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TOBAPUCTBO 3 IOJJATKOBOIO BIATIOBIJAJILHICTIO «IHTEPXIM»

TAB «IHTEPXIM»

Vipaina. 65080. Onecbka 061.. m.Oneca, JlrocTaopdebka 1opora. Gya. 86
Ten. (048) 7772950. dakc (0482) 340803
E-mail: INFO@INTERCHEM.COM.UA

Ceprudikar sikocTi Ne

Hasga nikapcbkoro 3aco0y

Jlikapcbka ¢popma, 103yBaHHSA

PeecTpauiiine nocBigueHHs

JlineHsis

Micue npoBaaKeHHA TislILHOCTI

Ceptudikar GMP
Homep cepii
Po3mip cepii

Jdata BUpoOHHLTBA

AHaJi3 npoBeAeHO 3riIHo 3

inter
= chem

2740  Bix 01.11.2023  poky

AMIKCHH® IC

TabJ1eTKH, BKPHUTi 000/10HKO10, 0 0,125 ¢

UA/2559/01/02 3i
3MiHAMH

TepMiH Aii 6e3cTPOKOBO

BupoGHunTBo JikapebKux 3aco0iB cepis AE Ne295499 gin
20.02.15 p., 65080, Ogecvka o6aactb, M. Oneca, JIiocraopgcbka
aopora, 6yn.86

65025, m. Oneca, 21-ii km CrapokHiBebKol fopory, 40-A

024/2023/GMP nie no 23.12.2025 p.

27401023

74 935 nakos  Ne6

26.10.23 p.

MKH] 3i 3minamu Ne 1-3 o p/n UA/2559/01/02

HaiimeHyBaHHS PesynbTaTn
yBas Bumorn MK5I Y
NOKa3HHUKIB BHIPOOOBYBaHb
1 2 3
Onuc TabneTku Kpyraoi $opMHU 3 ABOONYKJOIO NoBepxHew, | TabseTKu Kpyrioi Gopmu 3

BKpHUTi 060JI0HKOI0, OpaH»XeBOro Koabopy. Ha possiami
BUJHO JBa LUAPH.

JABOOTYKJIOK NOBEPXHEIO,
BKPHUTI 060JI0HKO10,

OpaHXXeBOro KoJabopy. Ha
po3J1aMi BUIHO JiBa lIapH

[aeHTHQiKaLis

A. YnvrpadioneToBi cieKTpH NMOTJIMHAHHS PO3YHHY
npenapary Ta po34HMHY NOPIBHAHHS, OepXKaHi A5
KiJIbKiCHOTO BU3Ha4YeHHs, B o6.1acTi Big 220 HM 10 400
HM NIOBHHHI ciliBnagaTH.

Bianosinae

B. Peakuia Ha kap6oHIBHY rpyny. [TosuTHBHA
C. Peaknis (a) Ha xopuzam. [losuTHBHA
D. Ha xpomaTorpami BUnNpo60ByBaHOT0 PO34YUHY MA€E Bignosigae

BUABJIATUCSA 30Ha Ha PiBHI 30HU Ha XpoMaTorpami
po34MHY NOpiBHAHHA (6apBHUK x0BTHH 3axiag FCF).

Cepepns maca

Bin 0,2945r g0 0,3255 .
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OpHopigHicTh Bumoru 0/10 BBa)kar0ThCsA BAKOHAaHUMH, SIKLLO
A030BaHUX OAHHULD * npuiimMansHe yncio (AV) aisa nepunx 10 ogMHULB
MeHIe abo fopiBHie L1 (15,0), y BiacoTkax. Axuio
npHiManbHe yncio Ginbute L1, y BiacoTkax,
BUIPO6YBaHHIO MiAAAI0TH HACTYNHI 20 0 AUHULE i
064UCII0I0TE NpHiiManbHe Yucao. Bumoru 0/10
BUKOHYIOTbCS, SIKIO KiHIleBe MpuiMa/bHe YHUCI0,
pospaxoBaHe i3 30 oAMHULb, MeHLlIe a60 AOpiBHIE L1, y
BiZICOTKaX, I )KOZleH iHAUBiAya/IbHUH BMIiCT y 0030BaHin
OAMHULI He € MeHIIUM 3a (1-L2x0,01)Minee
Ginbwmm 3a (1 + L2x0,01)M. (L2=25,0).

