TOBAPHCTRO 3 ACIATKOBOIO BIAIIOBIHAJIBHICTIO "IHTEPXIM"

TAB "IHTEPXIM"

Ykpaina. 63080, v Oneca. Jhoctnopdenka nopora. 86 V
Ten. (048) 7772950, dakce (0482) 340803,

E-mail: INFO@INTERCHEM.COM.UA

Ceprudirar sixoceri Ne 2525 Bin 11 ;meronana 2020 poxy

Hazea adikapcbkoro 3acody AMILIUTPOH" BE3 LIYKPY,

Jlikxapcbka opma, J03YBaBHHA ~ DOPOIIOK MJIsl OPATLHOTO po3uuny no 13 ry came
PeecTpanifine noceiTueHn s UA/14116/01/01 3i 3sMiHamMu TepMiH aii Ge3cTpokoro
Jinensia Bupo6Huureo nikapebkux 3acobip

cepis AE Ne 295499 gin 20.02.15 p., 65080, Qaecbka o0nacTs,
M. Oneca, Jhoctaopdebka gopora, 6yn.86

Micne npoBax:KeHHS 65025, m. Queca, 21-# km CrapokniBebkoi goporu, 40-A
TIALHOCTI

Ceprudicar GMP 051/2019/GMP nie no 07.06.2022 p.

Homep cepii 25251120

Pozmip cepil 2290 ynaxosox Ne 10

Jara BapodunUTBA 10.11.2020 p.

Cknan Ha 1 came napaueramony 500 mr, deninedpuny riapoxnopuay 10 mr,

dbenipaminy maneaty 20 Mr, KucioTH ackopOinoBoi 50 Mr
Ananis nposeneno arinno 3 MKA 3i aminamu 1-3 1o p/n UA/14116/01/01

Hi‘;ﬁ;:g:::{:ﬂ Bumorn MK PesynabTatu BANpoOyBaHb
1 2 3
Onue TMopouiok 6i10r0 KORBOPY, B AKOMY [Topouok Hioro koavbopy 3
JOMYCKAIOTHCS BKpaIicHHs 01110-K0BTOT0 BKPAIICHHIM OPAHKEBOT0 KOJIBOPY.
Ta/ab0 OpaHKEBOT0 KOILOPY.
PosuunHicT PosumngeThes v godi P npu  KimHathii | Binnoeinae

Temneparypl T4 pO3UMHAETBCH Kpawe y rapsuii
g00i P npu temneparypi (8545) °C.

[nenTudixauis A. Yacu yTpUMYBaHHA TKIB heHinedpuHy. Biznoeigae
napareTaMoTy Ta peHipamMiHy Ha XpoMarorpamax
BUMPOOOBYBAHOTO PO3UHHY Ta PO3UMHY
nopiBHAHHSA (b), oAepXKaHUX NPH BUNPOOYBaHHI
«KinpkicHe BH3Ha4eHHA», MOBUHHI CIIBIAIATH.

B. Peakuis Ha ackopOiHOBY KHCIIOTY. IlozuTHBHA
OpHopigHieTh Bumoru OHQO BBaalOTbcs BHKOHAHHMM, SIKIIO
ZI030BAHNX npuiiMansHe umcno (AV) ana  nepuwmwx 10
OJHMHMLE oauMHULEL MeHie abo gopieHioe L1 (15,0), ¥y

gincoTkax. fxkmio npuiiMansHe ancno Gineiue L1,
y BIACOTKAxX, BUMPOOYBAHHIO NiAJAFOTL HACTYIIHI
20 ogvHMLb 1 00YMCIIOIOTE NpUiManbHe YHCTIO.
Bumorn OO BHKOHYIOThCH, SKIO KIHUEBE
MpHAMaIbHE YHCI0, po3paxoBaHe 13 30 ogMHMLUB,
Menmie abo gopieHioe L1, y BiAcoTKax, 1 :koneH
IHAMBIAYaIBEHHA BMICT y 00o30BaHill oauHULI He €
meHuum 3a (1 - L2x0,01)M 1 He € Ounbinum 3a (1
+ L.2x0,01)M. (1.2=25,0).

