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Ykpaina. 63080, M. Omeca. Jhioctnopdebka nopora. 86
Ten. (048) 7772950. daxc (0482) 340803.
E-mail: INFO@INTERCHEM.COM.UA

Ceprudikar axocti Ne 2545 Bix 29 ancronmana 2024 poxy

Ha3zga axikapebkoro 3acody AMIIIUTPOH"®,

Jlikapcoka ¢opma, 103yBAHHS — MOPOLIOK JIsS OPATBLHOrO PO34HHY o 23 I y came
Peectpaniiine nocsizuenns UA/13911/01/01 31 3minamu TepmiH aii 6e3cTpoKkoBO
Jinensis BupoOHHMIITEO NiKapchKUX 3acobiB

cepia AE Ne 295499 gin 20.02.15 p., 65080, Onecbka obnacTs,
M. Oneca, Jlroctnopdcerka nopora, oy 86

Micne npoagskenuns 65025, m. Opeca. 21-ii kM CrapokuiBchkoi goporu, 40-A

AigAbHOCTI

Cepradixar GMP 024/2023/GMP nie no 23.12.2025 p.

Homep cepii 25451124

Po3mip cepii 1 926 ynaxkoBox Ne 10

Jara BapodHENTBA 26.11.2024 p.

Cxnan na 1 came napaueramony 500 mr, beninedpuny riapoxnopuay 10 mr, denipaminy

maneary 20 MI, KHCIOTH ackopOiHOBOT 50 Mr
Anaunis nposeneHo 3rigno 3 MK 3i aminamu Ne 1-6 10 p/o UA/13911/01/01

Hi‘:)::;?::i?;ﬂ Bumoru MK PezyibTaTH BHIPOOYBAHL
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e ITopowok 6ioro Komeopy, B sIKOMy nomyckarotses | Iopowoxk 6i10ro komeopy, 3 BKparieHHIM
BKparuieHHs  Onmigo-xoBTOro  Ta/abo  OpaHKEBOIO | OPAHIKEBOTO KONBOPY
KOJIBOPY
'034MHHICTB PosuHHAETBCA Y 6001 P npu KiMHaTHIH TeMnepatypi Ta | Bianosinae

PO3YMHAETECA Kpawle Yy rapsuil eooi P npum
Temneparypi (85+5) °C.

neHTHO KAl A. Yacu yTpumyBaHHs nikie  ¢eHinedpuny, | Bianorinae
napauetaMmony Ta (eHipaMiHy Ha XpoMarorpamax
BUMPOOOBYBAHOTO PO3YHMHY Ta PO3YMHY MOPIBHAHHSA
(b), onepkanux npu eunpodyeanHi «KimekicHe
BU3HA4YEHHS», OBUHHI CITiBMaaTH.

B. Peaxuig Ha ackopOiHOBY KHCIIOTY. IozuTHBHA
‘epelHs Maca Bin 21,275 r mo 24,725 . 22,719 r
MicTy caue
JTHOPITHICTh Bumorn OJIO BB@KarOTLCA BHKOHAHMMHM,  SKIIO
030BaHHX npuiAManene uyucno (AV) ans nmepumx 10 ogvHMLB
JOUHHLB* meHwe abo gopieHroe L1 (15.0), y Bincorkax. Skumo