Po3unHeHHs Kpurepiii npuiinaTHocTi Ha piBHi S1 noBuHeH 6yTH He | 99,0 %
MeHiue (Q + 5) % 415 KOXKHOI 3 6 0fMHULb. K110
OJiep>KaHi pe3y/IbTaTH He BiJNOBIAATL KPHUTEPIIO
NPUAHATHOCTI Ha piBHi S1, BUNpo6yBaHHA
MPOAOBXYIOTD Ha piBHAX S2 a60 S3. Q = 75 %. Yac
PO34YUHEeHHA 45 XB.

CynposBigHi aoMiluku Ha xpomarorpami Bunpo6oByBaHoro po3yuHy 6yap-aka | Menue 0,1 %
I/I5IMa, KPiM OCHOBHOI, He Ma€ 6yTH iIHTEHCHUBHILLO 3a
N/1IMY Ha XpoMaTorpami po34vMHy nopiBHsHHs (b)
(0,1%).

JlonycKaeTbCca HasABHICTb KOHTYPHOI IVISIMM Ha cTapTi, a | Menue 0,1 %
TAKOX IJIAMH He iJeHTUiKOBaHOI AOMIlLIKK BHILe
KOHTYPHOI [IJIIMH, SIKa He Ma€ 6y TH iHTEeHCUBHIIIOO 3a
IJIIMY Ha XpOMaTOrpaMi po34uHy nopiBHAHHA (b)

(011%)'
OAWMHOYHOI OMIlIKH He TIOBUHHO 6YTH 6i/blle HiX Menue 0,2 %
0,1%, a cymapHa KiJIbKicTb JOMiLIOK He 6iabiie 0,2%.

KinbkicHe BU3HaYeHHA Bmict C25H34N,03¢2HCI (Tropony) B Tabaerui mae 0,1251r

6yTu Bif 0,1188 r a0 0,1313 1, y nepepaxyHKy Ha
CepeHI0 Macy TabJIeTKU.

Mikpo6ionoriyHa 3ara/ibHe YMCI0 aepo6HUX Mikpoopraniamis (TAMC):
4UCTOTa ** He 6ibiue 10° KYO/r.

3ara/bHe YHCI0 APDKKOBHX Ta MJliCeHeBUX rpubiB
(TYMC): He 6iabiue 102 KYO/r.

BiacyTnicTe Escherichia coli B 1 r npenapary.

YnakoBka Ilo 3 TabsieTku y GuticTepi; no 2 6icTepy B nadii Biznoginae
MapkyBaHH# 3rilHO 3 TEKCTOM MapKyBaHHH 10 p/II 3i 3MiHaMHu Bignogingae
Tepmin npugaTHoCTi 5 pokiB [0 11.2028 p.

- KonTtposib naHoro tecTy npoBoasTh 415 KOKHOT 1€CATOI cepii FOTOBOro npenapary y 38'13Ky 3 THM, LIO LeH TeCT KOHTPOMOIOT
B He(pacoBaHMX TabneTKax KoxHOT cepii npenapary. ** - KoHTponb 1aHOro TecTy MpoBOAATH s KOXHOT AecATol cepil roToBOro
npenapary y 3B’43Ky 3 Bianosiaxictio BupoGHuurea I'J13 sumoram HBIT (GMP).

BucnoBok: AMIKCHH® IC, TabseTky, BKpUTI o6oa0HKoW, 1o 0,125 r Ne6 (3*2) y 6aicTepax y madni cepii
27401023

BiIMOBila€ BUMOTaM MKH 3i 3minamu Ne 1-3 no p/n UA/2559/01/02

ﬂaKyBaHHﬂ Ta a”anizip OyJ0 NeperisHyTO Ta BCTAaHOBNEHO BianoBiaHicTs GMP.
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© 06.8-205-07/1, enn. pen. Ne 12
TOBAPHUCTBO 3 JOJNATKOBOIO BINHNOBINAJADBHICTIO «IHTEPXIM»

