P

AEPKABHA CJIIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOUTIO 3A
HAPKOTHKAMHM Y KHIBCBKINA OBJIACTI

nipos. Caitanysof Hanii, 3, m.Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOI0 B YKpaiHy JikapcsKoro 3acofy

14.09.2023 Ne 44716/23/10

JYIHETAM®

(HalimMeHyRARHA AIKAPCHKOTO 3ac06Y IrARO 3 PECCTPALLINIM NOCEIT4CRHAM)
O3UMH A% I exniil, 200mr/ma, no 15Mma (3r) B ammy.ii; mo 4 ammynn y 6aicrepi; mo 1
’ Y ¥ P
Oaicrepy y kaprouniii xopofui

(hopma BHIYCRY, NO3YBAHHA, BRI MaKYBRHHA Nikapeskoro 3acoby)

Homep peectpaniiisoro nocsiguenns UA/8165/02/01 crpox aii peecTpaniiinoro nocsipuenns 01.01.2099

Cepin nikapcokoro sacoby Ne V013B0523 KinbxicTs BBe3eHOrO Nikapeskoro sacoby 200
Bupotmix 3AT Dapmauesruunnii 3ason ELIC, Yropiauna
{HaitmeHypanHs BUPOGHIKA MKaPCHKOTO 3a¢00Y, KpalHa NOXOAHCHHA)
Bpeseno s Yipainy CnifbHe YKPaiHCHKO-6CTOMChKE MANPHEMCTRO Y dopmi TORAPHCTEA
3 o0mexenow BignorinanngicTio " Onrima-®apm, ATI", izenr. rox:
21642228

(ralivenyRaknA T2 koL 32 EAPITOY sapumrinol ocofiy a6o npispuite, iM', 110 63ToROB hisHTHo]
ocofis - nianpiseMus, i¥ Micue NpoKHBAHNA Ta peecTpanitinnii Homep oBaikosol kaptxu nraTHEKa
nonaTRiB abo cepis Ta HOMep nacnopTa)

Tiperoxon Bisyanrsnors wentpomo sig 11.09,2023 N 2834/2.

Ja  pesynsTATAME JACPKAEHOTO KOHTPO/IO BCTAHOBAEHO, WO AiKApChKHME 3acif  BResck0 B Yxpairy 2

AOTPHMAHHAM suMor 3aK0HOAABCTRA MOHO 3abeseyenHs SKOCTI MiKkapeh KX 3aco0iB.

_lpuna TIAJIAMAP




3A0 PapmanesTHueckuil 3ason ITHC
IOPHIMECKHH anpec;

1106, r, Bynanewr, yn. Kepectypu, 30-38, Benrpus
Tenedon: (36)-1-803-5554, Tenedaxce: (36)-1-803-

5556
daxmueckuit anpec:

1165, r. Bynanewr, yn. Bexenndennn, 118-120,

Benurpus

3AT Mapmauesruunnil 3asox EI'IC

IOpPHAMYHA BIIpeca;

1106, M. Bynanewr, syn. Kepectypi, 30-38, Yroputuna
Tenedou: (36)-1-803-5554, Teaedaxc: (36)- 1-803-5556
(akTH4na anpeca; —

1165, M. Bynanemrt, yn. Bexensdeni, 118-120,
Yropiumsna

Cepruduxar kauecrna / Ceprudirvar sxocri Ne 2820/2023/TA

HauMmenoBanue npenapara: /
HaliMeHyBaHHs Npenapary:

Cepnsn Ne: / Cepis Ne:

Homep anannsza: / Homep ananizy:
Hara ananm3a: / Jlara ananisy:

HoMep perucTpaLHOHHOrO CBHAETENLCTBAS /

Homep peecTpalliiHOro NocBiqT4eHHs;
Cpok ageltcTBHS per. CBHAETEJLCTBA: /
TepMmin mii peect. nmocBimyeHHu:

Cnna neficTBHA/aKTHBHOCTS! /

Cuna aii/aKTHBHICTH!

