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TAB "[HTEPXIM"

inter
= chem

Ha3ssa aikapebkoro 3acody
Jlikapcbka dopma, no3yBanHs
Peecrpanifine mocBinuenns
Jlinensia

Micue npoBaKeHH s

Ypaina, 65080, M. Oneca, Jhoctaopdebka nopora, 86
Teit. (048) 7772950, daxce (0482) 340803,
E-mail: INFOEINTERCHEM.COM.UA

Ceprudixar akocri Ne 2532 Bin 26 nucronana 2024 poky

AMIUUTPOH® ®OPTE,

NOPOIIOK /IS OPAJILHOTO PO3UHHY N0 23 'y camie
UA/13912/01/01 3i amiHamu TepmiH Iii 0€3¢TpOKOBO
BupoGHuiiTBo nikapebkux 3acobis

cepisg AL No 295499 in 20.02.15 p., 65080, Opccbka oliacts,
m. Oneca, Jloctnopdebka nopora, 6yn.86

65025, M. Oneca, 21-i km CrapokHiBchKoOT foporu, 40-A

AisLILHOCTI

Ceprudikar GMP 024/2023/GMP nie no 23.12.2025 p.
Homep cepil 25321124

Pozmip cepii 1 922 ynakosok Ne 10

Jara BupoOHuNTBA 22.11.2024 p.

Cxaag na 1 came

napaueramony 650 mr, dpeninedpuny riapoxaopuay 10 mr,

denipaminy masneary 20 mr, KnestoTd ackopbiHoBoT SO Mr
Amnanis nposeneno 3riano 3 MKS 3i sminamu Ne 1-6 no p/n UA/13912/01/01

Hz::x;;{::z?:n Bumorn MKJI PesynbTatn BunpodyBanhn
1 2 3

nuc [Mopouiok 611010 Kobopy, B IKOMY JOMNYCKAIThLCS [Topoulok 6in0ro KobOPY, 3 BKParaeHHsIM
BKparieHHs 61110-5K0BTOT0 Ta/abo opaHKeBoro OpaHKEeBOro Kombopy
KOJIbOPY.

)34UMHHICTh Posunnserses y 600i P nipu KiMHaTHIE TeMneparypi | Binnoigae
TA PO3UMHAETLCH Kpallle y rapsuid eodi P npu
Temneparypi (85+5) °C.

eHTudikauis A. Hacu yrpumyBaHHs MikiB dpeninedpuny, Binnoeinae

napaueramosy Ta (eHipaMmiHy Ha Xpomarorpamax
BUMPOOOBYBAHOTO PO3UHHY Ta PO3UMHY MOPIBHAHHSA
(b), onepoxanux npu BunNpodyeaHHi «KinbkicHe
BH3HAYEHH», MOBHHHI CNIBNAagarTH.

B. Peakuis Ha ackopGiHOBY KMCIOTY.

[TozuTuBHA

epeaHs maca
diCTy calue

Bin 21,275 rno 24,725 r

23,109 r

JLHOPIAHICTL
)30BAHUX
IMHALL*

Bumoru OJIO BBaxatoThcsi BUKOHAHHMH, SKILO
npuiiManbie uncno (AV) nas nepunx 10 ogmHUUbL
menie abo popisHioe L1 (15,0), y Biacorkax. Skuio
npuiiManbHe uucno Ginbuwe L1, y BiacoTkax,
BUNpoOyBaHHIO MijylaioTh Hactynui 20 ojiMHMi |
o0uMCAIoKOTE fipuiManibHe uncino. Bumorm OJ1O
BHUKOHYIOTBCS, SKLIO KiHLIEBe MpUiMallbHe YHuCI10,




2

pospaxosate 13 30 oanHMLB, MeHLue abo J0piBHIOE
L1, y BigcoTkax, i >koAeH iHAMBidyalbHUH BMICT Yy
N030BaHii oaMHKL He ¢ MeHwum 3a (1 - L2x0,01)M
i He € 6inpmnm 3a (1 + 1.2x0,01)M. (1L2=25,0).