~ TOAB«IHTEPXIM» Coo/

chem
Yxpaina, 65080, Onecuka 06a.. M. Oneca, Jloerropdicska gopora, Hya. 86 V

ren. +380 (48) 777-26-50, E-mail: info@interchem.com.ua

Ceprudixar sixocri No 2238  Bin 15.07.2024 poky

Ha3ga Jgikapcbkoro 3acofy AMIKCHH® 1C
Jlixapcbka ¢opma, 103yBaHHA TabneTku, BKpUTi 060510HKOM0, 110 0,125 T
PeecTpaniiine nocBinyeHHs UA/2559/01/02 3i TepMiH Iii 6e3cTpoKOBO
3MiHaMH
Jlinensin BupoGHUUTBO JlikapchbKHX 3ac00iB cepis AE Ne295499 Bin
20.02.15 p., 65080, Onecvka obnacts, M. Oneca, Jlroctnopdcrka
nopora, 6yn.86
Micue npoBaxxeHHs AiAJILHOCTI 65025, M. Oneca, 21-ii kM CrapokHiBchkoi aopors, 40-A
Ceptudixar GMP 024/2023/GMP gie no 23.12.2025 p.
Homep cepii 22380724
Po3mip cepii 65 956 nakoB Ne6
Jara BupoOHHOTBA 04.07.24 p.
Amnani3 npoBeneHo 3ri1Ho 3 MK 3i 3minamu Ne 1-3 o p/m UA/2559/01/02
Haiimenynal.nu Bumors MKSI Pesyabratn
NOKA3HHKIB BHUNPOGOBYBaHb
1 2 3
Onuc Ta6neTku Kpyraoi $opMH 3 ABOOIYKJIOK IOBEPXHEIO, Ta6netku kpyrioi Gopmu 3
BKPHTi 060JI0HKOI0, OpaHXXeBOro KoJibopy. Ha posnami JBOOTMYKJIOK NMOBEPXHEID,
BHMJHO JBa lIApH. BKpPHTI 060/I0HKOI0

OpaHxeBOoro Koasopy. Ha
po3J1aMi BUAHO ABa MIapH
lnenTndikauis A. YnpTpadioneTosi CneKTpH NOTJIMHAHHSA PO3YHHY Bianosiaae

npenapary Ta po34YHHy NOpPiBHAHHS, OAepXaHi g4
KiIbKICHOTO BU3Ha4yeHHs, B o6J1acTi Big 220 uM a0 400 um
MOBHHHI ciBNagaTH.

B. Peakulia Ha kKap6oOHiNIbHY rpymy. [TosuTHBHA
C. Peakuis (a) Ha xJ10pHAH. [TosuTHBHA
D. Ha xpomaTorpaMi BUNpo60ByBaHOr0 PO3YHHY Ma€E Bianosigae

BHUABJIATUCSA 30HA Ha piBHI 30HHU Ha XpoMaTorpami
PO34HHY NOpiBHAHHA (6apBHUK XOBTHI 3axig FCF).