X anilgiss o7 #0311 R
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Cynposiani
JOMILIKK

Ha xpomarorpami BunpoGOBYBaHOTO PO3YMHY:

- maowa nika 4-aMminogieHoay He Mae
MEPERHIIYBATH TJIOLY OCHOBHOIO MiKa, Ha
XpoMarorpami po3unHy nopisusHus (e (0,15 %);
- TIIOINA NiKa 4-XJIopaleTaHiiiny He Mae
NEePeBULLYBaTH NJIOULY OCHOBHOIO Mika, Ha
XpoMaTorpami po3udHy nopisusHHg (2)(0,005 %);
- iowa Oy ab-aKOro Mika, KpiM OCHOBHUX MIKIE
Ta MiKa, Akui BiANmoBizae 4-amiHodeHony, He Mae
NEPEBULTYBaTH TUIOULY OCHOBHOTO MiKA
(napaueTaMoily) Ha XpOMarorpaMi posuuny
nopieusuuA (¢) (0,1 %);

- CyMa IJI0II THKIB YCIX AOMIIIOK He Mac
nepepdulyBaTd 10 riou oCHOBHOIG nika Ha
XpoMarorpami po3uMHy HopiBHsaHu () (1,0 %).

0,0037 %

He netexryethes

He netextyernes

0,0037 %

Kinekiche
BU3HAYCHHS

Buicr CsHoNO: (mapaneramorny) B 0ZiHOMY came
mae OyTH Bia 0,4750 r oo 0,5250 1;

CsH,:CINO; (peninedpuny riapoxitopuay) - Big
0,0093 r no 0,0108 r;

C20H2N: O, (denipaminy Maneary) - sig 0.0185 r
o 0,0215

CH;0¢ (ackopGinoBoi kucnotn) — Bin 0,0463 r
ao 0,0618 r, y nepepaxyHKy Ha cepeaHio Macy
OJIHOTO callle.

0,4880 r
0,0104 r
0,0208 r

0,0577r

Mixkpobionoriyna
yucToTa®*

[Ipenapar HaneskuTh 10 HEBOIHMX HECTEPHIILHUX
NIKapCcLKUX 3aco0iB st OpaJILHOTO
3aCTOCY BaHHS.

Aepobuux Mikpoopranizmie (TAMC):

He 6inswe 10° KYO/r npenapary.

Apixprornx Ta mnicexneBux rpubis (TYMCO):

He 6inswe 10° KYO/r npenapary.

Bincyrnicts Escherichia coli B 1 r npenapary.

TlakyBanns

ITo 13.0 r v cawe; no 10 cauwe y naumj

Biagnoeinae

MapkyBatus

3rigao 3 MKA

Binnosinae

Tepmin
MPHIATHOCTI

3 poxH

Jlo 12.2023 p.

*- KoHTponb 1aHOTO TeCTy NPOBOAATH AN KOKHOT 11 ATOT cepii.
**- KonTposIb 1aH0ro TecTy TIPOBOLITEL 115 KOKHOT I STOT cepii mpenapaTy y 3B’ 13Ky 3 BLANOBiAHICTIO
supobuuuTea 1'J13 sBumoram HBIT (GMP).

Bucnosok: AMIIIMTPOH® BE3 LIYKPY, nopommok s opatsHoro posanHy no 13 ry cawe Ne 10 cepli
25251120 sianopigac Bumoram MICS 3i sminamu Nel-3 no p/m UA/14116/01/01.
3asBa npo ceprudikanivo: Ilum 1 3acBiguyro. mo HaseneHa Buule (HOOPMALIL € NOCTOBIPHOW Ta
TouHO0. Lo cepiro npeaykuii Oyno BupoGneHo (BKIIOYAIOMN NaKyBaHHA | MapKyBaHHs) Ta IIPOBENEHO
KOHTPOJIb 1i AKOCTI Ha BWINe3asHauyeHifl AiMeHMIN Yy mnoBuili BimgmoigmocTi 3 mumoramu GMP,
BCTAHOBJICHAMH DEryJIATOPHHUM OPraHom YKpaiHM, a Tako BIANOBIAHO 10 cneumdikanii, wo MicTaTses
y peectpauifiHomy jocke. [IpoTokomu BHpoOHMUTBA, NakyBaHHS Ta aHanisiz Oyno MEpPETNAHYTO Ta

BCTAHORISHO BiANOBIAHICTE GMP

3acTYNHHK reHepaibH 0.
/Ynosuoraxena ocoda (|23
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TOBAPHUCTBO 3 IONATKOBOIO BIAINOBIAAJLHICTIO "IHTEPXIM"

TAB "IHTEPXIM"

