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TOBAPHCTEBO 3 JOAATKOBOK BIJHOBINAJDBHICTHY «IHTEPXIM»

TIB <<IHTEPXIM>>

ka of.. ». Queca.
50. E-mail: infol

Ceprudikar sxocti N 2088

eig 12.02.2025 poxy

Hasga nikapcbkoro 3acoly
Jikapeeka dopma, 103yBaHHA

Peectpauifine noceiguenns

Jdinensis

Micue npopaxkeHHs Jis1bHOCTI
Ceprudikat GMP

Homep cepii

Poszmip cepii

Jata BHpoOHHUTBA

Cikaan Ha 1 Tabuerky

AmHaunis nposeaeHo 3rixHo 3

KAPIITAB IC/CARDITAB IC
TabneTku

UA/14659/01/01 =i
3MiHAMH

TepMiH 1ii GescTpokoBo

Bupo®HnuTeo nikapchknx 3acolis cepis AE No295499 pin
20.02.15 p., 65080, Onecpka odnacTs, M. Oneca, Jlioctnopdeska
nopora, 6yn.86

niuensia depsxaBHoi ciyx6u VipaiHu 3 ikapeeKkux 3acobis Ta
KOHTpOJIKO 32 HapKoTUKaMu Bia 14.01.21 p.

65025, m. Oneca, 21-ii km CrapokuiBcekol noporu, 40-A
024/2023/GMP zie mo 23.12.2025 p.

20880125
40 814
03.02.25 p.

nmakoe Nel(

enobapbitany 7,5 mr, eTHnosoro edipy a-6poMizoranepiaHoBoi
kucnotH 8,2 Mr, onii M’siti1 0,58 mr

MEKH 31 3sminamu Nel-3 no p/m UA/14659/01/01

Haiimenyeanus Pesyabratn
yBar Bumoru MK Y
NOKA3ZHHKIB BHUINPOBOBYBAHb
1 2 3
Onuc Ta6neTku 6in10ro abo Maixe 6i10r0 KoAbODY, TabseTku mMaiixe Ginoro
wiockouuainApuyHol dopmu 3 packow. JonyckaeTses KOJILOpY,

HeoHopigHicTh KoMbopy. Ha ogHil noBepxHi TabaeTKn
HaHeceHHH TOBapHHH 3HAK NiANPHEMCTBA, Ha APYTii
noBepxHi TabJeTKH - pHCKa.

IJIOCKOUHJIIHAPHYHOT
dopmMH 3 dackoio.
JonyckaeTbes
HEOJHOPIAHICTE KOJIBOPY.
Ha ogHi# noeepxHi
TabJIeTKH HAaHECEHHH
TOBAapHMH 3HAK
NiANPHEMCTBA, Ha ApyTii
NoBepxHi TabMeTKH -
pHcka

laenTHdikauis

A, ¥YnvTpadioneToBui ClleKTp NOrIMHAHHA PO3UYHHY
npenapary, 0f4epaHoro A8 KiTbKiCHOrO BU3Ha4YeHHA
deHobap6itany, B o6aacti Big 220 HM 10 280 HM nOBHHEH
MaTHd MaKCHMYM MOTJMHAHHA 3a JOBKHHH XBUIi 240 HM.

Amax = 241 um

o s # 09
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lnexTrdikauis

B. Yacu yrpumyBaHHs HikiB eTu0B0TO edipy
a-6pomisoBasepiaHoBOl KMC/IOTH Ta MEHTOJIY Ha
XpoMaTorpamax BUITpo6G0BYBaHOr0 PO34HHY Ta PO3HHHY
nopiBHAHHA (b), ofepxanux npu BUNpobyBaHHI
«KipKiCHE BU3HAYEHHA eTHI0BOr0 edipy
o-bpoMizoBasiepiaHOBOI KHCIOTH Ta MEHTOJIY», IOBHHHI
CIiBNa/aTH.

Binnoginae

CepegHs maca

Bim 185 mMr g0 215 mr.