Cepeans maca Bix 0,2945r g0 0,3255 . 0,3094r

OaHopiaHicTbL Bumoru 0/]0 BBaXal0TbCA BHKOHAHHMH, K0
J030BaHHX OAUHHULB * npuiiManbHe yncno (AV) aasa nepmux 10 ogMHHLB MeHILe
abo gopisHioe L1 (15,0), y BigcoTkax. fkuio npuiiMansHe
gucao 6inbiue L1, y BigcoTkax, BANpo6yBaHHIO MiAAAIOTH
HacTynHi 20 oAHHHUIb | 06YHCAIOIOTH NPUHIIMa/IbHE YHCIIO.
Bumornu 010 BHKOHYI0ThCS, AKILO KiHLeBe IPHAManbHe
YHCJI0, po3paxoBaHe i3 30 oAuHULB, MeHIle a60 AOPIBHIOE .- =
L1, y BizcoTKax, i >xoieH iHAUBiAyaNnbHHUI BMICT y \\QN‘“O’O B/,
A030BaHi#i oAUHHI He € MeHINM 3a (1 - L2x0,01)Mine ¢ s 0\
6inbimmuM 3a (1 + L2x0,01)M. (L2=25,0). mh\ \” ””k
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Po3yuHeHHsH KpuTepiit npuiHATHOCTI Ha piBHi S1 nOBUHEH 6yTH He 98,9 %
meHwe (Q + 5) % A5 KOXKHOT 3 6 OAUHHUIE. AKIO
oJiep>KaHi pe3y/ibTaTH He BiANOBiAAI0Tb KPUTEPIilo J
NpHUHHATHOCTI Ha piBHi S1, BUNpO6GYBaHHA NPOLOBXKYIOTh
Ha piBHAX S2 a60 S3. Q = 75 %. Yac po3yuHeHHs 45 XB.
CynpoBigHi JOMILLKH Ha xpomartorpami BUIIpo6oBYBaHOro po34HHY 6yab-aKa Menwe 0,1 %
IJISIMa, KpiM 0CHOBHOI, He Ma€ 6yTH iHTEeHCHBHILIOK 3a
n1sMy Ha XpoMaTorpami po3uuHy nopieasaHHA (b) (0,1%).
JlonyckaeTeca HaABHICTb KOHTYPHOI IJIIMU Ha CTapTi, a Menwe 0,1 %
TaKO NJISIMH He i1eHTH)IKOBaHOI JOMIILIKH BHIIE
KOHTYPHOI I/IAMH, IKa He Ma€ 6yTH iIHTEHCUBHIILOO 33
IJIAMY Ha XpoMaTorpaMi po3uuHy nopieHsaHHs (b) (0,1%).
OanHOYHOI AOMIlIKM He MOBHHHO 6yTH 6inblie Hix 0,1%, |Menme 0,2 %
a CyMapHa Ki/lbKicTb AoMilok He 6inbiue 0,2%.
KinbkicHe Bu3HayeHHs: | BMicT C5H34N,0302HC] (Tunopony) B Tabaerni mae 6yt |0,1241r
Big 0,1188 r 10 0,1313 r, y nepepaxyHKy Ha cepeiHIO Macy

TabJeTKH.
Mikpo6iosoriuna 3arasibHe 4MC/10 aepo6HMX MikpoopraHismie (TAMC):
yucToTa ** KpHTepiii npuitnaTHocti 103 KYO/r.

3arajibHe YHC/I0 APDK/KOBHX Ta IJlicCEHEBUX rpubiB
(TYMC): kpuTepiii npuitnatHocT 102 KYO/r.
BiacytHicTb Escherichia coli B 1 r npenapary.

[lakyBaHHs [lo 3 TabneTku y 6aicTepi; no 2 6aictepu B mavii Bignosinae
MapkyBaHHsA 3riAHO 3 TEKCTOM MapKyBaHHA A0 p/n 3i 3MiHaMH Bignosinae
TepMin npuaaTHOCTI 5 pokiB Jlo 08.2029 p.

* - KoHTpOb 1aHOTO TECTy NPOBOIATH 1A KOXKHOI AeCATO! cepil rOTOBOro npenapary y 38 43Ky 3 THM, 1O Liei TECT KOHTPOMIOKOTh B

HedacoBaHUX TabneTkax KoXHOI cepii mpenapary. ** - KOHTponb JaHOro TeCTy MPOBOAATH 1A KOXHOI AecATol cepii roToBOro

npenapary y 3B 43Ky 3 BianoBiaHicTio Bupo6Huursa IJ13 Bumoram HBIT (GMP).

Bucnosox: AMIKCHUH® IC, tabnetku, Bkputi o6ononkoio, no 0,125 r Ne6 (3*2) y Gnicrepax y mauni cepii
22380724

Bianominae Bumoram  MKJI 3i 3smMinamu Ne 1-3 no p/m UA/2559/01/02

3asiBa npo ceprudixauiro: L{uM 1 3acBiguylo, o HaBeneHa Buile iH(OpMALLii € JOCTOBIPHOIO Ta TOYHOIO.
Lo cepito mpomykuii Oyno BHpoOGneHo (BKIIOYAIOYM MAaKyBaHHA | MapKyBaHHA) Ta NpPOBEAEHO KOHTPOMb il
SKOCTI Ha BMINe3a3HayeHid AinbHUII Yy noBHilM BianomimHocti 3 BuMoramu GMP, BcTaHOBIEHHMH
PerynATOpHUM OpraHoM YKpaiHu, a TakoX BianoigHo no cneumdikauiii, mo MicTATbCS y peecTpauiiiHoMy
nocee. TIpOTOKONM BHpOOHMUTBA, MAaKyBaHHA Ta aHaNi3iB GyNo meperisiHyTO Ta BCTAHOBNEHO BiINOBiIHICTH
GMP.

