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JIEPXJIIKCITY XKBA
NEPYKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUiBChKINH OBJIACTI

npocnext Banepis Jlobanosebkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOY 37078774

BUCHOBOK

Npo AKICTb BBe3eHOro B YKpaiHy JiKapcLKOro 3ac00y

28.04.2021 Ne 20674/21/10

PO3YJII®

(MaliMeHyBaHH JTiKAPCLKOro 3ac00y 3riAHO 3 PeECTPALIHHIM MMOCBIIMCHHAM )
TabJeTKH, BKPHUTI IL1IBKOBOI 000.10HKO0I0, 110 10 mr; mo 7 Tadaerox y Gaicrepi; nmo 4 daicrepu
y KapToHHiii Kopooui

((popMa BHIyCKY, A03YBAHHS, BUI NAKYBAHHS JIIKAPCHKOTO 3aco0y)

Homep peectpauiiitoro nocsinuents UA/11831/01/02 crpox nii peectpauiiiioro nocsinuenna 01.01.2099

Cepis nikapcbkoro 3acody Ne C901D0121 KinbKicTb BBE3EHOT0 NiKapchkoro 3acody 960
BHpPOGHHK 3AT ®apmauestrunnii 3apoa EI'IC, Yropuna
(naiiMeHyBaHHs BUPOGHHKA MiKApCLKOro 3ac00y. Kpaiha MONOZKEHHA)
Bae3eHo B YKpaiHy CrijibHe YKpaiHChbKO0-eCTOHCbKe NINPHEMCTBO Y GopMi TOBAPHCTBA
3 oGMesxenolo Binnosizaabuicrio "Onrivma-Dapm, JITA", inen. woa:
21642228

(naiimenyBanHs Ta ko 3a €JIPTIOY lopuaniHot ocofH abo npizpuLLe, iM's, N0 GaTEROBI (Pi3HHHOT
0co0H - NiANPHEMLS, T MICLC NPOKHBAHHA T peectpauiiinmii Homep 001iKOBOT KAPTKH MIATHIKA
noaatkis abo cepis Ta HOMEp nacriopra)

Mpotokoa sisyanbHoro kontpouio sin 20.04.2021 Ne 1229/12.

3a pesyibTaTaMH JEP/AKABHOrO KOHTPOJIO  BCTAHOBJEHO, U0 nikapcbkuii  3acid BBeseHo B YKpaiHy 3
AOTPHMaH
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BAQ dnpmancnrnaeckad oo HC
WOPHARYCCKIA Apec:

1106, ¢. Byaancur, va. Kepeeryph. 30-38, Benrpig
Teaedon: {36)-1-803-5554, Tencdarc: (36)-1-803-

5556

dakrnueckuii agpec:

HI65. 1. Byaanewr, ya. bexeusdenan, 118-120,
Bewpus

012
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AT dapmzuesTuynnil sasey E1'IC

P Ha ﬂ.‘lpﬂ?ﬂ:

1106, m. Byaaneur, sy Kepecrypi, 30-38, Yiopumna
Tenedon: (36)-1-803-5554, Tesedare: (36)-1-803-5556
ihakTiuKa aapeca;

1165, m, Bynancwr, By, bexenpe:nai. 118120, A
Yropipua ﬁEGiﬁ

Cepradgmrar kagecrsa { CeprudixaT sxoeri Ne 1473/2021/LM

Hanmenoranne npenapara: /
Halimexysanns npenapary:

Cepnn Ni: / Cepin Ne:

Homep anama: / Homep ananiay:
Jata awasmaa: / Jata auanizy:

Homep perneTpaunonnoro
esunevenbeTaat / Homep
peecTpanifinoro nocsigueHuHa:

Cpox gelicTBHA per. cBnmeTeILOTRA?
{ Tepsin xit peect. nocsignenss:
Cia gefic TBHA/AKTHBHOCTS: /

Cuna nil/akTHBHICTD:

