TOBAPHCTBO 3 [IONATKOBOIO BIANIOBIJAJILHICTIO "IHTEPXIM"

TAB "IHTEPXIM"

Ykpaiha, 65080, m.Oneca, Jhioctnopdceka nopora, 86

Ten. (048) 7772950, daxc (0482) 340803,

E-mail: INFO@INTERCHEM.COM.UA

Hasga nikapcbkoro 3aco6y AMIKCHH® IC

Jlikapcbka popma, 1o3yBanns
Peecrpaniiine noceizuenns

Jlinensis

Micne npoBamxxenns aisabuocTi

Cepradikar GMP
Howmep cepii
Po3mip cepii

Jara BHpoGuHnTRA

Anani3 nposeaeno srigno 3 MK 3i sminamu Ne 1,2 no p/m UA/2559/01/01

Bupo6uuureo sikapcekux 3aco6is

inter
chem

V,

Ceprudikar sixocri Ne 2409 Bix 28 Bepecust 2020 poky

Ta0/1eTKH, BKPHTI 060,10HK010, 10 0,06 r
UA/2559/01/01 3i 3minamu Tepmin aif 6e3cTpokoBo

cepist AE Ne 295499 Bin 20.02.15 p-, 65080, Onecnka o6nacts,
M. Ozeca, Jlioctaopdceka nopora, 6y1.86

051/2019/GMP gie no 07.06.2022 p.
24090920

36383 ynak. Ne6

28.09.2020 p.

65025, M. Ogneca, 21-if km CrapoKuiBCbKOT Ioporu, 40-A

HaiimenyBanns

. Bumora MKSI Pesyanrarn BunpoGyBann
HOKa3HHKIB
1 2 3
Ormmc Tabnerku kpyrnoi gpopmu 3 nBoOMyKNOKO nosepxuero, | Tabnetku kpyrmnoi Gpopmu 3
BKPHTi 060/10HKOIO, TEMHO-POKEBOr0 kosibopy. Ha JBOOMYKJIOIO MOBEPXHEIO,
po3naMi BUHO [Ba IapH. BKpPHTi 060JIOHKOIO, TEMHO-
poxxeBoro konbopy. Ha
po3nami BUIHO J1Ba mAapH.
Inentudikanis A. Yibtpadionerosi cnekrpu nornuuanas PO34HHY Binnoginae

Tpenapary Ta po34MHy NOpPiBHSHHS, OiepKaHi s
KUIbKICHOrO BU3HAYeHHA, B 06/1acTi Bix 220 M 10
400 HM NOBHHHI cniBNaaTH.

B. Peaxuis na kapGoninsHy rpynmy.

C. Peakuis Ha x10puu (a).

D. Ha xpomatorpami BHIPOGOBYBAHOTO PO3YHHY
MAaIOTh BUABJIATUCA: BEJIMKA HIDKHS 30Ha, BiANOBiHA
HIDKHIH 30Hi Ha XpomaTtorpawmi PO3YMHY NOpPIBHAHHS
(monco 4R), cepenns 30Ha, BianosigHa cepeaHiii 30Hi
Ha XpoMaTorpami po341Hy MopiBHAHHS
(iHmMroxapMiH) Ta BepXHs 30Ha, BiMOBiqHA BEpXHIi
30Hi Ha XpPOMATOrpaMi PO34HHY NOpPiBHAHHS (>xoBTHIA
3axig FCF).

TTosutupna
ITosutirHA
Binnosinae

Cepenns maca

Bin 0,2945 r 10 0,3255 r.

0,3087r

OnHopinnicTs
J030BaHUX OJUHHLE*

Hpuiimanere uucno (AV) mwis nepumx 10 oauHuub
NOBUHHE OyTH MeHIme aGo nopiHIoBatH L1 (15,0).
Akmo npuiimanbHe yucio Ginsime L1, BHIPOOYBaHHIO
nianaote HactynmHi 20 ogMHMID | 064HCIOI0TE
npuiiManbHe yucao. Bumorn OJ10 BHKOHYIOThCH,
SAKIIO KiHUEBE MNpHiiManbHe YHCIO, po3paxoBaHe i3
30 oauHHUB, MeHme abo nopiBHioe L1 i sxogeH
IHOMBiTyanbHME BMiCT y n030Banmiii OJUHUUI HE €
MeHWKM 33 (1 - L2x0,01)M i He 6inbunm 3a

l/ﬁo Coer A2 O CY
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1 2 3
(1 + L2x0,01)M mnpu oGYMCIIEHHI NPUAMANBHOrO
yucna (L2=25,0).
Po3unHeHHs Kpurepiii npuitHaTHOCT] Ha PiBHI S1 NIOBUHEH Oy TH He 94,4 %

menme (Q + 5) % ans KoxHoi 3 6 oauHMUb. AKwo
ofepkaHi pe3yJIbTaTW He BiINOBiNalOTL KpHTEpiio
npuitHATHOCTI  Ha  piBHi  S1,  BUNpoOyBaHHA
MPOJIOBXKYIOTH Ha piBHAX S2 abo S3. Q = 75 %. Yac
po3unHeHHs 45 XB.