200 mr

OaunopigHicTb
JI030BAHUX OJUHHID *

Bumoru 010 BRaKalOTECH BUKOHAHUMHY, KLU0
npuiManbHe uucio (AV) ang nepuux 10 oAMHHLL MeH1e
abo popiexioe L1 (15,0), v BigcoTkax. Ao npuiManbHe
yyeao oinbie L1, y BificoTKax, BUIPOGYBaHHIO MiAAA0Th
HacTynHi 20 0AUHULE | 00YHC/IHTE NPUHMaIbHE YHCIO.
Bumoru 0/10 BUKOHYHOTLCH, AKUIO KiHIleBe TPUiiManbHe
YHCII0, po3paxoBate iz 30 oAHWHHKLL, MeHIIe a6o JOpiBHIOE
L1, y BiACOTKaX, i XO04eH IHAUBIAYaILHUH BMICT ¥
[030BaHid 0AMHHULI He € MeHIIHM 3a (1 - L2x0,01)Minee
6inpmum 3a (1 + L2x0,01)M. (L2=25,0).

8,5

Po3unHeHHs

KpuTepiii npuiiHaTHocTi 118 deHobapbiTany Ha pisHi S1
noBHHeH 6yTH He MeHe (Q + 5) % A1 KO3KHOI 3 6
OJHUHHIE. K10 OfleP}aHi pe3yNbsTaTH He BIANIOBIIAITE
KpHUTepi NpHiHATHOCTI Ha piBHI S1, BUNIPOGYBaHHS
MPOZOBXKYIOTE Ha piBHAX S2 abo S3. Q = 75 %. Yac
po34HHeHHd 45 XB.

99,2 %

Cynposigni noMimkx

Ha xpoMaTtorpaMi BUIPO60BYBAHOI0 PO3YHHY:

- wiowa 6yAb-SKoTo MiKa, KpiM 0CHOBHOTO, HE Ma€
NMepPeBUIIYBATH ILJIOLLY OCHOBHOTO iKa Ha XpoMaTorpami
po3uuHy nopieHAHHA (0,2%);

He AETEKTYETbCA

- CyMa IUJIOLY YCIX MIKIB, KPIM OCHOBHOT0, HE Mag
MepeBHILYBaTH 5 IJI0LL OCHOBHOTQ iKa Ha XpoMaTorpami
po3uuHy nopieHaHHA (1,0%).

Bigmogigae

KinbkicHe BU3HAUEHHA

Bumict C1,H12N,05 (penobapbitany) B TabaeTIi Mae 6yTH
Big 6,75 mr no 8,25 mr;

7,14 Mr

C;H13Br0; (eTmnororo edipy a-6pomizoBanepiaHoBOi
KHCI0TH) - Big 7,38 mr g0 9,02 Mr;

7,99 mr

ouiii M'ATH, y nepepaxyrKy Ha C19H200 (MenTON) - He
menme 0,23 Mr, y nepepaxyHKy Ha CEpPEJHI0 Macy
TaGJIeTKH.

0,27 Mmr

MikpoGiosioriuna
YUCTOTA **

3arajibHe YHCI0 aepoOHHX MiKpoopraniamis (TAMC):
KpuTepi npuitaataocti 10° KYO/T.

50 KYO,/r

3arasibHe YHCI0 APDKIKOBHX Ta MJIiceHeBHX IPHOIB
(TYMC): kpuTepiii npuiinatHocti 102 KYO/r.

Menwe 5 KYO/r

Biacytnicts Escherichia coli B 1 r npenapary.

Bignogsigae

[lakyBaHHA

Mo 10 Ta6aeTok y GaicTepi; no 1 Gaicrepy B mayui

Bigmogigae

MapkyBaHH#A

3rigHo 3 MKA i aminamu

Bigmogizae

Tepmin npuAaTHOCTI

3 poKH

Jl0 02.2028 p.