Hokasavenu kavecrsa/
floxaiumxy axocti

Ounncanne npenapara: / Qe apenapary:

Tloaaunnocrs aeltcrsyomers nemecrnas /
Inerrdivauin airowoi pesounui:
- BYAKX: / BEPX:

-TCX: / THIX:

MopanssHLTh THERHA IHOKCHIA B COCTRRC
060 104KH TREACTRN - (HBETHAR pearusa): /
Laesmdrikanin Tvrany nioxenay y cxnam
offooHkH TatneTin: - (KOMkopona peaxitin):
Koanuecrnensoe conepxanye
Acitereyiero seuecrae (BYKX): /
Kinxicunll amicr aiouol pevosiis {BEPX)

UA/0553_2.1
Len

Po3yasn® ;rabaeTsn, NoKpsiThI nAcKouHOl ofonouKoll no 10 mr N28
(7x4) B Gancrepax / Poxynin®, tabnetkn, BKPHTI MAIBKOBOIO 0BONOHKOID 1O
10 mr N28 (7x4) y 6nicTepax
C901D0121 HaTa nponipogcTna: / 01.2021.

Hara supobunursa:
KGY/2021/593  Fomen go: / Mpuzarunii so: 01.2024.

15.02.2021. Konusectno npomyxuin 8 14040 kopoGox
cepiu:/ KinsricTs npoayxuil 8
cepil:

UA/L1831/01/02 Howmep auuensuu: /
Homep ninensii: ML MNe HU-M-EGIS

Gecepounoe / Homep ceprndunxara GMP:/ 5 .
GezcTpoxoae Homep ceprudikary GMP; OBl RS
I1abaeTra conepaut: 10,68 M polypacTaTHH UMHKA, 4TO COOTBETCTAYET
posyBactaTnya 10 mr/ | tabnerka micTire: 10,68 Mr po3yBacTaTHHy HUHKY,
ui0 BIANIOBIRAC po3ynacTatHHy 1D Mr

Pesyastatu/ Hopmsn/

Pesyavratu Hopuu

Coorsererayer!  Beawte wet nedrn Geanie KPYyTIRIC CIETKA ABGHKORLITYKIRIE
Bianosinac TabaeTH, nokpeiTeie nacuounelt obenousedt, Ges uan nouTn Ges
{B) amaxa:

fA) oar mabremor cepuil, RpouIREOLHNBIX NG CIMAOUN PAIPaGOMER
apengpama: © rpasuposxolt cruantosanuoll Gyxem E ua eanedi
cropone TabneTsn;

(6) dus  maaemok  KOMMEPMEUKHX Cepuini &  TpaBmpomoil
erianzesannoll Syxal E na oanelt cropone vsfinerkn 1 nomepa 592
na apyrei cvopone ralaerwn, /

Bisi afe mafiwe Gisi wpyrni nerka asoonykni Tabnerku. sxpue
nutinxonoto obasonkoto, Ges abo maibwe Get yanaxy:

€4} Onst mabremor cepifi, supobaenux na cmadif posposu npenapamy; 3
rpaniloRannAs crttizosanol nitepu E na oaniit croposi taGnerc;

{5} dan matGaemor Koaeprifino cepifi: 7 rpaBipyBamIaM cTHAIOBAIIOL
aitepn E sa oauili cropowi TaGaenar i womeps 592 wa imuii cropon
TabaeTri.