CynpoBiaHi AOMilIKH

Ha xpomarorpami BUIpoOGOBYBaHOIO PO3YHHY OV k-
sKa TUIAMa, KpiM OCHOBHO{, He Mae Oy TH
{HTEHCHBHILIOIO 32 TUIAMY Ha XpOMaTorpami po34uHy
nopieusaHHA (b) (0,1%).

JlomycKaeThCsl HasBHICTh KOHTYPHOI IUIIMH Ha cTapTi,
a TaKOX TUIIMH He iIeHTH(IKOBaHOT JOMILIIKH BHILE
KOHTYPHOT IISIMH, sika He Ma€ GyTH iHTEHCUBHINION
3a UMY Ha XpOMATOrpaMi po3uHHy nopisHsHHS (D)
(0,1%).

OaMHOYHOT JOMILIKM He MOBUHHO OyTH Oiblle HIX
0,1%, a cyMapHa KiJbKicTb AoMilok He Ginbm 0,2%.

Menie 0,1 %

Menue 0,2 %

KinekicHe BuicT CzsH3N:O;-2HCI (Tunopony) B Tabnetii mae | 0,0593 r
BU3HAYCHHS 6yTu Bix 0,0555 r 1o 0,0645 r, y nepepaxyHKy Ha

cepeIHIO Macy TabJIeTKH.
MikpoGiosioriuna Tlpenapar HaneXWTh A0 HEBOIXHMX HECTEPUJIBHHUX
uucrota** JKApPCHKUX 3aCO0IB TSt OPAIBHOTO 3aCTOCYBaHHAL.

3aranbHe 9ucio aepobHux MikpoopraHismis (TAMC):

He Ginbme 10° KYO/T.

3aranbHe YMCIO APDKDKOBUX Ta IUTiCEHeBMX rpuOIB

(TYMC): He 6inpwe 10° KYO/T.

Bincyrnicts Escherichia coli B 1 r npenapary.
TlakyBaHHs Tlo 3 Tabnerku y GnicTepi; mo 1 GaicTepy B nadui Bignosinae
MapkyBaHHS 3riHO 3 TEKCTOM MapKyBaHHs JI0 /I 3i 3MiHaAMU Binnoginae
Tepmin NpUAaTHOCTI | 4 pOKH J10 10.2024 p.

* - KOHTpONb 1aHOTO TECTy NPOBOJATE Ul KOXHOI NECATO

KOHTPOJIOIOT B He(pacOBaHMX TaGeTKax KOKHOT cepil npemnapary.

** _ KOHTpOJIb JaHOTO TECTY IIPOBOIATH [ULsl KOKHOT IECATO

supo6ruuTea ['JI3 BuMoram HBIT (GMP).

i cepii roToBoro mpemapaty y 3B’S3Ky 3 THM, IIO el TecT

i cepii roTOBOTO Npenapary y 3B’s3Ky 3 BiAMOBigHICTIO

Brcrosok: AMIKCHUH® IC, Ta6neTkH, BKpHTI o6onoHKoro, 1o 0,06 r Ne 6 cepii 24090920 Bianosinae
sumoram MK 3i aminamu Ne 1, 2 o p/m UA/2559/01/01.
3asBa npo ceprudikanito: Ium s 3acBindylo, IO HaBeleHa BHINE ingopmaliiss € TOCTOBIPHOIO Ta
tounoto. Llro cepito mpoaykuii 6yno BUPoGIeHO (BKIIOYAKOYM MaKyBaHHS i MapKyBaHHS) Ta IIPOBEAEHO

BCTaHOBJIEHMMH PEryJISTOPHHUM OpPraHoM pra.l'HI/I, A TAKQAICRLIIQRIUIEQ.LG

y peectpalifiHoMy n0cbe. IIpoTokosu BUPOOHHLTB]
BCTaHOBNEHO BianoeigHicte GMP.

