TOBAPUCTBO 3 BOBATKOBOIO BIATIOBIZAJIBHICTIO "HTEPXIM®

' TAB "IHTEPXIM"

Vipaina, 63080, M. Cneca, [hoctnopdeexa aopora, 86 V
Ten. (048) 7772950, daxc (0482) 340803, £
E-mail: INFORINTERCHEM.COM_UA 7

Cepradikar axocti Ne 2533 gin 27 :xoptoga 2022 pory

Hazpa Jdixapcsioro zacoy AMIKCHUH® IC

Jikaperka opma, A03YBABRA TaGnerxn, expuri oGononkoro, no 0,06 r
PeccTpaniiine noegizaenna UA/2559/01/01 31 3minamn TepMiH il 6e3cTpoKoso
Jinernsia BupoGHHLTBO nikapchkuX 3acobis

cepia AE Ne 295499 sin 20.02.15 p., 65080, Ogeceka obaacts,
M. Oaeca, iiwernopderka nopora, 6yn.86
Micne nposamxenna giansaoeri 65025, M. Oneca, 21-# um CTapokuiBceKoi JOPOTH, 40-A

Cepradixar GMP 051/2019/GMP nie no (nuct Hepxnrikcmysxdn Nel695-
001.1/003.0/17-22 Bin 15.03.2022 p.)

Homep cepii 25531022

Po3zmip cepii 29 244 ymak. Ne 6

Jata erpooruyrea 10.10.2622 p.

Ananiz nposegeno srigae 3 MK si sminamm Ne 1-3 no p/m UA/2559/01/01

Hanmenynafma Bavora MK PesyasTatn eEOpoGYBanL

HOKA3HBKIB
1 2 3
Onuce Tabnetxu Kpyrnoi Gopmu 3 ABOOMYKIO NoBepxaero, | TaGneriu kpyriol dopma 3

BKpHTi 000IOHKOI0, TEMHO-POMEBOTO KONROPY. Ha JABOOMYKIIOI TIOBEPXHELD,
po37aMi BHIHO ABa MAapH. BxpuTi 000TOHKOQ, TEMHO-

poxeBoro koieopy. Ha
po3iaMi BHAHO JB3 [apH.

InenTdikauis A. VabTpadioneTori CneKTpH NOFHHAHHAA PO3UHHY Bignosinae
fipenaparty Ta po3uMHY HOPIBHAHHS, OJeprKari As
KUABKICHOTO BM3Ha4eHud, B obnacti 8ia 220 M oo
400 M NOBMHHI cMiBHaJaTH.

B. Peakutia na kapOoHiibHY IPyNy. INosutnHa
C. Peakutig va xnopum (2). TMozutusna
D. Ha xpomatorpami BunpoOOBYBaHONC PO3IUHHY Bianosinae

MalOTh BUSBIATHCA: BEIUKA HIDKHA 30Ha, BiANOBIgHA
HEDKHIHN 30H1 HA XpoMaTOrpaMi PO3YHHY MOPIBHAHHA

(nouco 4R), cepenua 30Ha, BiANOBIAHA cepe,nﬂiifx 30H)
Ha XpOMATOTpaMi PO3IMHY TOPiBHIHA CHOIO 23

(iuaroKapMin) Ta BepxHg 30H i B_lﬁ%g Be,
30Hi Ha XpomaTorpami posuu nax-m ‘ {:ﬁq
saxin FCF). ~ AOKY A
Cepenna Maca Bin02945r1003255r. [[2] "] 1] )] 0,3098 r

OnHopingicTs Tpritmanshe aucno (AY)
A030BaBMX omdHMIbY | noeudue Oyt mewme abo
Sxio npuiiManbie Yucio Gins :
niggaoTs HacTymHi 20 omummiE; 184 5 meﬁ’loio"rb '
npunma.nhﬂe gucio. Bumorn O O Bm(oﬁymncs 15351
AKMO KiHueBe mpuiiManbHe dMClio pospaxosaﬂe 13 '
30 omgpuuus, menine abo nopmmoe L1V momen’ |
inpuBigyansHii BMIicT y JO30BRaHiii ommnur THe &b
sermm 33 {1 ~ L.2x0,01)M i ge Ginpuum 8 T




1 2 3

(I + L2x0,01)M npu obuucnenni upuiimansioro
yucaa (1.2=25.0).

