CEPTH®IKAT AKQCTI

HPOKCIYM®, NOPOINOK JUIS PO3umMny A4 in’eknii, 40mr

{lani Anicia losanmec, Ynosnosascena ocoba Jatopamopioc Hopmon C.A, saceiduye wo npenapam
Kpaiua Bupobnunxa: Icnanig
Cepis: X7721
Hara BupodunurTea: vepsens 2024
Peecrpauiiine nocriguennn: UA/13996/02/01
Jlixaperka dopma: nopomok s PO3UMHY An4 iH exuit 40Mr
Posmip Ta THO nakysanpa: | (rakon y xaprousif masumi
Cuna i/ AxTuericTn: [Tanrompasony 40 mr (y hopmi HATPIIO CecKBirigpary 46 mr)
lpenapam 6ye eupobrenwii v eidnosionocmi do sumos Hanesenol eupobruuol npaxmuxu ma pecempayitinozo
noceiduens
BupoSuuk nikapeskoro sacofy:
Aabopamopioc Hopmon C.A., Ponda de Banvdexappico,6, Tpec Kanmoc, 28760 (Madpuo), Ienanin
Ceprudikar Bignosigrocri GMP BHPOGHHIITRA T4 KOHTPOJIIO AKOCTI:
supobaux: Jadopamapioc Hopmon C.A,
agpeca: Ponda de Banvdexappico,6, Tpec Kanmoc, 28760 (Maopuo), Icnanis
Jlilensin na BUPOGHIITRO A5 BEix BUPOOHHYRX AIMLHANE 1 ZINBHALI KOHTpom:0 axocti: 0330
Ceprndikar sianosigaocti GMP: NeESAIS JHVI?23

Kontpons nposeaenwii y ginnosinmocti 3 MK 10 PIT Ne UA/13996/02/01

Kinbricrs B cepii: 58897
Tepmiu npuaaTHocTi: uepsens 2026
Tepmin aii; Heobmexeumil

TTOKAZHIUKH CIMENNHPIKALIS ( Ha BHIIYCK) PE3YJIBTATH
1.Omuc IMopomox Ginoro abo maitke Gimoro KOIIbOPY Binnosinae
2.Inentndiranis;

2.1. BEPX 2.1. Yac yTpuMyBanns ocHOBHOTO MKy NAHTOMPA3ONy Ha
(€.P.2.2.29) XpOMaTOIpMi BUNPOOYBAHOTO POZUHHY, OLCPKAHOIO B
YMOBax KUIBKICHOIO BHM3HAMCHHSA, NIOBMHEH BiAMOBinaTH . .
. . Bianonifae
HUACY YTPHMYBAHHS [IKY AHTONPA30IY HA XPOMATOrpami
PO3YHHY HOPIBHSHHS
2.2. TIIX 2.2. OcHoBHa naMa, Ha XPOMATOrpaMi BHIIPOBYBAHOrO . .
(€.&.2.2.27) . Bimmoginae
PO3UMIY, 3a pPOSMIPOM Ta [ONMKSHHAM ITOBHHHA
BIAMOBIZATH OCHOBHIA mnaMi Ha XpoMaTorpaMi posaHHy
IIOPIBHSHIS
3.pH Bin 8,5 m0 11,5 (e9.2.2.3) 9.7
4. Boma He Binsiue 6% (€.9.2.5.72) 1%
5. lepMeTHUHICTE IoeuAna sinmogizaru sumMoram MeTony BHIIpoOYBaHHA Binnosigae"
| Gnaxonis! (srympiviniii Memod supobuuxa)
6. Yac posunnenns Mete | xBununn {aizyearsro) Biamnosinae
7.11posopicTh posunny Posunn nosuwen Gyru TIPO3OPHM (Co. Papar. 2.2.1) Binnoginae
8.Konroposicts Pozunn nosunen 6yn nposopumM, Oe30apBuEM  abo Bimorinae
pos3uynny SIIErKa HKOBTYBATHM (a/zpanero)
Onnyna ryctiHa posunny npu 430 uM  He Ginmpiue 0,15 0,00
(BRYMp i Memod GupodIKa)
9. O,E[HCpillHiCTB AVIO,ltoaoBauux o = L
AO30BaHHUX OAHHHUL Sxmo AVy JORORAHKR OAHHIILE, — Ll, TONI AV3g ACICBAHMX OTHHMIE
L i >kommait imuBiTyansHuii BMiCT B 1030BaHiit OJUHHII Binuosinae
nosuHer Gyrn ne mennmiM Hix (1- Lx0,01YM ane me AV:4.6
Olab1e nix (1+ 12x0,01)M.
Li=15,0; L,=25,0 (v gidnosidnocmi Cs. bapm.2.9.46)
10. Cynposiami
RoMiwku? (BEPX)
~Homiurka He 6inbime mix 0,2%
Cynedon(fTom A) . )
oo He 6ineme uix 0,2%
-Tioedip (Jom B) ’
igy gaoi?iﬁ(ﬁ%ig}uﬂ He 6inbme mix 0,2%
o G 0.2
. He 6inpitie mix 0,5%
-CymMa nomimox