[Ioxazarenun xayecrBa/
[Toxa3sHHKH AKOCTI
Onyicanne npenapara: /
Onmc npenaparty:

HopnuunoecTh AeiicTayroniero pemecrsa 1.;
(BIXKX) / Inentudixanis airouoi peyosunn 1,:
(BEPX)

MonnuunoCTH REACTBYIONIETO BemecTRa 2.¢
(TCX) / Inenudixania airouoi pevosunu 2.;
(TILIX)

Knnuw:rnenﬂu cnnepmmne neﬁtrnymmeru

pewosunu {BEPX):
HocToponnse npumecn (BINKX): / Cynponinui
romimku (BEPX): |

- moban HAeHTHOHUHD. npuMech: / Oyab-aka
inenTudikopana gomitka:

- n106as HeupnenTHGHUND. NpHMeck: / 6yab-aKa
HeigenTdikosana foMmika:

-~ CYMMa npumeceiiss

oh\f
HeeTHocy:dd KOt

/% o
Q
3

pH:
Haenexaemuiit 06u€m: / O6’em, 1110 BUTATEETHCH!
MexannueckHe BRIK4YeHHA: / Mexaniuni
BKINOYEHHA:
- HEBHAHMBIC YaCTHUbI; / HEBHAUMI YACTHHKH:

- pa3mepom / po3MipoM 2 10 mkm:

-~ pas’mepoM / po3MipoM = 25 MxM:
- BHAHMBIC YACTHILIL: / BUAMMI YaCTHHKH:

UA/0565 1.5

Jyuetam®, pacmop A um.emmﬁ, 200 mr/mn 3 r/15 ma Ne 4 (4x1) B
ammynax / Jlyneram®, posuun mwus in’exuidt, 200 Mr/mn 3 /15 ma Ne 4 (4x1) B

aMmIiysax
VO013B0523 Jarta npoussoacrTra: / Jlara 05.2023.
BHpOOHUUTRA:
QC2R/2023/1907 T'open po: / Ipunaruuit o: 05.2026.
20.07.2023. KonnvecTBo npoayxkuuu B cepun:/ 1 200 xopoGok
KinskicTs npoayxkuii B cepi:
GARIES 0201 Homep nunensun: / Homep niuensii: ML Ne HU-M-EGIS
beccpounoe /
Oe3cTpoKoBe
1 ma pacTeopa cogepxuT 200 Mr nupamerama / 1 M po3YMHY MICTUTB
200 mr mipaueramy
Peiyabratsl/ Hopmei/
Pesynbrarn Hopmu
Coorpercreyer/ Tlpoipaunsiii Gecusernniii pacTBop Ge3 3anaxa, 3an0JHEHHBIH B AMITY/IbI H3
Bianosinae GecuseTnors crexna ¢ Teuxol Minoma obwemom 15 ma / Ilpozopwis
Ge30apeuuit po3unn Ge3 sanaxy, 3anosHenui B aMnyaH 3 Ge3bapsHoro cxna 3
TOYKOM0 3710My 06'emMoM 15 M
CoorBercrByer/ Bpema yaepxXHBaHMA NHKS NHpPaLETaMa HA XpOMAaTOrpaMMmMe HCHBITYEMOTO
Bianosinac pacTBopa .u'n.lmmn COOTBETCTBOBATL TAKOBOMY Ha XpomaTorpamme

Coorsercrryer /
Bianosinae

3,04 1/15 Mn

0,1 %
<0,02 %
0,1 %

Coorseternyer /
Bianoeinae

CooTseTcTBYyeT /

Bianosinae

5,8
15,5 mn

10 mir./amn.