YnoBHoBaXxeHa 0c00 bKa gopora, 86 Fixep 3.0.
(mianuc) TOB «IHTEPXIM» (II5)
BIAAN KOHTPOIIO AKOCTI
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® 06.8-205-07/1, en. pea. Ne 12
TOBAPHCTEO 3 AOLATKOBOK BIANOBIDANDBHICTIHY «IHTEPXIM»

TAB «KIHTEPXIM»

¥xpaina, 65080, O
e, 380 (48)

a0 w. Opecsa, sk
-26-50, E-mail: inf

Ceprudikar axocri N 315 pin 15.12.2024 poxky

Ha3zga JlikapcbKoro 3acody
Jlikapcbka ¢opma, 103yBaHHS

PeecTpaniiide nocBigyeHHsn

Jiuensist

Micue npoBaxkeHHs AislIbHOCTI
Ceprudivat GMP

Howmep cepii

Po3mip cepii

Jata BUpOOHHLTBA

Ckaan na 1 rabaerky

AHauni3 npoBeaeHo 3riAHO 3

AMIJIAP IC
TabeTKy A% PO3CMOKTYBAHHS 3i CMaKOM BHLUHI

UA/14893/01/01 3i
3MiHaMH

TepMiH il 6e3cTpoKoBO

Bupo6buuuTso nikapcbkux 3acobis cepist AE Ne295499 Bin
20.02.15 p., 65080, Onecbka obnacts, M. Oneca, Jlroctnopdebka
nopora, 6yn.86

65025, M. Opneca, 21-i kv CrapokuiBebkoi noporu, 40-A
024/2023/GMP zie no 23.12.2025 p.

3151224

5731 nakos Nel6

10.12.24 p.

JekBaiiinito xyjopuay 0,25 mr, andykainy rinpoxnopuany 0,03 mr

MK 31 aminamu Nel-2 no p/m UA/14893/01/01

HajimeHyBaHHs PesyabTaTn
yBan Bumorn MKA Y
MOKA3HHKIB BHNPOOOBYBAHD
1 2 3
Onuc Ta6netku 6inoro abo Maibxe 6is10ro KONbLOPY, Ta6sieTku 6171010 KObLOPY,

NI0CKOUMIiHApUYHOI GopMu 3 GacKoio. MJIOCKOHUTIHAPHYHOT
dopmu 3 packoro.
A.Yacu yTpumyBaHHA miKiB JekBaninio ta gubykaidy Ha | Bianosigae
XpoMaTorpaMax BUIIPO6OBYBAHOTO PO3YHHY Ta PO3YUHY
NopiBHAHHA (), 0AePXKaHUX IPH BUIPOOYBaHHI
«KinpkicHe BU3HAYeHHS», MalOTb CNiBNAJaTH.

B. Buznauenns gubykainy rigpoxnopuay. Ha Biagnoginae
XpoMaTorpaMi BUMpoGoBYBAHOr0 PO3YMHY TOBUHHA 6y TH
OCHOBHa I/15IMa Ha piBHi OCHOBHOI MJIAMH Ha
XpoMaTorpami po3yMHy NnopiBHsAHHS, BiAnosigHa iif 3a
pO3MipoM Ta IHTEHCHUBHICTIO.