Coorsererayer/  Bpemn yaepansanua (fx) OCHOBHOTO MBKA HA XPOMATOIPAMAME
Bianoninae HCALITYEMONO  PACTBOPA  BO/DKHO  COOTACICTEOBATE  BpEMCHH
YARPRHBSHES OCHOBHOTO HHKA HA NDPOMATOIPAMMVE CIRNARPTHOID
pacTRopa / Yac ytpamysauns (ir) oCHOBHOID MIKY H& XpoMaTorpami
BpOGORYRAHDIT  PUSHHNY MAC  RHOBIITI  MECY  YTDPHMYBAMEK
OCHOBHOTC KA 118 XPOMATOrpami CTANAAPTIONG POIaHIY
Coomsercrayer!  (CHOBHOC DATHG M3 XPOMATOFPAMME HCOLITYEMOIC PRCTROPA N0
Bianosiaac LTy B peamdnie Ri202%H0 COOTBETCTBOBATH 0CHOBIOMY NATHY HA
XPOMATOIPRIMMC CTaHAAPTHOTe pacrsepa / (CHoBMR sasMa Ha
XpOMaTOrpasi BIRPOSOBYRANOIO POTHHIY 18 KORLOPOM i BEIMMINION Ry
mac pinnominams ocHosuilt nassi mg XposaTorpami ¢rawmapraore

POTHHHY
Coomscrcrsyer/  1iRernan peanunn aomeus Guith mosowaresnunoii (B pEINIhERTE
Bianosiaac HCNbITANHES noaydenusili pacTaop npuobperaet epanwensii wner) /

Konsopora peaxiiz mommnsa Gy uoswimshoio (B pesyawrari
siIpoliyeanus otpasannil poiyns raBysac nosapantenni! kosip)

£ K0 i 01 -
w HANpUXin mepminy.
[t ReLs G
Q0.4 % 95,0~ 105,0% 90,0 - 185,0%
9,94 mifratia, 10,086 wr £ 5% 10,08 mr -10%/45%
(9,50 - 10,50 my) (9,00 - 10,50 wr)
polysacTatTina/radn. nokp.at 060, / posysactaTHny/Taba, Bxp.i.
obox.
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JAO dapsmanentauecknii yasn1 3THC

HOPHAIMCCKHTT DApeT: X
o Pt B i . OPIINYHE ATPEca; )

il':'..g?d:n :"’(;4:;":”; n;élﬁ ::;mlkap(ga:f gfnaf";(gm 1106, m. By aaneinT, mya. Kepeerypi, 30-38, Yropaum

SoA% i i i Tenedon: (36)-1-803-5554, Tenedaxe: (36)-1-803-5556

e dakriesim aspeca;

AT Papmanenruyusil mooy EFIC

arTisecknil apec:

1165 ¢ Byaanewt, v Bexensgieaan, 1i8-126, ;’!:)SP;I!::IEL}MHNHT. By Srachigeas, T1H10, @ ECGIS
Benrpun =l
Posyaun® ,rabrieTis, nokpuitsie maekonnodi oboaoukoit no 10 mr N28 (7x4)
8 Banctepax / Posyain®™, tabnerxs, skputi naisxosoio ofiononkoro no 10 mr
N28 (7x4) y GnicTepax
Cepua No: / Cepis Ne: C901D0121
ilocropounue npumecn (BYKX): / —— 8 ROHye CpaKa zednocrmuy:/
Cynposiimi aomiwku (BEPX): Mfﬂ’%cf sanpuKingg mepainy
P BURVERY] npudamnocmi:
- npEsecs ROS-1: / nosimka ROS-1: 0,2 % ne Boutee 0,5% / ne Gimsine 0,5%  we Gostee 0% 7 He Ginbe 3,0%
- npamecs ROS-3: / gominsa ROS.3; < 0,03 % ue Gonee 0.5% / we Ginswe 0.5%  ue flonee ,5% £ ne Sinie 0,5%
- npusteck ROS-ImpCHsun,1: / josimxa B i ite Goaee 0,2% / ne Gimve 0.2%  we Gostee 8,2% / e Ginpe 0,2%
= 0,’03 ‘0
ROS-ImpCHsun,1:
- npusees ROS-lmpCHsun,2: / nosiusca < 0,03 % ue Boaee 0.2% / 1e Ginvwe (,2%  ne Gonee 8,2% /e Gimue 0,2%
ROS-ImpCHsun.2: S T
- mobag ppyras npusecs: / Gyan-gxa g 0.1% e Gosree 0,2% / we Gineme 0,2% e Gostee 8,2% 7 e Gimne 0,2%
foMimga; v
~ e¥MMa fipuneceid: / cyma aoMinok: 03 % tee Goree 2,0% / ne Ginbe 2,0%  we fostee 4,0% / e Giabie 4,0%