* _ KoHTpOIIb A2HOTO TECTY [POBOIITH U1 KOXKHOT I1'AT01 cepii roTororo mpenapary v 3B A3KY 3 THM, 110 Lefl TeCT KOHTPOIKOOTE B
Heposacopanux TaGNeTKax kKoKHOI cepii npenapary. ** - KoHTpoib JaHOT® TECTY MPOBOIATH JUIA KO#HOT I aTof cepii rotosoro
npenapary y 38’ 43Ky 3 Biinoriznictio enpotnuurea [J13 sumoram HBIT (GMP).

Buchoeok: KAPITAB IC, tadnerku Nel0 (10*1) y Gmicrepi B mauni cepii 20880125

B1AMOB1NaE BUMOTraMm

MEKS 31 aminamu Nel-3 mo p/m UA/14659/01/01

3anBa npo ceprudikamiio: [{uM s 3aceimdyio, Mo HaBenesa BHUle iHPOPMALIS € NIOCTOBIPHOK Ta TOHHOIO.
o cepito nmponykuii Oyno BupoGiIeHO (BKIIOYAKOYN NaKyBaHHA | MapKyBaHH#) Ta MPOBENEHO KOHTPOIB 1i
AIBLHHL

Ha BHILEe3a3HaueHiii

AKOCTI y moeuiii BignoeinHocti 2 Bumoramu GMP, BcTaHOBNEeHUMH

PEryIATOPHMM OpraHoM YKpaiHW, a TAKOXK BIANOBIAHO IO criewmbikanii, 1O MicTATbCs y peecTpaliHHOMy



nocwe. TlpoTokonyu BHpOOHHULTBA, MakyBaHHA Ta aHami3iB Gyno MeperisHyTO Ta BCTAHOBIEHO BIAMOBIAHICT
GMP.

2 Ypaina
3acTYNHHK reHepaJbHOr0 THPEKTOPa 3 AK0C] 65080, m. Opeca
4 s * .
¥YnoBHoBaxeHa ocoda \Z MiocTnopdcbka aopora. 86 ixep 3.0.

(niamc) TOB «HTEPXIM» ([IB)
BILOIN KOMTPOIO AKOCTI




@ 06.8-205-07/1, e, pea. Ne 12
TORAPHCOTRO 3 AOJIATKOBOK BLAL OBIJIAOBBICTIO «IHTEPXIM»

GH080. Onecuss
vl 3RO (48) 7

Vupeiaa

Ceprudirat sikoeri Ne 2091

Ha3sBa JikapebKoro 3acody
Jlikapcoka gopma, 103yBaHHS

Peccrpauiiine nocsiaueHHs

Jlinen3sis

Micle npoBaIKeHHs! AifAbHOCTI
Ceprudikar GMP

Homep cepil

Po3mip cepii

Jara npoOGHMUTBA

Ckaan ua 1 Tabnerxy

AHalliz npoBeAeHo 3TigHo 3

giz 10.02.2025 poxy

KAPIITAB IC/CARDITAB IC
TabneTku

UA/14659/01/01 3i
3MIHAMHM

TepMiH i 6€3¢TPOKOBO

BupoGHHLUTBO JIiKapChKNX 3aco6ie cepis AE Ne295499 Bin
20.02.15 p., 65080, Onecbka 06:1aCTh, M. Oneca, Jlioctaopdebka
nopora, 6yn.86

niuensis JeprasHol ciyxbu YkpaiHu 3 nikapcbKux 3acobie Ta
KOHTpOIO 32 HapkoTHkamH Bix 14.01.21 p.

65025, M. Oneca, 21-i kM CTapoKHiBCbKOT IOPOTH, 40-A
024/2023/GMP zie no 23.12.2025 p.

