nanedrr, Byn. Bekenbdéiini, 1 18-120, (Ei IGE‘ s
‘Beurpus Yropunsa -

MeFl MHH*.TI:H, NOKPLITLIE AIEHBGHOH 060.10Koi, 25 M

Ne 50 o duaxone / Meninpamin®, rabnetku, BxpyTi niskoboro o6ononkom, 25 M Mo 50y

dnakoui

Cepus Ne: / Cepis Ne: 6071C0323

Osvopoasiocti nodsposaunmx.  AVy=3§,) Cornzcrno Esp, Papm.:: B

eatimy (YO-<cnekrpodoTomerpun): / AV £ 15 (n = 1), ecan yenosiie He Brinoanaerc, To AV <14 )

' OAHOPIANICTS 030BAHNX OIHHHLE (n = 30), w wra 30/30 TabuieToK, NOKPLITHIX MICROYHOH 06Goavdxod

(Y®-cnextpodoromerpin): KOUMECTBEHHOE coaepxanne aeficTBYIOIIEro BEUICCTBA 00/HKHO.
HAXOAHTECH B HHTepuane 0,75xM ~ 1,25xM* /
3riasic Cep. apw . | __
AV 215 (n'= 10), sxuo' ymoBa HE BHKOHYCTLCR, TO AV < 15 {n = 30), |
ans 30/30 TabneTox, BXpUTHX NNiBKOBOIO OBOIOHKOI KiMLKICHHH BMicT

- Ait0901 pewoBHER Mac nepelyBaty B ikreprani 0,75 x M - 1, 25 x M*

Tlocropousne npumecn (TCX): / |

Cynposimi goniuen (TILX): |

- wmunoaubewsnn: fiminonibensin:  <0,1 % ae Goaee 0,3 % / ve Ginutne 0,3 %

= mobag apyran npumecs: / Gyas-ska. < 0,1 % e Gonee 0,3 % / ue 6innme 0,3 %

KinsKicTs rputin:

R11a JOMinKa:
Cpeanan macca: / Cepeass maca: 1551 mr | 154,06 mr = 7,5 % (142,5 - 165,6 mr).
Onusopoanects Maces:: / Cootaercrayer/ Otkonenne o1 cpenneil macess:
Onnopiauicrs Macu: Biznosinae nnz 90 %e (18/20) abur.m.06. — we Gosee 7,5 %,
ans 10 % (2/20) vabn.n.o6. — me Gosee + 15 % /
Bimpmnenita Biy cepenunoi Macy;
naa 90 % (18/20) Tatin.s.06 - ue Gimiwe + 7,5 %,
o | ws 10 % (2/20) vabn.s.of. — ne Ginsie = 15 %
Pacnanaemoctn: / Poaneaaims: 5 MH/XB e Gonee 30 mun / He Ginsiue 30 x2
Teepaocte (yeroiivnboeTs & 105 H He menee 40 H ¢ ve memue 40 H
- plmlmmnnm): . TBBP,I[iC'I“h ' LT
(cTifixicTs A0 po3aaBRORANMA): o
Iloveps s macee npu epicymmnanui: 2.5 % te Gonee 4,0 % / He Ginsuie 4,0 %
/ Brpara B Maci 1IpM BHCYIynaHHi:
Pacysopenne (nepexon 99 -102 % He menee 75 % (Q) o1 HOMMHAIILHOTO KOAHYECTBA WMINIPAMMHS
ReilcTRYIOMICTO BEIMECTEA B pACTRIP) Xo= 100% FHAPOXAGPNAR 20TMN0 NepediTh B pacTrOp 23 45 MuuyT / He mewuie
(Y@-cnexrpodoroserpun): / 75 % (Q) sin- noMinanbhoi kinnkocti iminpaMiny rinpoxnopuny Mac
Posundesns (nepexia aiovol nepeliti B po3dHA 3a 45 xeAIMB
PEYORAHE ¥ po3dMH) (V-
-CnexTpodoTOMETDIA)
Muxpobnonsrusueckan uncrors: /
MixpoBienoriusa uncroTa: | L S
«  obwee  ducap  apobiibix < 1000/ he Gosiee 10° B | 1 mpenapara / He Ginsine 107 8 1 ¢ npetiapary
MuKpoopramuzmMes; |/ saraneHs.
'KUILKICTH 8¢pOGHMX MIKPOOPIaHimiB: | )
- obmer uneno. rpubon; / zaramena < 10/ ‘ue Gonee 10 5 § r npenapara / e 6umie 102 n 1 ¢ apenapary

- Escherichia coli;. CooTBETCTBYSET / oTcyverBMe B 1 r npenapats / Bincymicts 8 | r npenapary

Bixnoninae o
Padsep u Tun ynakoski: / Posmipi  Cootaerersyer / Mo 50 rabnerok 8 ererinnuom daxone; no 1 paaxony B xaprounoi
“THI YDAKOBIGH Biznoninac xopobre; ¢ Mmapkuponiel R ypauuckom sizeike. / [To 50 tabnerox o

CKNAHOMY aaxodi; no 1 dnaxory 8 kaprouuiit kopobiti; 5 MapKyRaHuAM
YKPATHCBKOK MOROIO

"4 V = dongyemiistoe smsnoneisie, M - pexomendyesan eenuuuna/* -AV - donyense sioxunenns, M » PEKOMEHDOBANA BENUNUNA

Hactosiuum 8 ymoctomepare, yve npusescruan seume nndopmalis ABIneves AocTaBepHOH B TOuHON, Dra npoayxuuA Gbias
NPOHIBCALHA (BKMIOYAN YNAKOBKY/MADKIPOBKY) 3 NPOBLALH KOHTHOTL €€ KAMeCTBS HA BBIWEYNOMAHYTOM YHACTKC B I0JHOM
COOTBETCTBHN ¢ TpeGopannamn GMP, ycTaroBIenHEIME MECTHBIM PECYNATOPHBLIM OPraHoM, § TAKKC COIIACRO Cheusbuicanmy,
coaepaaineiics B perHcTpaunounom Jocke. JTporokonn MPOMIBOACTRA, YNAKOBKH M ANA/IN308 GLLIH NEPECMOTPEHE! It YOTEHOBNEHD
coormercrane GMP / 1in g 3aceindyio, mo Hasenens sHue indopmaitia e ROCTORIDHOO | TouHON. 1o npogyxuio Gyno sxrotosneso
(rxmonatoyn YNeKOBKy/MapKynaHHs) i NPOBEeACHO KOHTPOAL i1 AKOCTI BA BH caEIAnM DTN B IORMIT BIATOBIAHOCTE 3 BUMOTAMY GMP,
BCTaHOB/ICHHMH MICLIEBHM DET'YRATOPHAM OPTAHOM, 8 TAKOX BiANOBIAHO N0 HENRDIA IR P

BAPOONATEA, YNAKOBKHM Ta AHANi3iB Gyn0 nepersnny10 i BCTAKGRNEHO bi o pnilizs GM

wn AT /0 Sw/ 1]

byaanemy
Egis Pharmaceuticals PLC
Budapest - Hungary
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