Ykpaina, 65080. m.Oneca. Jlioctaopdcenka nopora, 86

Hasga nikapcbkoro 3acoby
Jlikapcbka ¢opma, no3yBanns
Peecrpaniiine nocsinuenns

Jlinen3sisa

Micne npoBaxxenns

TiJIBHOCTI

Ceprndixar GMP

Homep cepii
Posmip cepii

Ten. (048) 7772950, dake (0482) 340803,
E-mail: INFO@INTERCHEM.COM.UA

inter
chem

V,

Ceprudikar sxocri Ne 2642 Bix 30 rpyans 2020 poky

AMIIIUTPOH® BE3 LIYKPY,

HOpPOINOK AJSl OPAJILHOIO po3unHy o 13 ry came
UA/14116/01/01 3i 3MiHaMu TepMiH aii 6e3cTpokoBo
BupoOHuuTBO nikapcbkux 3aco6iB

cepis AE Ne 295499 gin 20.02.15 p., 65080, Oaecrka o6nacts,
M. Oneca, Jroctnopderka nopora, 6yn.86

26421220
2267 ynakoBok Ne 10

Jara BHpoGHHUTBA 29.12.2020 p.

Ckaaa na 1 came

65025, M. Oneca, 21-it km CtapokuiBebkol noporu, 40-A

051/2019/GMP nie no 07.06.2022 p.

napaueramoity 500 mr, peninedpuny riapoxnopumy 10 mr,

(enipaminy maneary 20 Mr, KMCIOTH ackop6iHOBOT 50 Mr
Anani3 nposeneno srizno 3 MKSI 3i sminamu 1-3 g0 p/n UA/14116/01/01

N0y CKAKTLCA BKparuieHHs 6,1i10-K0BTOro
Ta/abo OpaHXKeBOro KOJbOpY.

Hanmel{ynafmn Bumorn MK PesyabTaTn BHnpoOyBanb
HOKa3HHKIB
1 2 3
Onuc IMopowoxk 6inoro koibopy, B sKOMY IMopowok 6inoro konbopy 3

BKPAIICHHAM OPaHXEBOTO KOJbODY.

Po3uuHHicTb

Posuunsetecs 'y 600i P npu  KiMHaTHIM
TEMIIEPaTypi Ta PO3YMHAETBCS Kpawle y rapsdiii
600i P npu temneparypi (85+5) °C.

Biamnosinae

Inentudikauis

A. Yacu yTpumyBaHHs 11iKiB (eHinedpuny,
napaneTamoJty Ta (eHipamMiHy Ha XpoMarorpamax
BUNPOGOBYBAHOTO PO3YUHY Ta PO3YUHY
NOPiBHSAHHSA (b), 01epXKaHUX NPU BUNPOOYBaHHI
«KinbkicHe BU3Ha4YeHHA», MOBUHHI CrIiBNagaTH.
B. Peaxuis Ha ackopGiHOBY KuCOTY.

Binnosinae

ITo3utuBHa

OnHopianicTs
J030BaHUX
OMHHIIL

Bumorn OJIO BBaXalTbCs BHUKOHAHUMH, SIKILO
npuiiManbHe  uucno (AV) mns  nepmumx 10
OavHMUR MeHiwe abo mopiBHoe L1 (15,0), y
BiZcoTKax. SIkmo npuiiManbHe yucio Giplie L1,
Yy BIACOTKaX, BUNPOGYBAHHIO MiAJAXOTh HACTYIIH]
20 omvHMUb i OGYHCTIOIOTE NpHiiMaTbHE YHCIIO.
Bumorn OJIO BHKOHYIOTBCS, SKIO KiHIEBe
NpUiMalbHE YUCII0, po3paxoBaHe i3 30 OOHHHID,
meHwe abo nopisHioe L1, y BigcoTkax, i sxonen
IHIMBiZyaTbHUI BMICT y 1030BaHill OZMHULI He €
MeHIMM 3a (1 - L2x0,01)M i He € Ginbuum 3a (1
+L2x0,01)M. (L2=25,0).