20910125

83199 nakos NelQ

03.02.25 p.

denobapbitany 7,5 Mr, €THIOBOTO edipy o-GpomizosanepiaHoBol
kucnotu 8,2 mr, onii M siti 0,58 Mr

MK 3i 3minamu Nel-3 no p/m UA/14659/01/01

Haﬁmeﬂysal.mﬂ Bumoru MK PesyabTaTH
fI0KAa3HHUKIB BHn[)OﬁOB}’BaHb
1 2 3
Onuc Ta6eTKH 6is0ro a6o Maiixe 6i10r0 KOIBLOPY, TabaeTku Maibxe 6i10T0
TLI0CKOLMIiHApHHOT GOPMH 3 Packoi0. loTMyCKAETLCA KOJIbOPY,
HeoAHOPIAHICTD Kobopy. Ha oAHiH noBepxHi TabJeTKH I0CKOLMJIiHAPHYHOT
HaHeceHUH ToBapHMH 3HaK NiANPHUEMCTBA, Ha Apyrif dopmu 3 packoio.
rioBepxHi TabieTKH ~ pUcKa. JlomycKaeThbes
HEeOAHOPIJHICTb KOIBOPY.
Ha oaui#i nopepxHi
TabaeTKy HaHeceHHH
TOBapHUH 3HaK
niNpHEMCTBA, Ha APYTiH
nioBepxHi TabseTKH -
pucka
lpenTudikauis A. YabTpadioneTosHil CnekTp NOTIMHAHHSA PO3IHHY Amax = 241 HM
npenapary, OJepXaHoro s KiJIbKiCHOTO BUBHA4EHHA
denobapbirany, B 061aCTi Bif 220 um a0 280 HM MOBHHEH
MaTH MaKCHMYyM NOT/IMHAHHA 33 JOBXHHHN xBuJi 240 HM.

]
ff}a Ceid
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InenTrdikayis B.Qacu yrpumysanns nikis etusnoporo eQipy Binnosigae
a-6pomizoBanepianoBoi kucnoTH Ta MEHTOJY Ha
XpoMaTorpamax BUNpoGOBYBaHOI0 PO3YHM HY Ta PO3YHHY
nopisHsHHs (b), onepkanux npu BUIIPOGYBaHH]
«KiibKicHe BU3HaYeHH s eTHI0BOTO edipy
a-GpomizoBasepiaHoBOl KHCAOTH Ta MEHTOJIY», TOBUHHI
cniBmagaTy.
Cepenns Maca Biz 185 mr 1o 215 wmr. 200 mr
OnHopignicTs Brumoru 0/10 BBaaThes BUKOHAHHMH, SKLIL0 8,5
ZA030BAHUX OJHHHLD * npuiiManbHe yucio (AV) gas nepwux 10 oquHULL MeHiIe
abo nopismioe L1 (15,0), y BigcoTkax. fKwo npuiimManbHe
4mei0 6inbie L1, y BigcoTkax, BHIIPOBYBaHHIO NiAAAI0TE
HacTynHi 20 0fMHULB | 06YHCHI0I0TE [pUHMasibHe YHCI0.
Bumorn O/10 sukonyoThcs, AKLLO KiHLeBe npuiManbHe
1HCI10, po3paxoBaue i3 30 ofMHHLE, MeHlIe 260 LOpIBHIOE
L1, y BincoTkax, i xonen IHAMBIAYaNbHUE BMicT y
Z030BaHIHA OAHHUII] He € MEHIIMM 34 (1-L2x0,01)Minee
6inbwnm 3a (1 + L2x0,01)M, (L2=25,0).
PosunHenns Kpurepiii npuitnataocri gaa denobGap6irtasy Ha piBHi S1 99,2 %

NoBHHEH 6yTH He MeH1e (Q + 5) % ans KOXKHOI 3 6
OAMHHUB. KO opepxani Pe3y/nbTaTH He BiANOBIAAOTL
KPHTEPIil NPHAHATHOCTI Ha piBHi S1, BHIIPOGYBaHHH
IPOAOBMYIOTE Ha PIBHAX S2 260 S3. Q = 75 %, Yac
PO34YHHEeHHS 45 xB.

