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Ceprudixar sxocti No 2406  Bin 27.09.2024 poxy

Ha3ssa Jikapcbskoro 3acofy HOOBYT® IC
Jlikapcbka popma, N03yBaHHS tabnerxku no 0,25 r
Peectpauniiine nocBixuenns UA/8831/01/01 3i nie no 6e3cTpoKoBO
3MiHaMH
Jlinensis BupoGHHLITBO Jlikapchkux 3acobiB cepis AE Ne295499 Bin
20.02.15 p., 65080, Oneceka obnacts, M. Oneca, Jlioctnopdcrka
nopora, 6yn.86
Micue npoBaxxeHHs AifJIbHOCTI 65025, M. Oneca, 21-ii kM CrapokuiBcbkoi aopory, 40-A
Ceprudikar GMP 024/2023/GMP nie no 23.12.2025 p.
Howmep cepii 24060924
Po3mip cepii 16 179 nakoB  Ne20
JaTa BHpOGHHUTBA 24.09.24 p.
AHaJi3 npoBeeHo 3rixHo 3 MKH 3i 3minamu Nel-6 no p/m UA/8831/01/01
Haﬁmeﬂynalfﬂn Bumorn MK$ Pesyabrarn
NOKa3HHKIB BHNPoGOBYBaHb
1 2 3
Onuc TabsneTkH 6inoro abo 6i10ro 3 )XOBTYBaTHM BiATIHKOM TabseTku 6inoro 3
KOJIbOPY, IJIOCKOLMIIHAPHYHOI $opMH, 3 dpackoro. Ha JKOBTYBAaTHM BiATIHKOM
O/lHi¥i MOBepxHi TabseTKH HaHeCeHHH TOBapHUH 3HaK KOJIbODY,
OiANPHEMCTBA, HA APYrii NoBepxHi Tab/eTKH — pHCKa. MJIOCKOLMAIHAPHYHOL
¢dopmu, 3 dackoro. Ha
OAHiH MOBepXHi Tab1eTKH
HaHeCeHUH TOBapHHH 3HaK
nigNpHEMCTRA, Ha ApyriH
AOBEpPXHi Tab/JIeTKH -
pHCKa.
IpenTHdikauia A.¥YnbTpadioneToBHii cneKTp NOIVIMHAHHA PO3YHHY Amax = 252 HM

IIpenapary, OAep)KaHoro AJs Ki/IbKiCHOro BU3HauyeHHA, B |Amax = 257 HM
obaacTi Big 220 HM 20 300 HM NOBHHEH MaTH MaKCHMYMH |Amax = 263 HM
NOIJIMHAHHSA 32 JOBXHWH XBHJIb 251 HM, 257 HM Ta 263 HMm.

B. Peakuis Ha nepBHHHY aMiHOrpyny [losuTHBHA

C. Peakuis (a) Ha xsiopuau Mo3suTHBHA
CepepHsa Maca Bip 0,3800 r o 0,4200r 0,4001r
OaHopiaHicTb Bumoru 0/10 BBaXKaloThbCsl BHKOHAHHUMH, IKIIIO

J0O30BaHHX OAHHUID * npuiiMansHe yucao (AV) aas nepux 10 oAMHULB MeHLIE
a6o popienioe L1 (15,0), y BiacoTkax. ko npuiiManshe

gyucno 6inbue L1, y BiacoTkax, BHIpO6yBaHHIO OiAAal0Th

HacTynHi 20 ofAMHULL | 06YHCTIOTh NPUHMaIbHE YHCIO.
Bumoru 0/]O BHKOHY!OTbCS, AKILO KiHLeBe NpUHMaibHe
YHCI0, po3paxoBaHe i3 30 oAMHHI, MeHIlle a60 AOPIBHIOE
L1, y BigcoTKax, i )oAeH iHAMBIAyasLHUIL BMICT y
[030BaHiil oquHuLi He € MeHIuMM 3a (1 - L2x0,01)Mine €
6inbmuM 3a (1 + L2x0,01)M. (L2=25,0).