1 wir./amm.
Coorsercrayer /
Bignosizgae

L\ /7 /ff Jaﬁ(/a/ﬂfﬁ%'

O/.09 05

XpOMATOrpami nn_npoﬁouyaaﬂoro pOS‘IHH}‘ Md€ BIONOBIAATH TaKOMY Ha
XpOMaTOrpaMi CTaHAAPTHOTO PO34MHY HipalleTaMy

OcnoBHOE NATHO XPOMATOrPAMMBI HCABITYEMOr0 PACTBOPA AOHKHO Mo
pasMepaMm, [BETY H BeIH4YAHE R cO0TBETCTBOBATHL OCHOBHOMY NATHY
XPOMATOrPaMMBbI CTAHARPTHOrO pacrsopa / OCHOBHa MIIAMA XPOMATOrPaMH
BUNPOGOBYBAHONO PO3YHHY Mae€ 3a PO3MipaMH, KonbopoM i BemmumHol Rp
BiZNOBiATH OCHOBHIH MIAMi XPOMATOTPAMH CTAHNAPTHOTO PO3YHHY

3,0 £5% (2,85 — 3,15 r) r nupanerama/I5 ma (95,0 -105,0%) /

3,04 5% (2,85 3 15 r) r nipaueramy/15 mn (95,0 105 ,0%)

npu aninycKe: € KOHUe cpoKa 200Ho0Ccmu:/
npy suNycKy: Hanpukinyl mepminy npudamuocnti:

He Gonee 0,2 % / ne 6inpine 0,2 % He Gosiee 0,5 % / ne 6insme 0,5 %

He Gonee 0,05 % / we Ginbiue 0,05%  we Goaee 0,05 % / ve 6umsmre 0,05 %
He Gonee 0,5 % / we 6inpine 0,5 % ne 6ostee 1,0 % / ne Ginswe 1,0 %
(Konuuecmso npuMecedl sbipa3ceno 8 nepecyeme Ha NUPayemam / Kinskicmo

OOMIUOK BUDANCEHO 8 NEPEPAXYHKY HA Nipayemam)

Oxpacka npenapaTa no/1kHa ObITs He HHTEHCHBHEE ITA0HA UBETHOCTH B

B coorBeTcTBMM AedcTBylomeii Esp. @apm. / 3abGapenenHs npenapaty

NOBHHHO OYTH He iIHTEHCHBHINIE eTanoHa KONbOpOBOCTI By BianosimHo miouoi

€sp. Papm.

[Ipenapar amosuken GbITh NpPO3PaA%“HBIM N0 CPABHEHMIO ¢ BoaoH Ann

HHBEKUHH HJIH He AO/KEH NPEBLINATL N0 HHTCHCHBHOCTH MYTHOCTb

ITa/10HMoH cycnenann I / Ilpenapat nosuuex OyTH NpO30pHM Yy MOPIBHAHHI 3

BOXOKW s iH'cKuif aG0 He MNOBMHEH NEPEBMINYBATH IHTCHCHBHICTH

KanaMyTHOCTI €TaNOHHOI Cycnensii L.

5,0-6,5

ne meree 15,0 mn / ue mennie 15,0 mn

e 6osiee 6000 wiv. / amnyna / ne 6inbine 6000 wr. / ammyna
ne Gosree 600 wrr, / amnyaa / ne Ginswe 600 mr. / ammyna
Ilpn  Bu3yanshoM :mu'"rpnm MEXAHHYECKHE BKJOYCHHA  [10/DKHBI
OTCYTCTBOBATE / llpu Bisyansnomy KOHTPOZN MeXaHiuHi BIUIOYECHHA NOBKHHI
6yTH BiNCYTHIMH
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3A0 ®apmanesTHycckuil 3ason ITHC
IOPHIONYCCKHHA aapee: _

1106, r. Bynanewr, yn. Kepectyph, 30-38, Benrpus
Tenedon: (36)-1-803-5554, Tenedakc: (36)-1-803-
5556

3AT @apmanesrnunnit 3ason EI'IC

IOpPHAMYHA anpeca;

1106, M. By aanewrr, syn. Kepecrypi, 30-38, Yropuna
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556