(Koauuecman npuMecell SNPANCERD 8 REPECHEME Na Pezpeacmammi) (npedea Jansnenun npusteced:0,03%) /
{RireXicHb AOMIOK BUPANCENRO € HEPEPAXYIKY NE POIVEACIIam ) (sexcq 3anenciix domimon: ,03%)

Pacraopense (nepexon netiernytomero 94 - 101 % ue menee 75 % (Q) 0T HOMUHEALHOED KOANMECTRS Aeiicrayioners
BEIRECTBA B pacTrop) (Vb 'i o= G8 % BEIICCTEA B0LKNE NePeiltu b pacTdop 3a 30 sun / ne Menwe 75 % ()
cekTprdoTomerpun): / Fowmuienns Bi HOMIMATLHOT KinnkoCT Ai0YOT PEYORMEN BOBIKHO HEAXOUTH §
(nepexin aitotol pesosinn & posa) (Y- postnn 3a 30 Xn
cnextpodoromeTpia)
Cpeannsg Maces; / Copenis sacy: E53,5 mr 153,8 Mr £ 7,5% (142,3 = 165,53 m1)
Qanopoanocss macews: / Oanopimmsicrs Macit Coorsercrsyer/  Osvwionenuc or cpemell Macen:

Bianoniaac a4 90% {18/20) rabacion ~ ue Gostee & 7,5%,

aan 1% (2/20) Tabaevor — ue Gonee = 15% /
Biaxmaenun 8in cepeamnot macu:

ana 90% (18/20) Tatnetox ~ ne Giavme + 5%,
s 1% (2/20) tabaetox — ne Ginstue £ 10%

Teepasers (vevoliuupoeTn & I8 H He menee 50 M/ ne memme 50 H
partanansannio): / Toepaices (crilikicrs ao

PO3AABBOGARHA ):

Conepwaune sonst (TuTpoBanne no mereny 5,2 % ne Goaee 7,0 % / 11¢ Giavme 7.0 %

K. Oumepa): / Bmicr noan (Twpynanns
seronom K. @iwepa);

Onnoponnocts ANPORRIHBIX AN AV =41 Corazcno Esp. @apm: AV < 150 (8 = 10), oo yorosme ne

(oanopeanocrs cosepwamnn} {(BYKN): / suinonactch, 10 AV <€ 150 (n = 38), n am 3030 tabaerew

OavopinKicTh I03OBIHHX OAHHIIIb HOKPRITHX AAcHeun0ll 060/0%K0l KoandecrBruHoL colepwanne

(o;mopinmicTs pmicty) (BEPX): ACHCTHYIONILI0 BCICCTBA ANERHO HAXOIHTLLH B nurepnaae 0,75%M
- L25xM  (AV-ponycremoe Imaticmme, M- peEKOMENAYEMEN
BestHMsHg) /

3riano €sp. Dapst .t AV £ 15,0 (n = 10), RKImC yMOBA HE DHKOIYETHCH,
™0 AV < 15,0 (n = 30), i a3 30/30 1aGacTOK BKPHTHX TINIBKOEOIO
of0sl0HKoI0 KiakkicHuit aMict girouol penoksi mae Gyt B irrepaani

0,75xM - 1.25xM (AV-nonyerume mavcuns. M- pexomeniobasta

BETHHNHA)

MuxpoGuonorsicesan yucvora:'/
MixkpoGioaorivia wnerora: !
- abeiee wneao a3pobubix Gaxrepmii: / < 10ir ue Gosree 10° & | r rpenapara / ue Ginswe 10°s 1 ¢ NpEnapaTy
3aransya KinbKicts acpobrux Gakiepili:
- o0miee vacaio rpubon: / saranepa kiaekicrs < 100/r ne Goaree 107 » 1 v npenapara / e Ginsine 10 8 1 ¢ npenapary
rpubia:
-~ Escherichia eoli: Coornercrayer/  oveyrernme B 1 ¢ npenapars / piacyTai n | £ npenapary