Po3ynHeHHs KpuTepiit npuitHATHOCTI Ha piBHi S1 noBHHEH 6yTH He 951 %
MeH1ue (Q + 5) % ans koxHOI 3 6 oAMHHLD. KO
o/lepxaHi pe3y/IbTaTH He BiiNOBiJal0Th KPUTEPIiI0 B R
NPUHHATHOCTI Ha PiBHi S1, BUNPO6YBaHHS NPOAOBXKYIOTh i
Ha piBHsx S2 a60 S3. Q = 75 %. Yac po3ynHeHHs 45 XB.

CynpoBigHi JoMilIku Ha xpomaTorpami BUNIpoGoOBYBaHOr0 PO34HHY ByAb-AKa Menie 0,2 %
/1M, KPiM OCHOBHOI, He NOBHHHA 6YTH iHTEHCHBHIIIOK0
3a MJIAMY Ha XpoMaTtorpami po3uuHy nopiBHsaHHsa (0,2 %).
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\
o

Kinbkicne BusHaueHHa |Bwmict C10H,3NO,#HCl (deni6byTy) mae 6yTH Big 0,238 r o {0,2484 r
0,263 r, y nepepaxyHKy Ha cepeJHIO Macy Ta6GJIeTKH.
Mikpo6iosoriuna 3aranbHe YMCII0 aepoGHUX MikpoopraHismie (TAMC):
qHCcTOTa ** KpuTepiii npuiHaTHocTi - 10° KYO/r.

3arasbHe YHCI0 APDKIKOBHX Ta IJIICEHEBHX rpHGIB
(TYMC): kpuTepiit npuiinaTHocTi - 102 KYO/r.
BiacythicTs Escherichia coli B 1 r npenapary.

[lakyBaHHsA Ilo 10 TaGneTok y 6aicrepi; no 2 6icTepu y na4ui Bianosizae

MapkyBaHHH 3riHO 3 TEKCTOM MapKyBaHH4 10 p/n 3i 3MiHaMH Bianosigae
TepMiH npuaaTHOCTI 3 poku Jlo 10.2027 p.

* - KoHTponb ZaHOro TeCTy MpOBOAATD [ KOXHOI I1"ATOT cepii roTOBOro Mpenapary y 38°S3Ky 3 THM, 11O Lell TECT KOHTPOMIOKOTh B
HedacoBaHMX TabneTKax koxHOI cepii mpenapary. ** - KoHTpoJIb 1aHOro TECTY MPOBOAATH /1 KOXHOI 1" ATOT cepii roToBOro
npenapary y 3B 43Ky 3 BianosiaHicTio Bupo6unurea 713 sumoram HBIT (GMP).

Bucaoox: HOOBYT® IC, tabnerku no 0,25 r Ne 20 (10*2) y 6nicrepax y nauui cepii 24060924

BianoBigae Bumoram MK 3i 3minamu Nel-6 oo p/n UA/8831/01/01

3anBa npo ceprudikauito: LluM s 3acBigdyyio, mo HaBedeHa BHUIIE iHGOPMALIis € JOCTOBIPHOIO Ta TOYHOMO.
o cepito mpomykuii 6yno BUpoGneHo (BIIOYAlOYM NAKyBaHHA i MapKyBaHHS) Ta NpPOBEIEHO KOHTPOJIb il
AKOCTI Ha BHINE3a3Ha4yeHi OiNBHHLI Yy moBHiM BianosimHocTi 3 Bumoramu GMP, BcTaHOBIEHUMH
PETYJATOPHUM OpraHoM VYKpaiHH, a TakoX BiAmMoBiZHO 1o crneuudikauiif, mo MicTATbCA y peecTpauiiiHoMmy
gocke. IlpoTokonu BUPOOHMILTBA, NaKyBaHHA Ta aHai3iB Oyno nepernsHyTO Ta BCTAHORJIEHO BiJNOBIAHICTH
GMP.
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Ceprudikar sxocri No 2027  Bix 22.01.2025 POKY

