AEPKABHA CJYKBA 3 IKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHU Y KHIBCBKIM OBJACTI

mpos. Ceitmagro] Hazil, 3, m.Kuig, 02099, ren/akc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koa €EAPIIOY 37078774

BHCHOBOK
HPO AKICTE BBE3EHOro B YKPAiHy JikapchbKoro 3acoly

14.09.2023 Ne 44835/23/10

OKTPEOTH]I - Mb

(maliMeryBaHHA Tikaperkoro 3acoby 3riTHO 3 peecTPARITIM MockiTeeHuAM)
po3vHH 1)1 iH'exknin, no 0,1 MI/Ma; Ho 1 M B aMayJi; 0 5 aMITya y nauni 3 KapToy

{¢hopMa BHIIYCKY, AO3YBAHHA, 3L NIAKYBAHHSA. TIKAPCEROro 3ac00y)
Howmep peeerpaniiizoro noceimens UA/14242/01/02 erpox aii peectpauiiinoro nocsiguenas 01.01.2099
Cepis sikapcekoro sacoby Ne 30119BF KinexicTs Bee3esoro nikapeexoro 3aceby 450

Bupo6mix _benpanmic I'm6X, HiMeuynna

(naiiMenyBanna BRpOOHUKA JIKAPCHEOrO 3ac00y, KPATHA NMOXOKEHHN)

Bacseno B Yxpainy CrijibHe YKpaiHCLRO-eCTOHCEKE HIANPHEMCTBO Y QOpMi TOBAPHCTBA
3 oOmeskeHo0 BixnosinambHicTIo "' Orrrima-Papar, JITI", inenr. xoa;
21642228

(HatiMenyrasng Ta koa 3a €JIPTIOV wpaanswol ocobu afio npisnunte, is's, no SaTexaei diztnuoi
ocobi - nipnpieanid, il MicLie NPOXNBAHHA TA peccTPALERHNIL HoMep obnixopol KAPTKE WIATHHKA
neaarTkis abo cepit Ta HOMEP MACTOPTY)

Iporoxe:a sisyanenoero xonrpomo sig 13.09.2023 ne 2853/1.

3a pesymbTaTaMil  {epwasHGIO  KOHTPOMIO BCTAHOBIEHD, IMO JiKapceiitit 3aci6 seeseko B Vkpaiuy 3
AOTPHMAHHAM siMmor 3aK0HCAaBCTES BIOZ0 320e3nedeH s AKOCTI NIKAPCBKIX 3ac0biB,




Cepradixar AHamizy Benaaic
IIpoaykr Oxtpeotun 100 mxr Kpaina-excnoprep: Himeuunna
Haspa renepuunoro  Oxrpeotun - MB, pozunn ais  Kpafma-imnoprep: Ykpaina
npenapary i exniit 0,1 Mr/mn, no 1 Mn B '

aMIyJi

Poamip ynakosku:  Ne5 (5 ammyn B kapTOHHIH BnpoOuuk Benpanic 'M6X, Kenreupinr
YNaKOBILi) BIINOBIAA/IbHAT 32 17, 82041 O6epxaxiHr,
BHIYCK cepii / Himeuunna
Himeunna:
Homep cepiibulk:  30119B Jlinensis na DE BY_04 MIA 2023 0005
" BHPOOGHHITREO: /ROB-53Ph-2677.Ph_2-35
Howmep cepii: 30119BF Po3mip cepil: 160 nitpis (30,000 amnyit 460
6.000 ynakoBok)
Homep
peecrpaniiinoro UA/14242/01/02, JlaTa BHPOOHUOTBA: 19.01.2023
NOCBiNYeHHA B AliicHmit 6€3¢TPOKOBO
Ykpaini: |
| Tepmin npuaaTHocTi: 01/2028
Tect Cnenudixanis PesyabTarn
1.0nuc [Ipo3opa 6e36apBHa piguHa Biamosigae
2.InenTudikanis Ha xpomarorpami  sunpo6osysamoro | Bigmosinae
(oxkTpeoTHy) pO3UHMHY,  Ofiep)aHoro y  posjimi |
«Kimpkicue BU3HAYCHHAY, yac
YTPMMYBaHHA OCHOBHOrO IIKy  Mae
CHiBOAAaTd 3  49acoM  YTIPHUMYyBaHHA
OCHOBHOIO IIIKYy Ha  XpoMartorpami
PO3YHHY IOPiBHAHHS |
Ha  xpomarorpami sumpoGosysanoro | Binnosigae
PO34YAHY Ma€ BHABIATHCS OCHOBHA IJIIMa
Ha  piBHI  OCHOBHOI TIIMH  Ha
XpoMaTorpami  po3UMHY  NOPIBHSIHHA,
BIAOOBiAHA i 32 PO3MIpOM, IIOJIOKEHHAM
Ta 3a0apBICHEIM
3.I1po3opicTs po3unny Po3unn mae 6yt nposopum Binmogigae