3acTymHHUK reHepajJbHOro 14
/YnoBHOBaKeHa 0coda

a 3 AKOCTi

65080, m. Opeca
AOPPCLKE AOROTa, 86

KOHTpPONb 1i SKOCTI Ha BHIIE3a3HAYeHiM NiTbHALI y TOBHiM Bigmosimmocti 3 Bumoramu GMP,

O MIiCTATHCA

EpEryiSHyTO Ta

3. O.T'ixep




TOBAPHUCTBO 3 JOJIATKOBOH BIINIOBIIATIBHICTIO "IHTEPXIM®

TAB "ITHTEPXIM"

Ykpaina. 65080. m. Oneca. Jlocraopiceka nopora. 86

Ten. (048) 7772930, axc (0482) 340803,

E-mail: INFO@ INTFRCHEM COMUA

inter

Ceprudikar sxocti Ne 2541 Bix 06 mmcronana 2019 poxy

Hazea nikapenkoro zacoby
Jlikapceka dopma, no3ysanns
Pecerpauiiine nocsiguenns

Jinensist

Micne nposagkenus gigabnocti

Ceprudixar GMP
Homep cepii
Pozmip cepii

Hara Bupobunnrea

Ananis nposegeno 3rigao 3 MK 3i sminamn Ne 1, 2 no p/m UA/2559/01/01

AMIKCHUH" IC

BupoOHHLITBO NiKapchKKMX 3ac00iB

Tal/IeTKH, BKPHTI 060a0nKo0, nio 0,06 ¢
UA/2559/01/01 2i 3miHamu Tepmin aii BezeTpoKoBo

cepia AE No 295499 gin 20.02.15 p., 65080, Onecbka obnacts,
M. Oneca, Jhoctnopheska nopora, 6y1.86

051/2019/GMP zie no 07.06.2022 p.
25411019

29383 ynak. Ne 6

06.11.2019 p.

65025, m. Opeca, 21-# xm Crapokuisebkoi noporu, 40-A

Haifimenysanns

BKPHT] 000JIOHKOI0, TEMHO-POXkKEBOTO KOabopy. Ha
po3namMi BUIHO ABa ILapH.

. Bumorn MK PesyabTarn BHnpodysann
NOKA3HMKIB
1 P 3
Omnuc Tabaerku kpyriol popmu 3 geoomykno nosepxuelo, | TabneTkn kpyraoi gopmu 3

TBOOIYKIIOK NOBEPXHED,
BKPHTI 000NM0HKOK, TEMHO-
poskeBoro konsopy. Ha
posnami BUAHO 1Ba LWIAPH.

Inentudikauis

A. VibTpaioneTosi cNeKTpH NOrMHMHAHHA PO3UMHY
Ipenapary Ta po3yuHy NOPIBHAHHA, OAepiKaHi s
KIJIBKICHOTO BU3HaNeHHs, B o6aacTi Bia 220 uM 1o
400 HM NOBMHHI cniBNAATH.

B. Peaxuis Ha kapOoHineHy rpyny.

C. Peaxuig na xnopuaum (a).

D. Ha xpomarorpami BunpoGosyBanoro pozunny
MaloTh BUSBJIATUCA: BENWKA HWKHA 30Ha, BIAMOBIAHA
HIDKHIA 30HI Ha XPOMATOrpaMi PO3UHHY MOPIBHSHRS
(ronco 4R), cepenns 3ona, BiANMOBiAHA cepenHii 30Hi
Ha XpOMATOrpaMi pO34HHY NOPIBHAHHA
(IHZMrOKapMin) Ta BEPXHs 30Ha, BIAMOBIIHA BepXHili
30HI HA XPOMATOTPaMi PO3YMHY NOPIBHAHHA (KOBTHIL
3axin FCF).

Bianoginae

IMozuTHBHA
IMosuTuBHA
Bianorizae

Cepenns maca

Bin 0,2945 r no 0.3255 r.

0.3090 r

OanopigHicTs
NO30BAHUX OIMHHIL®

Ipuiimanbre uucino (AV) ana nepuux 10 oauHMp
noeuHHe OyTu meHme abo apopismioatn L1 (15.0).
Axio npuiiMansie yucno Ginbwe L1, BunpoGyBatiio
NiAAAI0Th HacTyndi 20 ofuuunbL | OBYHCITIONTS
npukManehe uucno. Bumorn OJI0 BukoHyWOTbCS,
AKILO KIHUEBE MPUAMANbHE HHCI0, PO3PAXOBaHE i3
30 oauHWAub, MeHme aGo nopieawe L1 1 xogen
IHIMBIAyaNbHUE BMICT y A030BaHil omuuuLi He €
MeHInuM 3a (1 - L2x0,01)M i ne 6inbinumM 3a

3.5
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1 2 3

(1 + L2x0,01)M mnpu obudcienni npHAEMAanbHOro
yueaa (1.2=25.0).