{/ Qu; ~ CCCE (} AR (o
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CynpoBizHi
JOMILIKH

Ha xpomarorpami BUIIpoGOBYBaHOTO PO3YHHY:

- Jo1Ia nika 4-amiHogeHoTy He Mae

TIEpPEBHUILY BaTH TUIOLLY OCHOBHOrO MiKa, Ha
XpoMarorpami po3uuHy nopisusaHHs (e) (0,15 %);
- IUI01IA TiKa 4-XJ10paleTaHuli Iy He Ma€
NEePEBHUILY BATH TUIOILY OCHOBHOIO MiKa, Ha
Xpomarorpami po3uuHy nopisssHHa (a)(0,005 %);
- naomwa Oy ab-9KOro mika, KpiM OCHOBHHX MiKiB
Ta nika, AKuit Binoigae 4-amiHodeHoy, HE Ma€e
TNiepeBUILYBaTH TUIOLLY OCHOBHOIO MiKa
(maparieTaMoJIy) Ha XpoMaTorpami po3uuHy
nopisHsHHA (c) (0,1 %);

- cyMa mJion MiKiB yCiX JOMILIOK HE Ma€
nepepuiyBaty 10 MU0 OCHOBHOTO MiKa Ha
XpoMaTorpami po34uHy nopisHaHH4 (¢) (1,0 %).

He perektyeThes

0,0003 %

He nerexryernes

0,0003 %

KinbkichHe
BU3HAUYEHHS

Bwmict CsHsNO;, (napaueTtamosty) B 0OJHOMY calle
mae 6ytu Biag 0,4750 r no 0,5250 r;

CyH,4CINO; (dpeninedpuny rigpoxnopuiy) - Bia
0,0093 r no 0,0108 r;

C20H:4N; O, (benipaminy maneaty) - Bin 0,0185 r
1o 0,0215 r;

C¢H;30, (ackopbinosoi kucnotn) — Bia 0,0463 r
10 0,0618 r, y nepepaxyHKy Ha cepeIHIO Macy
OJHOTO callie.

0,4987 r
0,0099 r
0,0195r

0,0574 r

Mikpobionoriuna
yucroTa**

[Npenapat HaeXUTh A0 HEBOJAHUX HECTEPUIILHUX
JKapchbKUX 3aco0iB s OpanbHOTO
3aCTOCYBaHHSL.

AepobGuux mikpoopranizmis (TAMC):

He 6inpme 10° KYO/r npenapary.

JpixmkoBux Ta miceHeBux rpubis (TYMO):

He 6inbme 10° KYO/r npenapary.

BincyrHicts Escherichia coli B 1 T npenapary.

ITakyBaHHs

ITo 13,0 r y came; no 10 came y nauui

Bianosinae

MapkyBaHHs

3riguo 3 MK

Binnosigae

Tepmin
[PHAATHOCTI

3 poku

Ho 01.2024 p.

*_ KOHTpOJIb IaHOTO TECTY MPOBOAATH /U KOXKHOI I°ATOT cepii.
**_ KOHTpPOJIb JAHOTO TECTY MPOBOAATH JUIsl KOXKHOI I1’ATOi cepil mpenapaty y 383Ky 3 BIANOBIAHICTIO
supobuuursa ['JI3 Bumoram HBIT (GMP).

Bucuosok: AMILIMTPOH® BE3 LIYKPY, nopommok A5 opajibHOro posuuny no 13 ry cawme Ne 10 cepii
26421220 Bignosinae Bumoram MK 3i sminamu Nel-3 no p/n UA/14116/01/01.

3asBa npo ceprudikamiro: Llum s 3acBinuyto, Mo HaBeieHa BMIE iHoOpMaUis € JOCTOBIPHOIO Ta
touHoto. Llro cepiro mpomykuii 6y0 BUpoGieHo (BKIIOYAIOUH MaKyEBaHHS | MApKyBaHH:) Ta IpPOBEIEHO
KOHTpONb il fKOCTI Ha BMIN€3a3HauyeHill AiMbHMLI y NOBHiA Bianosimnocti 3 Bumoramn GMP,
BCTAHOBJICHHMH PEryJIATOPHMM OpraHoM YKpaiHu, a TaKOXK BiAMOBiAHO 0 crieurdikauii, mwo MicTATbCs
y peectpauiitiomMy aocbe. IIpoTOKONM BUPOGHMLTBA, NMAKyBaHHS Ta aHamisiB Oy/no neperisHyTo Ta

BCTaHOBIIEHO BianosiaHicts GMP.
@ Ypaina
vV 65080, m. Opeca
3acTynmHHK IeHepaJbHOro ;{ﬂpemopa 3 sikocti Ammptf:chna aopora, 86
/Y NoBHOBakeHa 0coba , /7;;; TAB “IHTEPXIM” 3. 0. T'ixep
! KOHT POAR AKOCTI
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