Pozuunenns KpuTepiit npuituataocti Ha piexi S1 nosuuen Oyt He [ 98,5 %
Metie (Q + 5) % ana koxwol 3 6 ogunuub. Skmo
oaepKaHi pesyiInTaTM He BiONOBiNAlOTH KpuTEPItO
NPUHHATHOCTI  Ha  piBHi  Si.  BUnpodyBaHHs
NpOAOBXKyYOTh Ha piBHax Sz abo S3. Q = 75 %. Uac
pO3YHHEHHS 45 XB.

Cynposiani aomimkn | Ha xpomatorpami Bunpo6osyeanoro po34uHy Oye- Menue 0.1 %
AKa NNAMa, KpiM OCHOBHOIL, He Mae OyTH
IHTEHCUBHILIOW 32 NAMY Ha XpoMaTorpami POTUHHY
riopieHAHRAA (b) (0.1%).

JloiycKaeTbes HasBHICTb KOHTYPHOT IASMH Ha CTapTi,
a TAKOXK MAAMHU He 1IeHTHdIKOBaHOT JOMIlIKN BUILE
KOHTYPHOT MAAMM, AKa He Mac 6yTH IHTEHCHBHIWOIO Menuie 0.1 %
3a IiaMy Ha Xpomatorpami po3uuHy nopieHsuus (b)

(0,1%).
Oaunounol a0Miwky He NoBMHHO ByTH Ginblue Hix Menune 0.2 %
0,1%, a cymapua kinbkicTs a0MilIok He Ginpm 0.2%.
KinekicHe Buict CysHi3uN:0; 2HCH (Tunopowy) B Tabnertui mae | 0,0607 r
BH3HAYEHHS OyTH Bia 0,0555 r 10 0.0645 r. y nepepaxyHky Ha
CEpEnHIo Macy TablieTKiL
Mixpobionoriuna Mpenapat nanexuTLb 30 HEBOIHMX HECTEPHABLHHUX
upctoTa** AiKapchbKHX 3ac0o6iB 1719 OPANBHOIO 3aCTOCYBAHHSL.

3araibHe uncio aepobHUX Mikpooprauizmis (TAMC):
He Binsine 10° KYO/T.

3aransHe 4MCNO APDKIKOBMX Ta MIiceHEBUX pHGIE
(TYMC): ne 6inpwe 10° KYOIT,

BiacyTaicts Escherichia coli 8 1 r npenapary.

Ilakyeanuna [lo 3 Tabnetku v Butictepi: no 1 6nictepy B nauui Bianoeijae
MapxysaHna 3riaHo 3 TeKCTOM MapKyBaHHs J10 p/il 3i 3miHamu Bianogigac
Tepmin npuaarocti | 4 poku Jo 11.2026 p.

¥ - KoHTPOAb AaHOTO TECTY NPOBOAATE NS KOXKHOT JecsTol cepii TOTOBOTO ripenapaTy y 38 A3KY 3 THM, 11O Le# TeeT
KOHTPOMOIOTE B HeacoBaHuX TabneTraxX KOKHOI cepii npenapary.
** - KoHTponb 1aHOTO TecTy NpOBOLATE 115 KOXKHOT AecaTol cepii roToBOro npefiapaty y 38 43Ky 3 BLANOBIIHICTIO
supodunutea I'J13 sumoram HBIT (GMP).

Breuosor: AMIKCHUH? IC, Tabnetku. Bkputi o6onowkoio, no 0.06 r Ne 6 cepii 25531022 pianosiiae
sumoram MK 31 aminamu Ne 1-3 no p/m UA/2559/01/01.

3amea mpe ceprudixanito: Llum a sacBinuyio, wo Hasedeua Buwe indopmanis ¢ AOCTOBIPHOIO Ta
TouHot0. Lo cepiio nponykuii 6yno supofneno (Bxnouaoun nakysaHHs | MapkyBaHus) Ta NpoBeIeHO
KOHTpOAb 1i AKOCTI Ha BMUIE3a3HAYEHIA IUILHMUI Y NOBHIA BiZNOBiZHOCTI 3 BMMoramm GMP.
BCTAHOBJNEHUMM PEryJIATOPHUM OPraHoM YKpaiHu, a TAKeHK BiNHORITHG Uenhikalil o MicTATLCA
y peectpauiiitomy aocke. [TpoTtokonm BHpOﬁHHHTBé%BaHHS Ta auanizi

wIEK

g,rggariépemaﬂym T2
BCTAHOBIEHO BianogianicTs GMP. ¥ S5080, ». Opeca

fsogTacpdonia aopora, 86
5,/ TRB “TEPKIA® | 3. 0. ixep

32cTYNHNK reHepainLHoro JUPEeKTopa 3 AK0CTi
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