4. KonsopoBicTh po34uHHy -

3abapBiieHHa po3uHHy Mac OyTH He
iHTCHCHBHIMAM 3a eTanoH By

S.pH

Bix 3,9 o 4,2

6. O0’em, MO BUTHAracThHCSH

He menme 1,0 M

7.Mexaniyni BRIIOYEHHS
- BUAMMI 4aCTKU

- HEBUJIUMI1 YaCTKH

Mae 6yTu 6¢3 BUAUMHX MEXaHI9HAX
BKIIIOYEHE

> 10 MM < 6000 yacTok/amIry i

> 25 MxM < 600 4acTOK/amIry i

8. OgnopignicTs o30Banux | AV <15 Bijiﬁoﬂiﬂ;zie
ONMHAND ] (AV=41)
9. bakrepianbi He 6inbure 20 EO/Mn <6

eHAOTOKCHHH

% e 5 /53y

ovos 25




10.Crepunsmicts Mae 6yTH cTepuIEHEM Bianosinae

(Ph.Eur., 2.6.1)

11.Cynposigni nomimkn e

- Gyab-siKa crienudigna He 6inenre 0,2 % | <LOQ*

inentudixoBana zomimka

- Oynp-sxa HeinenTuoikosana | He 6insie 0,5 % <LOQ*

AOMimIKa

- CyMa JIOMIIIOK He Gimsme 1,5 % | <LOQ*

12.Kinpkicne Busnauenns | Bix 0,095 mr g0 0,105 Mr/mn 0,102

OKMpeomuoy (95 — 105 %) Bix 3a3HaYCHOL KiTBKOCTI (102%)
| OKTPCOTHAY

D[Acm]-Oxtpeoran/ RRT 0,95 - 0,97; OxrpeoTn MeTAI ectep RRT 1,20 - 1,22, *LOQ =0.1 %

IluM s 3acBiaqyo, mo HaBeAeHa BHINE iH(OPMANis € 10CTOBIpHOO Ta TouHOO. L0 cepiro mpoaykuii 6yso
BUTOTOBJICHO Ta IIepeBIpeHo Ha gkicts B Comodapm Papmanoiititne Eproiiraicce I'm6X (Imaycrpimrpacce
3, 34212 Mens3yuren, HiMeuunna), BKio9aoun nakyBauHs/Mapkysanns B Bioxanon ®apma I'm6X (BYIL
Kexnep 7 /I-76437 Pamrar) y nosHii BizmoigHocTi 40 Airogrx Bumor GMP, mo BCTAHOBIIEHI MiCI[EBEM
PEryIATOPHMM OPraHOM, a TaKOX BIANOBIAHO A0 cnemubixamiit mo MiCTATHECS y peecTpaliiiHOMY AOCHE
KpaiHH-iMroprepa. IIpoToKomM BUpOGHMIITBA, NIAKYBaHHS Ta aHAi3iB cepiéft 6yJo mepeBipeHo Ta BM3HAHO
TAKUMH, IO Bigmosigators GMP, Bunpasnenuit Ceprudikar AHamisy Big 30.06.2023 (oHOBNEHO HOMED
JineH3ii Ha BApOOHHIITBO)

KonTposs gxocri: B Oco6a, 110 YIOBHOBaXY€ BHITYCK cepii:
Hoxrop [laniens Kyse JlokTop Knayc-IOpren Kox

ITocama: KepiBHuK Biaainy sikocti Iocama: KBamidikoBana ocoba

[Iigmnuc: Ludposuii nionuc ,Z?aﬂfeﬂb Kyne | Ilinnuce: (ITionuc)
Hama: 13.07.2023 11:47:07 +02°00°

Hara: 13.07.2023 Hara: 13.07.2023

Crop.131