PozuuHeHHs Kpurepiii npuitnstHocTi Ha piui S1 moBuuen OyTu ne | 99,2 %
merme (Q + 5) % ang koxkHol 3 6 oauHuub. Akiio
olepKaHi pe3yibTaTH He BiANOBINAKOTE KPUTEPIIO
npuiingTHOocTi  Ha  piBHi 81, BunpoOyBaHHA
NpoAoBIKYIOTH Ha piBHAX S2 abo S3. Q =75 %. Hac
po34MHEHHs 45 XxB.

Cynpoeiani nomimky | Ha xpomatorpami BUnpoOoByBaHOTO PO3UHHY Oy ab- Menuwe 0.1 %
AKa NAAMa, KpiM OCHOBHOT, He Ma€ OyTH Memnme 0,2 %
iHTEHCHBHILLIOKO 3a IIAMY Ha XPOMATOrpami po3unHy
nopisusHHA (b) (0.1%).

JlonycKaeTbcA HAABHICTL KOHTYPHOT IUIAMM HA CTapTi,
a TAKO TUIAMM He iTeHTH(IKOBaHOT NOMIIIKH BHILES
KOHTYPHOT IIAMUY, SIKa He Mae OyTH IHTEHCHBHIIION
3a THAMY Ha XpOMaTorpami po3uuHy nopisHaHHA (b)
(0,1%).

OMHOUYHOT TOMILIKK HE NOBUMHHO OyTH Olblue HIK
0,1%, a cymapHa KinbKicTb gomimok He 6inbwm 0,2%.

Kinbkicue BuicT CasH34N:03-2HCI (Tnnopony) B tTabnetui mac | 0,0599 1
BU3HAYEHH @yt Bin 0,0555 r no 0,0645 r, y nepepaxyHKy Ha

Cepe/THIO Macy TabaeTKHu.
Mikpobionoriusa Ipenapar HaJEXWTb [0 HEBOIHHX HECTEPHUIBHUX
yucToTa** nikapcbKYX 3ac001B 118 OpalbHOro 3aCTOCY BalHs.

3aranbhe ykcno aepodHux mikpoopranismis (TAMC):
ne 6inswe 10° KYO/r.

JarajibHe UHCIO JPDKGKOBMX Ta IliceHeBHX rpudis
(TYMC): ne 6inbwe 10° KYO/T.

BincyTaicTh Escherichia coli B 1 r npenaparty.

[lakyraHHA To 3 TabneTxu y Gictepi; no 2 Haictepa B naywi Bianoeiaae
MapKyBaHHA 3rigHO 3 TEKCTOM MAPKVEBaHHS 10 p/n 31 3MiHAMM Binnorizae
Tepmﬂ OpyMaaTHOCTI | 4 POKH Jo 11.2023 p.

- KoETpoIb DaBOro TecTy NPOBOZATE Ul KOMHOI 1ecATol cepil rOTOBOTO Mperapary y 3B 43Ky 3 THM, WO LeH TecT
KOHTPOITKOKOTE B HedhacoBannx TabmeTkax KOxHOI cepil mpenapary.
*#* _ KOHTPOb JAHOTO TECTy IPOBOJSTE [UIA KOKHOT AeCATOL ¢epil TOTOROTO NpenapaTy y 38 'A3Ky 3 BIANOBLIRICTIO
pupoGuuurea 1JI3 eumoram HBIT (GMP).

Bucrosok: AMIKCHH® IC, taGnerkn, BKpuTi 060a0HKom0, no 0,06 r Ne 6 cepii 2541 1019 Bigpnosinae
srmvoram MK S 31 3migamu Ne 1, 2 o p/m UA/2559/01/01.

3asgsa npo ceprudixamiro: Llum A 3acBimuylo, WO HaBEJSHA BHILEC thbopmauis € JOCTORIPHOKO Ta
touHoto. Lo cepito mpomykuii 6yno BnpOGHeHo (BRITIOHUAKOYH naKy BaHHS 1 MapKyBaHHs) Ta MPOBEICHO
KOHTPOMb 1 AKOCTI Ha BHIIE3a3HaueHid XUTbHHLL Y noBHil Bignorianocti 3 eumoramu GMP,
BCTAHOBJEHHMH PETYJATOPHUM OPraHoM YKpaiHy, a TAKOUCBIINOBIIHG.IO cneurdiKalllil, Mo MiCTAThCS
y peecTpauifinomy mocke. IlpoTokonu BHUPOOHMLUTBY aHHA Ta aHamzlg;“@a?Qa EPerNsSHYTO Ta
BcTaHOBNEHO BignoeiaHicTe GMP. Y, 85080, M. Oneca

3aCTYNHHK reHepaIbHOro JHPEKTOpa 3 AKO0CTi mgﬂﬂﬁ@cbm Aopors, 86
/YnosHoBaxeHna ocoda ?AB “IHTEPXIM" 3. O.Tixep

g%é@m'mm SKOCTI
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