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VYxpaina. 65080. m. Oneca. Jhoctonopderka nopora. 86

Hazga mikapcebkoro 3acoby

Jikapcbka dopma,
NO3yBaHHHA

Peecrpaniiine nocsiauenns

Jlinensis

Micne npoBaxxenHs
gigabHOCTI
Cepragikar GMP
Homep cepii

Posmip cepii

Jara BEpoOHHITBA

Anamis nposeaeno 3rinno 3 MK5 3i sminamu Nel-5 mo p/m UA/12352/01/03

Ten. (048) 7772950, daxc (0482) 340803,
E-mail: INFOw INTERCHEM.COM.UA

inter
chem

Ceprudikar sixocri Ne 188 Big 11 munms 2024 poky

IHTAT'PA® IC
TabneTKH, BKPUTI 000100 K010, 1o 100 Mr

BupoGHUUTBO NikapchKHX 3ac06iB

cepia AE Ne 295499 gin 20.02.15 p., 65080, Onecbka obnacts, M. Oneca,

Joctaopdierka nopora, Gyn. 86

UA/12352/01/03 3i 3MinaMu TepMmiH aii 6e3cTpokoBo

65025, M. Oneca, 21-i kM CTapokuiBehKkoi qoporu, 40-A

024/2023/GMP nie no 23.12.2025 p.
1880624

13 510 ynak. Ne 1

25.06.2024 p.

Hanmenyﬁapﬂﬂ Bamoras MK Pesynbrarn BunpoOysanb
NOKA3HHKIB
1 2 3

Omme Tabnetkn  kpymioi  dopmu 3 japoonykioro | TaGnetkn kpyrmioi gopmu 3
OBEPXHEO,  BKPHTI  ODONIOHKOI,  30JIOTHCTOTO | JBOOIMYKJIOK IOBEPXHEIO,
KOJTbOPY. BKPHTI 00070HKOIO,

30JIOTHCTOrO KOTBOPY.
[nenTHdikaiis A. VYneTpadioneToBui ClieKTp NONMHAHHA PO34MHY | Amax = 291 HM

npenapary, 0JIEPAKAHOTO 1St KiTBKICHOTO
BH3HA4YeHHA, B obnacti Bigx 250 M mo 350 HM
IIOBUHEH MaTH MakCHMYM MOMIHMHAHHSA 33 NOBKUHH
XBHII 292 HM;

B. Peakuig Ha TUTaHY JiOKCH;

Peakuis na 3aniza (I1I) okcug,

IlTozuTHBHA
IlosuTHBHA

Cepenns Maca

Bin 294,5 mr no 325.5 Mr

305,8 mr

OnHopinHICTD
JI030BAHMX OJUHHLL*

Bumorn OJI0 BeaxKarTbes BHKOHAHMMHM, SKIIO
npuiManbHe uucno (AV) ans nepumx 10 ogvHHLE
MmeHwe abo popiexioe L1 (15,0), y BincoTkax. ko
npuiimManbne wMceno Oineme L1, y  BimcoTkax,
BUNpOOYBaHHIO MiLNal0Th HacTynHi 20 oguHMUb 1
obumcaI0l0TE NpHiiMankHe ukcno. Bumorn OJ10
BHKOHYIOTBCS, AKIIO KiHLEBE NPHAMANbHE YHCIIO,
po3paxosane i3 30 oaMHMLB, MeHIUe abo NOpiBHIOE
L1, y BiacoTkax, i »o/eH IHAMBiOyaIbHMI BMiCT Y
N030BaHI oaMHMLI He € Menmum 3a (1 -
L2x0.01)M 1 ne e 6inbmum 3a (1 + L2x0.01)M.
(12=05.0),

PozumHeHus

Mo po3uuny 3a 30 xB Mae nepeiiti He menume 80 %
(Q) Bia HominanbHOTO BMicTy CoHisoNO.S