npuiiManeHe uuceno  Oinbme L1, v BimcoTkax,
BUIIPOOYBaHHIO MiAAar0Te HacTynHi 20 ogvHHLG i
o0YHCIIOIT TpHiiManibie uuciao. Bumorm OJIO
BHKOHYIOTbCA, AKIO KiHLEBE NPHAMAJIbHE YHCIIO,
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1 2
pospaxopaHe i3 30 oxuHMLE, MeHule abo popiBHioe L1,
Yy BilcOTKax, 1 JKoAeH IHOHBIZVanbHHH BMicT vy
J030BaHiid OMHMLI He € MeHIHM 3a (1 - L2x0,01)M i
He € Oinbimm 3a (1 + 1.2x0,01)M. (L2=25,0).
ynpoeiaHi Ha xpomarorpami BUIpoOOBYBaHOTO PO3YUHY:
OMILIKH - Tulowma mika 4-aMiHodeHOTy He mae nepesuutysard | He aeTekryernbes
oy nika 4-amiHo(eHoIy Ha XpoMarorpami po34uHy
nopiBHsAHHA (d) (0,15 %);
- mowa mika 4-xmopaueraHininy He  Mae | He merextyerncs
nepesunysatd (.5 nnowi nika 4-xJ10paueTaHiaily Ha
xpoMmaTorpami poszuuHy nopieusaus (d)(0.005 %)
- ioma Oyae-koro mnika, KpiM OCHOBHMX MikiB Ta | He nerekryeTbes
mikiB  4-amiHO(eHOMY, 4-X7TopaleTaHiniay, He Mae
MepEeBHIIY BaTH TUIOTIY OCHOBHOTO nika
(napaneramorny) Ha xpomarorpami PO3UHHY
nopisusaHs (a) (0,1 %):
- cyma aomimok: He Oinbme 1,0 %. Binnosinae
{inbKicHe Bwumict CsHoNO; (napaueramony) B ogHomy cauie Mae | 0,4851 r
H3HAYEHHS oyt Big 0,4750 1 g0 0.5250 r;
C:Hi,CINO: (deninedpuny rigpoxmopuay) — eig | 0.0098
0.0093 r no 0,0108 r;
C20H2sN:04 (Ppenipaminy maneary) — eia 00185 r mo | 0,0201 r
0.0215;
CsHsOs (ackopbinopoi kuenoru) — eig 0,0463 r go | 0,0576 r
0.0618 r. y nepepaxyHKy Ha CepeIHI0 Macy OIHOIO
caiue.
AixkpoGionoriuna [lpenapar HanekMTH 00 HEBOAHMX HECTEPHIIBHHX
ucToTa** JiKapcbKUx 3acoBiB U1 OpaTbHOIO 3aCTOCYBAHHSL.
3aranbHe uMceno aepobHux Mikpooprauizmie (TAMC):
KpuTepiii npuiHATHOCTI - 10° KYO/T.
3arajibHe 4MCI0 NPLKLKOBHMX Ta TUICEHEBMX rpudiB
(TYMC): kpuTepiii IpHHHATHOCTI - 10° KYO/r.
BincyTtHicTe Escherichia coli B 1 r npenapary.
lakyBanHs 1o 23,0 r y cawe; no 10 cawe y nauui Binnosinae
AapKyBaHHS 3rigHo 3 TeKCTOM MAapKYBaHHA 10 p/T 31 3MiHAMH Bianosinae
‘©pMiH IPUIATHOCTI | 3 pokM Ho 12.2027 p.

- KoHTposk 1aHOTO TECTy NPOBOJATE MU KOXKHOT JecATOT cepii.
*- KOHTpOJIb 1IaHOTO TeCTy MPOBOASTH Ul KOKHOT necaToi cepii npenapary y 3B°3Ky 3 BiInoBiaHicTio BUpoOHuuTBa [J13
umoram HBIT (GMP).

Bucnosok: AMILIMTPOH®, nopowok ans opansHoro pozuuuy mo 23 ry caume Ne 10 cepii 25451124
Bianoeigae umoram MK si sminamu Ne 1-6 1o p/m UA/13911/01/01.
3anga mpo ceprudikamiro: [luM A 3aceiauylo. WO HaBeaeHa BHILE iH(GOPMALisl € JOCTOBIPHOK Ta
tounorw. [0 cepito npoaykuii Oyno BupoOieHo (BKIIOUAIOUM NMaKyBaHHS | MapKyBaHH4) Ta NPOBEACHO
KOHTpPOMB 11 SKOCTI Ha BHINE3a3Ha4eHIH MiNbHULI Yy TMOBHIA BignoeigHocTi 3 Bumoramu GMP,
BCTAHOBJICHUMH PETYIATOPHUM OpPraHoM YKpaiHW, a TakoX BiAMOBITHO A0 crieuMdikallii, Mo MicTAThCS

y| peecTpauifiHoMy nocke. IlpoToxonmy BHpOOHMLITBA, NMaKyBaHHS Ta i

BCTAHOBIIEHO BimmoRimHicTe GMP.

3acTYIHHK reHepaJbHOr0 THPEKTOPAa 3 AKOCEI
/¥YnosuoBazkeHna ocoda
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