YIPOBIAHI
IV TLLLK H

Ha xpomarorpami BUNIpoOGOBYBAHOTO PO3UHHY:

- wiotla nika 4-aminodenony He Mae NepeBULLYBaTH
naouly nika 4-aMiHo()eHoy Ha XpoMaTorpami
po3uuHy nopiBHsaHHs (d) (0,15 %);

- uIolua nika 4-xjopaleradisiiay He mae
riepeBrwlyBaty 0,5 rowti nika 4-xnopaueraHinigy
Ha Xxpomarorpami posuuty nopisHsus (d)(0,005 %);
- rtota Gy1b-AKOro Nika, KpiM OCHOBHHX MiKiB Ta
nikis 4-aminodenony, 4-xjopaueranininy, He mae
[ePEBULLYBATH TIOLLY OCHOBHOTO IliKa
(napaueramoly) Ha XpoMarorpami po3umHy
nopisusnus (a) (0,1 %);

- cyMa siomiwok: He Gibsiue 1,0 %.

He perexryerbes

He nerektyeThes

He nerexryerbes

Bianosigae

inbKicHe
13HAYEHHS

Bmict CsHoNO; (napaueramony) B OAHOMY callie
mae 6yt Bin 0,6175 r no 0,6825 r;

CoH 14CINO; (Peninedpuny rigpoxsopuay) - Bia
0,0095 r 10 0,0105 ;

C10H12sN, 0y (penipaminy maneary) - Bia 0,0190 r go
0,0210 1

CsH3Oy (ackopbGinosoi kucnoru) — Bia 0,0475 r no
0,0604 r, y nepepaxyHKy Ha CepeaHIo Macy OJHOro
caule.

0,6433 r
0,0102 r
0,0196 r

0,0576 r

likpoGionoriuna
acrora*®

3arajbHe Uncao aepobHUX MIKPOOPraHi3MiB
(TAMC): kpurepiit npuitnstHocti 10° KYO/r
3araibiie UMCIO APKDKOBUX Ta MiticeHeBuX rpubiB
(TYMQ): kpurepii npuitnsirnoceri 102 KYO/r
BincyrHicts Escherichia coli 8 1 r npenapary.

AKYBdAHH

[To 23 1y cawe; no 10 caiue y navui

Biarnosinac

l[apkyBaHHs

3rijiHO 3 TEKCTOM MapKyBaHHsl 40 p/n 3i 3MiHAMH

Bianosigae

2pMiH
JMJATHOCTI

3 poku

Ho 12.2027 p.

- Kontpons gaHoro recry npoBosiTh 18 KOMKHOT A€CATOT.

t. KOHTpOJ/Ib AAHOTO TECTY NMPOBOASTD ISl KOKHOT AecATOl cepii npenapary y 3B°43Ky 3 BianosiauicTio Bupobuuurea 713
amoram HBIT (GMP).

Bucuosox: AMILMTPOH® GOPTE, nopowok ais opansHoro posuuHy no 23 ry cawe Ne 10 cepii
25321124 pignosigae sumoram MK 3i sminamu Ne 1-6 o p/m UA/13912/01/01.

Jasisa npo ceprudikauiio: LluM s 3acBijuylo, WO HaBeleHa BMlle iH(OpMaLis € AOCTOBIPHOHO Ta
Tounoto. Lo cepito npoaykuil 6yno BUpoOIeHO (BKNIOUAIOUK MaKyBaHHA | MapKyBaHHs) Ta NPOBEAEHO
KOHTPOJIb 11 AKOCTI Ha BHIUE3a3HaueHil ALTbHULI Yy NOBHIM BianoeiaHocti 3 Bumoramu GMP,
BCTAHOBJICHUMH PEryJISTOPHUM OpraHoMm YKpaiHu, a TaKoK BIANOBIAHO 10 crieurdikaLii, o MiCTATbLCA
y peccrpauiiiiomy jsloche. [IpoTtokonu BHMpOOHMLITBA, MaKyBaHHs Ta aHai3iB Oyno MeperisHyTo Ta

Ykpaina

BCTAHOBAEHO BianosiaHicTs GMP.
:&mrj
v 65080, m. Oaeca

A|091A0p¢cbxa aopora, 86
Z 2 TAB “IHTEPXIM”™

3ACTYNHUK reHepaJbHOTO AUPEKTOPA 3 SAKOCTi

//f

A KOHTPOAR AKOCTI