97.6 %

by B OIAT




1 2 3

Cynposiani gomiwkn | Ha  xpomarorpami  BumnpoSoBveaHoro pozuuny | 0,02 %
mwioma Oyab-aKoro mika, KpiM ocHoBHoro, He mae | 0,03 %
NEepEBHUIYBaTH  IUIOLIY  OCHOBHOIO  MiKa Ha
XpoMatrorpaMmi po3uMHY TIOpIBHAHHS (He Oinmbine,
0.2 % Oyab-sxoi 1oMimKH);

cyMa IUIOWl yciXx MiKiB KpiM ocHoBHoro, He Mae | 0.05 %
nepeBuinyBary 2.5 MIOUI  OCHOBHOIO I1iKa Ha
XpoMatorpami po3dHHy nopiesHHs (He Ginbwe 0.5
% CYMH IOMILIOK).

KinbkicHe Bumict CHzNsO.S (cunaenadinty) mae Oytd Big | 97.3 Mr
BUBHAYEHHS 95.0 mr go 105.0 M v nepepaxyHKy Ha CepelHIO

Macy TabIeTKN.
Mixkpo0bionoriuna [Ipenapar HanekHWTh 10 HEBOJHHX HECTEPHIBHHX
umcrora** JiKapchbKuX 3acofiB 1715 OpanbHOre 3acTOCYBAHHIL.

3arajibHe 4MCNO  aepolHMX MIKpOOpPraHizMin

(TAMC): kputepiii npuitnarHocti 10° KYO/n
3arajibHe YMCno IPIXKIKOBUX Ta MIIiCeHeBHX IpHOIB
(TYMC): kputepiit npuitnsthocti 10° KYO/T.
Bincytnicte Escherichia coli B 1 T npenapaty.

VYhakoeka [To 1 tabaerui y Gaicrepi; no 1 duicrepi B navii Binnosizae
MapKyBaHHS 3rigHo 3 TEKCTOM MapKyBaHHS A0 p/m 31 3MiHAMH Bignorinae
TepmiH mpuagaTtHocTi | 3 poku Ho 07.2027 p.

* | KOHTpOJIb D@aHMX TECTIB MPOBOLATH AN KOKHOT n°sToi cepii rOTOBOro Hperapary y 3B°s3Ky 3 THM. IO I TECTH
KOHTPONOIOTH B HeacoBanux TabneTkax KoxHOI cepii npenapary.

**!- KonTponb DaHOro TecTy MPOBOATH M KOKHOT I ATCT cepli npenapary y 3B’A3KY 3 BIINORIAHICTIO BHPOOHUITEA
['713 smoram HBIT (GMP).

Bucnopok: IHTATPA® IC, TaGneTku. Bkputi obonoukowo, no 100 mr Ne 1 cepii 1880624 Binnoeinae
srMoram MK 3i sminamu Nel-5 no p/m UA/12352/01/03.

3asea mpo ceprudikamiro: Ilxm s 3acBiguyio. MO HaBeldeHa BHIE iHGOpMALIA € AOCTOBIPHOI Ta
touno. o cepire mpoaykiii 6yao BHpodneHo (BKIIOUAIOUM NAKyBaHHS | MapKyBaHHsA) Ta NPOBEIEHO
KOHTpoib 1 AKOCTI Ha BHINE3a3HaueHiH AiMbHMLI YV NOBHIH Binnopignocti 3 Bumoramu GMP
BCTAHOBIIEHUMM PETYJATOPHUM OpPraHoM YKpaiHH, a TakoK BIAMOBIAHO 10 creuudikalii, mo MicTAThC
y peectpariitHomy accbe. IIpoToxonnm BMpoOHMUTBA. NaKVBaHHA Ta aHanizip_Ovio INeperisHyTo Ta

BCTAHORJIEHO BlanosiaHicTe GMP. ?;m;r? Vipaiika
3acry v 65080, M. Opeca
TYNHHK TreHepaJbHOro THpeKTopa 3 IKoC
/YuoBHOBa:keHA 0002 &i%grgopzimbi(a AOROTa, 8% O. I'ixep
/,; / TAB “IHMTEPXIM™
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