Cynposinui gomimku

Ha xpomarorpami Bunpo6osysanoro PO3YHHY:

- nowa 6yAb-AKOro mika, kpim OCHOBHOTO, He Mag
NepeBHILYyBaTH IJ10LLy OCHOBHOTO MiKa Ha XpoMaTorpami
posuKHy nopisuanus (0,2%);

He netexryeTnea

- CyMa 1o ycix mikis, KpiM 0CHOBHOTO, He Mae
IepeBULLYBATH 5 IJ10L] OCHOBHOIO IiKa Ha XpoMaTorpami
PO34HHy nopiBHAHHA (1,0%).

Bigmosinae

KinbkicHe BU3HaueHHs

Bumict C;,H,,N,04 (denoGap6irany) B TabseTui Mae 6yTH
Bif 6,75 Mr 10 8,25 mr;

7,14 mr

C7H13Br0O; (eTunosoro edipy a-6pomizoranepianogoi
KHCA0TH) ~ Big 7,38 Mr 70 9,02 mr:

7,99 mr

0JIil M'ATH, y nepepaxyHKy Ha C10H200 (MenTON) - He
meHwe 0,23 mr, y lepepaxyHKy Ha cepegHI0 Macy
TabJeTKy,

0,27 Mr

MikpoGiosoriuna
uyucroTa **

3aranbre YnCa0 aepoBHUX Mikpooprauismis (TAMC):
KpuTepiil npuiinataocti 103 KYO/r.

3arasibHe YHCI0 APDKIKOBUX Ta TUIiCEHEeBUX IPUBIB
(TYMC): kpurepiii npuiinataocti 102 KYO/r.

BigcyTnicrs Escherichia colig 1 r npenapary.

[lakyBauus

[To 10 Tabnerok y 6aicrepi; ro 1 6aricTepy B nauni

Bianosigae

MapkyBanHus

3rigHo 3 MKS i aminamu

Bignosizgae

Tepmin npugarHocTi

3 poku

Jlo 02.2028 p.

* - KoHTposth 2aHOT0 TecTy npoBoasth 1is KoAHO! 14701 cepif roToBoro npenapary ¥ 3B7A3KY 3 THM, 110 Leif TeCT KOHTPOTIOIOTH B

Hepos(pacoBanx TabaeTKAX KOKHOT cepii npenapary. *# - Kourpoin

npenapary y 38°a3Ky 3 BLANOBIAHICTIO BupoSunurea I'J13 sumoram HBI1 (GMP).

ARHOTO TECTY MPOROMATH ISt KOKHOI 115701 cepiii roTosoro

Buchosox: KAPIITAF IC, ta6nerin Nel0 (10%*

BI/LNOBinae BUMOram

1) y Gaicrepi 8 mauui cepii 20910125
MK 3i sminamu Nel-3 1o p/m UA/14659/01/01

3asiea npo ceprudikauio: Lium 5 3aCBIAYYI0, WO HABENEeHA BHMIle inhopmaLis € HoCTORIPHOIO Ta TOUHOI0.

Lo cepito nponykuii Gyno BUPOOIIEHO (BKNIOYAIOYH MaKyBaHHA | MapKyBaHHs) Ta 1

SKOCTI

PEryNATOPHIM OpraHoM YKpaiHm, a Takow BIiAMOBIZHO 10 cneundikarii,

Ha BHILE3A3HAYEHI[

POBEACHO KOHTPOJIB 1T

NiAbHULE y MoBHIM BinoBigHoCT] 3 sumoraMu GMP, scTaHoBNeHnMU

1O MICTATbCA ¥ peecTpauiiinomy




nocee. TlpoTokosn BUPOOHMUTBA, MaKyBaHHA Ta anani3is GyJ0 NepernaHyTO Ta BCTAHOBNEHO BiAMOBIAHICTb
GMP.

B o Yipalka
3acTyNnHHK reHepajibHOro AHPEKTOpa 3 IK0CT1, “ch . 65080, 1. Opeca
: e s M, i

ctnopdiceka popora, 86 Fixep 3.0.
(miamie)  TAR «HTEPXIM» | (D)

BIALL KOHTPOMKO AKOCT!
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