Big 1092,5 mr go 1207,5 mr. 1151,6 mr

OaHopizgHicTh Mpuiimansue yucao (AV) ans nepuux 10 oauHULb
[030BaHUX OJUHHUID ¥ noeuHHe 6yTH MeH1e abo gopisHiosaTy L1 (15,0). Ao
npuimMansHe yucio 6inkme L1, BUnpodbyBaHHIO MiALaI0Th
HacTynHi 20 oAMHHLB | 06YHCII0TE NPUHMabHe YHCIIO.
Bumoru 010 BUKOHYIOThCA, IKLIO KiHUEBE pUiManbHe
4yucs0, po3paxoBate i3 30 ofuHULb, MeHlIe ab0 JOPIBHIOE
L1 i>xoaeH iHAMBIAYaJbHUH BMICT ¥ 1030BaHii OJHHULL]
He € MmeHwuM 3a (1 - L2x0,01)M i He 6inbuum 3a (1 +
L2x0,01)M npu o64yncneHH] NpUiiManbpHOro YKcIa
(L2=25,0).

- AEKBaIiHi10 XJI0pUAY

- fubyKainy rifpoxaopuay

[penTudixanis

Cepenus maca
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Kinbkicue susnadenns | Bwmict C5oH40CloN4 (fexBantinito xnopuay) B Tabneryi mae | 0,2378 mr

6yTu Big 0,2125 Mr 10 0,2875 mr.

Bmict CyoH30CIN; 0, (Aubykainy rigpoxnopuay) - Big 0,0337 mr
0,0255 mr 0 0,0345 Mr, y nepepaxyHKy Ha cepefiHI0 Macy
TabJIeTKH.

Mikpo6iosioriuna 3arasibHe 4Mci0 aepo6bHUX Mikpooprauismis (TAMC):

qyucToTra ** HKpuTepiit npuitnaTHocti 102 KYO/r.

3aranbHe YHCI0 APIKANKOBHUX Ta IL1iCEHEBUX TPHGiB
(TYMC): xpuTepiit npuitnarsocti 10* KYO/r.

BigcyThicte Pseudomonas aeruginosa s 1 r.

Biacyrnicts Staphylococcus aureus 8 1 1.

[lakyBanHsa [lo 8 TabneToxk y 6ticTepi; no 2 GaicTepu B mavui Bignoeigae
Mapkyeanns 3rigno 3 MK{ i 3minamu Bignosinae
Tepmin npugatTHocTi 3 poku Mo 01.2028 p.

* - Konrposms 1anoro tecty nposoasts uls KOKHOL 1 70T cepii roToBOro npenapary y 38" 3Ky 3 THM. 110 Lel TecT KOHTPOJIOIOTH B
Hedacopanux rabneTiax kouHoi cepii npenapary. ** - KouTponb aHOro TecTy NpoBOASTh AN KOKHOT 1470} cepii roToBoro
npenapary y 38" 43ky 3 Biamopianictio Bupo6uuursa 13 sumoram HBIT (GMP).

Bucnook: AMIJIAP IC, Tabnetku ans poscMokTyBaHHs 31 cMakom BulHi Nel6 (8%2) y Gnicrepax B mauui
cepii 3151224

Bianosigae Bumoram MK 3i sminamu Nel-2 mo p/m UA/14893/01/01

3asiBa npo cepTudikauiro: Llum g 3acsinuyro, mo HaseneHa Buile iH(OpMAUis € JOCTOBIPHOIO Ta TOUHOIO.
Lo cepito mpoaykuii 6yno BupoGneHo (BKIIOHAKOYN NMAKyBaHHS | MapKyBaHHs) Ta MPOBEAEHO KOHTPOb i
AKOCTI Ha BHMUIE3a3HAYCHIW [OinbHUUI y nNOBHIM BianoeimHocTi 3 Bumoramu GMP, BCTaHOBIEHHMH
PerynaTopHMM OpraHoM YKpaiHM, a Takok BianoBiaHo a0 creundikauiii, wo MiCTATbCA Y peecTpauiiiHomMy

nocwe. IlpoTokonn BHpOOGHMUTBA, mNakyBaHHS Ta aHani3is Gy/10 NepersHyTO Ta BCTAHOBIEHO BiAMOBIAHICTH
GMP.

3 Yxpaing
3acTYNHHUK reHepasibHOT0 AHPEKTOPA 3 KOCT > 65080, u. Oneca
YnosHoBaskeHa ocoba & Thoctnondobka gonora, 86 [Mixep 3.0.

(ni:xmie) THB (HTERX Iy (TI5)
BIOOIN KOHTPOIK SKOCTI
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