Hasga aikapcbkoro 3acofy HOOBYT® IC

Jlikapcbka dopma, no3yeanns Tabnerku mo 0,25 r

Peectpauiiine noceinyenns UA/8831/01/01 3i TepMiH [ii Oe3cTpoKkoBO
3MiHaMu

Jinensin Bupo6unureo nikapebkix 3aco6ir cepis AE Ne295499 Big

20.02.15 p., 65080, Onecrka obnacTs, M. Oneca, Iroctnopderka
lopora, 0y1.86

Micue nposaxsxennn aisibnocTi 65025, M. Oneca, 21-ii km Ctapokuisebkof nopory, 40-A
Ceprudikatr GMP 024/2023/GMP pie oo 23.12.2025 p.
Homep cepii 20270125
Posmip cepii 20731 naxkoe  Ne20
Jdara BupoGuuursa 13.01.25 p.
AHaJi3 npoBenexo 3rigno 3 MKA 3i sminamu Nel-6 no p/m UA/8831/01/01
HHHMGH)’BaI:lHH Buvors MKSI Pesynbrarn
NOKA3HHKIB BHIPOOOBYBAHL
1 2 3
Onuc Ta6seTku Ginoro a6o 6isoro 3 JKOBTYBATHM BigTiHKOM TabneTkwu 6inoro 3
KOJILODY, MTOCKOLMITHApHIHOI popMHu, 3 dackoro. Ha JKOBTYBAaTHM BiATIiHKOM
0/IHIH MOBEPXHI TaBaeTKH HAaHeCceHUil TOBapHMH 3HAK KOALODPY,
MiZANPHEMCTRA, Ha APYTii NoBepxHi TabneTKH — pHCKa. NJIOCKOLHIIHAPHYHOL

dopmuy, 3 packoro. Ha
OJHIH NoBepxHi TabneTKu
HaHeceHHil ToBapHHi 3HaK
NigNpUEMCTBA, HA ApyTiH
NOBEPXHi TabneTKH —
pHCcKa

[nenTHdikauin A. YnbTpadioneToBuit cnekTp nornuuanus pO34YHHYy Amax = 251 um

npenapary, 0€px#aHoro A/ KUIbKICHOrO BUZHA4€HHsA, B | Amax = 257 um

o6.acTi Big 220 HM /10 300 HM TORMHEH MaTH MaKCHMyMH |Amax =263 HM
TOLTHHAHHA 33 JOBXHH XBUAb 251 HM, 257 uM Ta 263 HM.

B. Peakiiia Ha nepeunny aMmiHorpyny [NosuTHBHA

C. Peakuis (a) Ha xnopuau [NosuTHBHA
Cepenns maca Big 0,3800 r 1o 0,4200 r 0,3995r
OaHOpiAHICTE Bumoru 0/10 BBaXaKTLCS BUKOHAHHMH, AKLIO 1,8

MO30BaHHX OAUHHLDL * npuAManbHe yucao (AV) ans nepmmx 10 OAHHHIIb MEHILe
a6o gopieHioe L1 (15,0), y BigcoTkax. fkmo NpHAMaILHe
"Mcao 6inbme L1, y BI[ICOTKaX, BHIPOGYBAHHIO MiAAAI0TE
HACTYNHI 20 0AHHULB | 06YHCAIOITL NPUAMAabHe YHCIO.
Bumoru OJ10 BHKOHYIOThCH, AKLIO KiHLeBe NTpuHMaIbHe
'HCJ10, pospaxoBaHe i3 30 0AUHHIL, MeHLIe a6o AOPiBHIOE
L1, y iacoTkax, i xoaen inauBiayansHui BMicT ¥
JAO030BaHid 0AMHULI He € MEHIIHMM 33 (1-L2x0,01)Minec
6LabmHM 3a (1 + L2x0,01)M. (L2=25,0).