11. Kinexicue 38-42 mr/fmaxos (95-105% Bia HOMiHATBHOTO BMICTY) 104%

BH3HA4eHHS (BEPX, (41,6 Mr/draxom)
€.4.2.2.29)
12, 1ANBHI .
BaKTep WIBH He 6inpme 1,01 MO/mr {v sidnogidnocmi Co.Papn.2.6.14) <1,01MO/mr
EHAOTOKCHHH
13. CrepunpmicTs JIlKap_cmcmi_ 3ac10 NOBHHEH BYTH CTEPHIBHUM (v Bignosinae
6idnosidnacmi €s. Gaprr.2.6.1)

14 Mexantaui

BEJIIOYEHHS BrouMi YacTHHKH(Y sidnosionocmi Cs, Dap.2.9.20) Bianosinae

BumicT hraxona miciis po3uHHEHHS He NOBUHEH MICTHTH

BHJAHMMI YaCTHHEH

Heruppmi wuacTHAKH (Y sidnosionoemi Ce. Dapa. 2.9.19):

=10 mrm: ne Himsine 6000 wacTox/prakon 156 vacrox/dn
=25 mxm: He Ginbiie 600 acrox/pnakon

|

6 uacrok/(n
'~ we pyTHHHEMH KOHTpOnb  TecTyeThes koskna 10-a BHpoGaHTa cepin ane He pimme oaroro pasy Ha pig
* - He IPOBOARIOCE

*_xap AXTEPHCTHKA CYNPOBIIHMX AOMILIOK:

Homimxa eynegon: Tomimka A srigao €D: 5 -;m(b'ropoMerOKCH-Z—(((3,4-niM3ToKcH-2-nipH,uHHin)Memn)cyﬂb(bOHin)-1 H-
SenzimMigaszon
Homimea tioedip (Tanton-8): Momiwxa B srigHe €D: 5
bensiminazon

Cywma nomimox 3 RRT 1,2: Cyma gomimox DHE arigno €0

-,[[H(l]TOpOMETOKCH-2-((3,4—ﬂiM€TOKCH-2-HipI/I,I[HHiH)M6THJ'ITiO)— 1H-

PesynwraTu ananisy: {auna cepia Bignorigae sumoram MK 1o PIT- N UA/13996/02/01

"Taunm ceprudikaTom NiATECPIKYI0, U0 BHIeHABE/CHA inopmanis € recToripHOIO TA TOMMOKO. st cepin
6yi1a BHIOTOR/IEHA, BKIIOMAI0YH MaKYBAHHA/MAPKYBAHHSA T4 KOHTPOIb SKOCTI, HA BHINCHA3B AN
RinLHAN Y 0BHIl BiAMOBiKHOCTI BHUMOran GMP BHAHHM MIiCHEEHM PETYIIIOIYHM OPraHoM, a TAKOXK y
RinnoBianoeri 3 enenudikauicio ao Pecetpaniitnoro nocke. Hporoxosm BHPOGHULTRA, MAKYBAHHA Ta
anajIsie dyiu npoananizesani i BAzHani ¥ Bitmonignocti Bumoram GMP"

Rara: 02 cepnus 2024

Auicia Tosanrec (nidnuc)
YnosHoEaKeHa 0coba / wimamn
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