Bianosinae
Paztsep u tim ynakonsn: / Poauip i Tun Coomereryer/  [le 7 TaBaerox b Ganevepe; no 4 Ganerepa 8 Kaprounod Kopoelxe; ¢
YIBKOBKU: Bianosinae MAPRHPORKO va yRpauncKos mnike, / [lo 7 rabactox ¥ Gaicrepi; no

4 Grictepa y xapTounili Kopofili; 3 MEPKYBANKSM YKPATHCLKOK MOBDIO.

“Henstmasiue npogedam ne dar Kaxcdod CEPMU, CHUMATA ONR HEpBel cepru doda, Yames 038 Kadcooi 107 cepun / “Bunpotiveanns
NPOBOARNL HE BAR KOMCHOT CEpiY, CHONGNIXY B8 nepal copil PoxY, nomiss Ona koxesoT H-F cepif
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rpm;t;;’;;;:;"“ﬁ sanon IFHC AT dapuauesTuwiuil mnos EI'IC
1106, v Byzaneur, ya. Kepeoiypu, 30-38, Benrpun ﬁ’g:“:’:? ‘%.t-’lpi’:ﬁir i I i 30-38, Yropuoum
Teaedon: (36)-1-803-53554, Tenedraxe: {36)-1-803- Y };ﬂn ¢ IV MEPCPEIP: r 2O
5556 é‘eueému: (26)-1-803-5554. Teneduaxc: (36)-1-803-5556
" AKTHWID 3apeca:
PaxTHYeCKIR apes: ; e . . -
1163, r. Gyaancurr, yva. beketindrenas, 118-120, i,”"" M. byianemr, gy . Beserndenai, 118-120, EECIs
* ¥ropuena
e i

Bearpun

Pozyasn®™ ,TaGieTin, NOKpeIThie NiicHo4HOI 0BostouKoit no 10 Mr N28 {(7x4)
B Gometepax / Posynin®, tabaerki, skputi mniskosoo ofonoHkoo no 10 mr
N28 (7x4) y Guictepax

Cepun Ne: / Cepin Ne: C201D0121

Hactommuy 8 ylocronepsio, wre HpuseicHNan e HudopMILHA ADIACTCH aecrenepuoll 0 Tounedi. ITa npoavkunn Hua
ApoHIBEALHA (BR/IIOYAR YNAXOBRY/MAPKUPOBRY) H NPOBEACH KONTPOAL €¢ KANCCTBA Hi HBILICYROMMRYTOM YHRETKE B 116.1HOM
cooTBeTeTBIN ¢ Fpelosamunmn GMP, YeTINOBICHHBIME MECTULIM PErYNATOPHLIM OPFANOM, & TAKAL COTNACHD cneunduRAUHY,
conepaattieiics n perncrpaunonnom Auene. IIPeT0KeAE IPOIIAGACTES, YHAKGHNN H ARZANIOB GLuTH HEPLCMOTREHBE H YCFAHORICHD
cootRercTBNe GMP / Lium 1 saceimyio, mo nasesicna sunte ingopmaiis ¢ Aoctoripuoio i Tousowr. 1o npoiyxaie Gyio siroroBieno
(BRIMOUAKI YIAKORKY/MAPKYBAHIE) | npom/Ieno korTpons T sxecti ua meIrAZANI Aisruad B nosiil Biononi akocTi 2 aorasi GMP.
BCTAHOWICHHMN MICLCBHM PCTYARTOPHIM OPrAHOM. & TAKOW BIATIORIDHO MO creunbiranil. mo sictirtned 8 peccrpauiiivomy nockc.
Iporoxkenn pupoSnuutea. ynakosxis Ta ananilis Gy1o reperianyo | ReTanorieno pianosiicrs GMP
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