¢akTuyya agpeca:
daxmueckuit anpec: | - - . ; .
1165, r. Bynanewr, yn. Bexensdenau, 118-120, Lllgs;;;.:aynamm'r, By Brxcspenn, 11 8:120;
Benrpus P

Jyneram®, pacteop ans uubekuni, 200 mr/ma 3 /15 ma Ne 4 (4x1) B amnynax /
Nyneram®, posunn s in ekuii, 200 mr/ma 3 1/15 M Ne 4 (4x1) B ammynax
Cepns Ne: / Cepig Ne:  V013B0523

Crepunsnocrs: / CrepunsHicTs: Coorsercryer/ [Ilpemapart aosken 6b1Th cTepnabHbiM / [Ipenapar nopuseH 6yTH CTEPUILHUM
Bianoeiaae
Baxtepuansnbie angorokcennst: / Bakrepianeui < 0,6 E3/ma/ Conepsxanne GaKTepHAIBHBIX JHI0TOKCAHOB B NPENAPaTe A0KHO ObITh He
€HIOTOKCHHU: MO/mn Gonee 5,8 EJ/mn / Bmict GakrepianbHiX eHAOTOKCHHIB B nipenapati Ma€ OyTH He
6ime 5,8 MO/Mn
Pasmep i THn ynakosxu: / Poamip i Tun Coorpercrayer/ [lo 15 mn (3 r) B amnyne; no 4 amnyael B Gouerepe; mo 1 Gimcrepy B
YTIAKOBKH: Bianosinae kapTonHo#i kepobxe; ¢ MapkHpOBKOi Ha yxpaunckom gabike / [To 15 ma

(3 r) B ammyi; 110 4 amiy;m B 6nicyepi; no 1 Guicrepy B KapTonHil kopobui; 3
MapKyBaHHAM YKPATHCHKOIO MOBOHO

HacToRium A YIOCTOBEPHIO, YTO NpUBeAcHHARA BbhlIEe HHPOPpMALHA ABIACTCA AocTOBepHoit U Tounol, 3Ta npogyxkuxa Gbiia nponisescna
(BKIIOYSA YIIAKOBKY/MAPKHAPOBKY) H NIPOBEALH KOHTPO/Ib ¢ KAYECTBA HA BLILCYNOMAHYTOM YYRCTKE B NOJIHOM COOTBETCTBIM ¢ TpeGoBAHHAMN
GMP, ycTaHOBJIEHHLIMH MECTHLIM PErY/IATOPHBIM OPraHOM, & TAKXKE COTJIACHO cneuHHKALMH, coaepxallelica B PETHCTPANHOHHOM J0Che.
IpoToKoLI NPOH3IBOACTBA, YNAKOBKH H AHAIH30B GbIA NepecMoTpeNsl M yeTanoniaeno cooTercTsne GMP / Llum 3 3acsiauyio, mo HaBeaeHa
sunie indopmaiis € nocToBipHoo i Tousow, Lo mpoaykuilo Gyno BUroToBNEHO (BRTIOYAIOUH YIIAKOBKY/MapKYBaHH#) 1 MPOBEACHO KOHTPOMD il AKOCTI
Ha Bumesrafaxift Ainanui B nopHil sianosigsocTi 3 BuMoramu GMP, BCTAHOBAEHAMH MIiCLIEBMM DETYIATOPHHM OPraHOM, @ TAKOX BIANOBIAHO JIO
cneundixauil, 10 MICTHTLCH B peccTpaliiHoMy aocke, [IpoToxonu BUpoGHULTRA, yIAKOBKY Ta aHasi3iB Gy/10 nepernaHyTo | BCTAHOBNIEHO BiANOBIAHICTS
GMP

Jara Of]/ CX/M L0

bynanewr

T Tr—— Kousiisonans ocob
Budapest - Hungary L  Te L33
| Dr. Lajos Kortvélyessy
Qualified Person
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