PosuuHeHHA

KpuTepii npuiiHsTHOCT Ha piBdi S1 noBHHEH 6yTH He
mete (Q + 5) % A5 KoxHOI 3 6 0AHHULE. AKIIO
oJlepxaHi pe3y/IbTaTH He BiANOEIAAI0Th KpuTepi
NpHUHHATHOCTI Ha piBHi 1, BUNPOOYRAHHH NPO/IOBKYIOTH
Ha piBHAX $2 260 $3. Q = 75 %. Uac pozunnenHs 45 XB.

100,2 %

CynpoBi/jiHi JOMIIIKH

Ha xpomartorpaMi BHIpoGOBYBaHOI O PO3YHHY 6yap-aKa
MIsiMa, KpiM 0CHOBHO, He I0OBHHHA 6y TH IHTEHCHBHIILIOK
3a IIAMy Ha XPOMATOrpami po3uuny nopisuauns (0,2 %).

Menwe 0,2 %

KinbKicHe BH3HAYEHHA

Buict C10H,3NO5eHCl (dbenibyTy) mae 6yTu Big 0,238 1 g0
0,263 T, y mepepaxyHKy Ha cepe/iHI0 Macy TabJIeTKH.

0,2539r

Mikpo6Gionoriyna
yucTtoTa **

3arajibHe YHCIO depoGHuxX Mikpoopranismis (TAMC):
xpuTepiit mpuitnarocti - 10° KYO/T.

200 KYO/r

3arajbHe YHCI0 APLKIPKOBUX Ta MJIICEHEBHX IPH 0iB
(TYMC): kpuTepii npuitnsiTHocTi - 102 KYO/r.

Menwe 5 KYO/r

BigcyTnicTes Escherichia coli B 1 r npenapary. Bianoeizae
[lakyBaHHA Mo 10 TabneTox y 6aicTepi; mo 2 6aicTepH y nayii Bignosinae
MapKyBaHHs 3riZIHO 3 TEKCTOM MapKyBaHHA 10 p/u 3i 3MiHaMH Bignoeigae
TepwMiH MPHAATHOCTI 3 poKH Jo 02.2028 p.

* - KOHTpO!Th 12HOTO TECTY MPOBOMIATh I KOAKHOL 1’170l cepii TOTOBOTO Mpy

eMapary ¥ 38 43KY 3 THM. WO Leli TeCT KOHTPONIOIOTE B

nedacopannx TabIeTKax KoxHol cepii npenapary. #% _ KOHTPOTE JAHOTO TECTY TPOBOATE UL KOKHOI n’ atoi cepii roToROIO
[penapary y 38 13Ky 3 BiANOBIIHICTIO BHPOOHHUTBA T13 sumoram HBII (GMP).

Bucrorok: HOOBYT® IC, rabnetku no 0,25 r Ne 20 (10*2) y Gnicrepax y nauui cepii 20270125

BiAMOBIIAE€ BUMOraM

M 2i sminamu Nel-6 no p/m UA/8831/01/01

3asBa mpo ceprudikauito: Ilum 5 3acBinuylo, WO HABEACHA BUUIE indopmalis € TOCTOBIPHOIO TA TOYHOIO.
[lio cepito npomykuii Gyno BrpobneHo (BKIIOUAIOUH TAKYBAHH i MapkyBaHHA) Ta [POBEIEHO KOHTPOIb Ti

SKOCTI Ha BHINe3a3HadeHili aineHMII

y noBHI{l BiANOBIOHOCTI 3 BHUMOTaMH GMP, BCTaHOBIEHHMH

PEryIATOPHUM OpraHoM YKpaiHH, a Takoxk BinnopimHo 10 crenmdikamiii, WO MICTATECA Y peecTpaiiiiHomy

nocee. T1poTOKONMM BHPOOHHITBA, MAKyBAaHHA Ta aHaui3

GMP.

i Y710 NMEpErIAHYTO Ta BCTAHOBJIEHO BiAMOBLAHICTE

e

i gégm—?x 27 Yypaina
(W= ~ 55080, m. Oneca 1
- Mwcrponthobka gopera, 8 fixep 3.0.

mizme)  TAB «(HTEPXIM» | (TP
BIOAIN KOHTPORNH AKOCTI



http://www.tcpdf.org

